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denepanbHblil 3akoH oT 12 anpens 2010 r. N 61-D3 "O06 obpareHun JeKapcTBEHHBIX cpeaAcTB (¢
M3MEHEHUSIMU U JTOTIOTHEHUSIMH )

C u3MeHeHHMSIMH U I0MIOJTHEHUSIMH OT:

27 wurons, 11 oktsa6pst, 29 HosOpst 2010 1., 6 nexkadbps 2011 ., 25 urons, 25 gexkadps 2012 r., 2 utons, 25 Hos0ps 2013
r., 12 mapta, 22 okTsa0ps, 22 nexadps 2014 r., 8 mapTta, 29 utons, 13 mtons, 14, 29 nexadps 2015 r., 2 vroHs, 3 HIOJIS
2016 r., 29 wnrons, 28 nexadbps 2017 r., 4 utoHs, 28 HOAOps, 27 nekadbps 2018 r., 6 wroHs, 26 uions, 2 aBrycra, 27
nexabps 2019 r., 26 mapra, 1, 3 anpens, 13 wuromns, 8, 22 nexabps 2020 r., 11 urons, 2 urons, 30 xekadbps 2021 r., 8, 26
Mmapra, 14 uroms, 20 okTs0psL, 5, 19 mexabps 2022 r., 28 anpens, 24 utons, 4 aprycta 2023 1.

Hpunsat I'ocynapcreennoi dymoii 24 mapra 2010 roga
Onoopen Coserom ®enepanun 31 mapra 2010 roaa
T'APAHT:

CwMm. KOMMCHTApHHU K HACTOAILLIEMY d)ez[epam,HOMy 3aKOHY

T'masa 1. O01ue MoJ10KeHus

Cratss 1. [Ipenmer perynupoBanus Hactosuiero denepaabHOro 3aKkoHa

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 6 oekadbps 2011 2. N 409-@3 6 uacmv I cmamvu [ Hacmoswezo
DedepanbHo20 3aKOHA 8HECeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL 0PUYUATILHO20 ONYONUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosiuii ®enepanbHblii 3aKOH pPETYJIHPYET OTHOLICHMS, BO3HMKAIOUIME B CBSI3U C
oOpamieHueM - pa3paboTKOW, IOKIMHMYECKUMM MCCIEJOBAHUAMH, KIMHUYECKUMHU HCCIIEI0BaHUSIMH,
JKCHEPTU30M, TOCYNAPCTBEHHOW pErucTpanued, €O CTaHJapTU3alhed M € KOHTPOJEM KadecTsa,
IIPOU3BOJICTBOM, U3TOTOBIIEHUEM, XpPaHEHUEM, I1IEPEBO3KOM, BBO30M B Pocculickyro deneparuio, BHIBO30M
n3 Poccuiickoni ®@enepaunu, pekIaMoM, OTIOYCKOM, peajau3alueld, Mepenadeil, NPUMEHECHHEM,
YHUUTOKEHUEM JIEKAPCTBEHHBIX CPEICTB.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim  3axoHom om 25 uwna 2012 2. N 93-@3 6 uwacme 2 cmamvu [ Hacmosuezo
DedepanbHoe0 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexem yacmu 6 npeovloyueti pedaKyuu
2. Hacrosmuii  @enepaibHblii  3aKOH  YCTaHAaBIMBAE€T MPHOPUTET  TOCYIAPCTBEHHOIO
peryaupoBaHus 6€30M1acHOCTH, KadecTBa M 3((EKTHBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH UX OOpalllCHUH.
TAPAHT:

CMm. koMmMeHTapuu K cTathe | Hacrosmero deaepanbHOro 3aKOHA

Crarbs 2. Chepa npumenenns Hactosmero deaepaibHOr0 3aKOHa
Hacrosmuii @enepanbHblil 3aKOH MPUMEHSETCSI K OTHOILIEHHUSIM, BO3HUKAIOIIMM MIPH 0OpaIieHuH
JIEKapCTBEHHBIX CPEJICTB HA Tepputopuu Poccuiickon @enepannu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaThC 2 HaCTOAIICTO d)e;[epanbﬁoro 3aKOHa

CraTbs 3. 3aKOHOJATENHCTBO 00 OOpaIIeHNH JIEKAPCTBEHHBIX CPENICTB

1. 3akoHomatenbcTBO 00 O0OpalleHWH JEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
®denepallbHOTO 3aKOHa, APYrUX (QenepalbHbIX 3aKOHOB W HMHBIX HOPMATUBHBIX TIPaBOBHIX AaKTOB
Poccuiickoit @enepanuu.

Wnopmarus 06 H3MEHEHUSX:
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Yacmo 1.1 usmenena c 1 cenmabps 2023 2. - @edepanvhviii 3akon om 4 aseycma 2023 2. N 428-D3

CMm. npedvloyuyro pedaKyuio

1.1. 3akoHonaTrensCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU IOPUAMYECKUX JIHIL
U UHAUBUAYAIbHBIX  [pPEANPUHUMATENCH, OCYUIECTBISIOMIUX  JCSITEIIbBHOCTh HA  TEPPUTOPUH
MEXIYHApOJAHOIO MEIULMHCKOrO KjacTepa, MPUMEHSIETCS C YYeTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
Ddenepanbubiv 3akoHoM 0T 29 utons 2015 roga N 160-03 "O Mex1yHApOIHOM MEIUIIMHCKOM KJIacTepe U
BHECEHUH U3MEHEHUI B OTJIeJIbHBIEC 3aKOHOIaTelIbHbIe akThl Poccuiickont denepannn’.

2. JeiictBue Hacrosimiero denepasbHOrO 3aKOHA  PACHpPOCTpaHsETCs Ha  oOpalleHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB U ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
O0COOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®exepanuu 0 HapKOTHUYECKUX
CpEeICTBaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MpPEKypcopax.

3. JedictBue Hactosimero @eaepalbHOrO 3aKOHA  PaCIpOCTpaHsieTCss Ha  oOpalleHue
panrodapMalleBTUUECKUX  JICKAPCTBEHHBIX CPEJACTB C Y4YeTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOaTeIsCcTBOM Poccuiickoit deaepanyu B obacTu oOecrieueHust paIualioHHON 0€30acHOCTH.

4. Ecnu MexayHapoJHbIM J0roBopoM Pocculickoin @enepanny yCTaHOBIICHB! HHBIE TIPABUIIA, YEM
T€, KOTOpbIE TPEAYCMOTPEHBbI HacTosumuM @DenepanbHbBIM  3aKOHOM, TPUMEHSIOTCS IpaBuia
MEXIYHAPOJAHOTO JI0rOBOpa.

Undopmaris 06 n3MEHEHUAX:

Cmamuws 3 donoanena uacmoio 4.1 ¢ 8 dexabpsa 2020 e. - @edepanvusiii 3akon om 8 dexaopsa 2020 2. N
429-d3

4.1. PemeHuss MeXrocyJapCTBEHHbIX OpraHOB, IPHUHATbIE HAa OCHOBAaHUM IOJIOKEHUMU
MEXIYHAPOAHBIX J0roBopoB Poccuiickoin PDenepanuu B UX HUCTOJKOBaHUM, IIPOTHBOpEYAILEM
Konctutyuu Poccuiickoit @enepanuu, He nojyiexar ucnojHeHuto B Poccuiickoit @enepanun. Takoe
MIPOTUBOPEUYNE MOKET OBITh YCTAaHOBJICHO B IMOPSIJIKE, ONMPEACICHHOM (enepabHBIM KOHCTHTYIITMOHHBIM
3aKOHOM.

5. B Poccniickoit denepanum B COOTBETCTBUM C MEKIYHapOAHBIMM J0roBopamMu Poccuiickoi
Qenepanii 1 (WIM) HAa OCHOBE TMPHUHIIMIIA B3aMMHOCTH TPU3HAIOTCS PE3YNbTAaThl KIMHUYECKUX
WCCJIC/IOBAHUM JICKAPCTBEHHBIX TIPEMapaToB JJisi MEAMUIIMHCKOTO TPUMEHEHHs, IPOBEICHHBIX 3a
npenenamu reppuropun Poceniickoit denepanuu.

FAPAHT:

CM. KOMMEHTapuu K cTaThe 3 Hactosmero deaepaibHOro 3aKOHa

Cratbs 4. OCHOBHBIE IOHATHS, UCIIOJIb3yeMbl€ B HacToseM DenepaabHOM 3aKOHE

Hns ueneit Hactosiniero denepanbHOro 3aK0OHA UCTIOIB3YIOTCA CIEYIOMINE OCHOBHBIE TOHATHS:

1) nexkapcTBeHHbIe CpeACTBA - BEUIECTBA WJIM WX KOMOWHAIIMM, BCTYMAMOIIME B KOHTAaKT C
OpraHM3MOM YeJIOBEKa WJIM JKWBOTHOIO, NMPOHUKAIOIIME B OpraHbl, TKAHW OPraHM3Ma YeJOBEKa WIH
JKUBOTHOI'0, MNMPUMCHACMBIC JId HpO(i)I/IJ'IaKTI/IKI/I, JUArHOCTUKHN (33 HUCKIIIOUECHHUEM BCE€UICCTB HJIN HX
KOMOWHAIINMA, HE KOHTAKTUPYIOIIMX C OPTaHM3MOM YEeIOBEKa WJIHM JKUBOTHOTO), JICUYCHHs 3a00JeBaHUS,
pea6I/IJ'II/ITaIII/II/I, JIJI1 COXpaHCHUA, MPEAOTBpAlICHUA WJIW IMPEPbIBAHUSA 6epeMeHHOCTI/I " MOJTYYCHHBIC U3
KpOBH, TUIa3Mbl KPOBH, U3 OPTraHOB, TKAHEW OpraHM3Ma 4YeJIOBEeKa WM KUBOTHOTO, PACTEHUM, MUHEPAJIOB
METOJaMH CHUHTE3a HJIM C NPHUMCHCHHUEM ononornyeckux TtexHomgorui. K JICKAPCTBCHHBIM CpEACTBaM
OTHOCSTCS (hapMalleBTUYECKUE CYOCTAHIIUU U JICKAPCTBEHHBIC MIPETapaThl;

Wudopmanust 06 U3MEHEHUIX:
Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-®D3 nynkm 2 cmamovu 4 Hacmoswezo
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynaroujeti ¢ cuny ¢ 1 uronsa 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) apmaneBTHUYecKasi CyOCTAHIMSA - JEKAPCTBEHHOE CPEACTBO B BHJIE OJHOTO MJIM HECKOJIBKUX
obnanaromux (papMakoIOTHUECKON aKTUBHOCTBIO IEUCTBYIOMIMX BEIIECTB BHE 3aBUCUMOCTU OT MPUPOIBI
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MPOUCXOXKICHUS, KOTOPOE MPEAHA3HAYCHO JIJIsi TPOU3BOJICTBA, H3TOTOBIICHUS JICKAPCTBEHHBIX MIPEMapaToB
U onpenenseT ux 3pPeKTUBHOCTS;

3) BcnoMmorarejibHbIe BelIeCTBA - BEIIECTBA HEOPraHMYECKOTO WJIM OPraHu4ecKOoro
IIPOMCXOXKICHHUS, UCIIOJIb3YEeMbIC B IPOIIECCE MPOU3BOJICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX MPEHapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XHUMHUYECKUX CBOWCTB;

4) JekapcTBeHHbIE MpemnapaTbl - JICKAPCTBCHHBIC CPEACTBA B BHJIC JICKAPCTBEHHBIX (OPM,
NpPUMEHSEMbIE Uil NPO(PUIAKTUKHM, JUATHOCTHKHU, JIeUeHUs 3a0oleBaHWs, peaOWiIWTalud, IS
COXPaHCHHMS, IPEIOTBPAIIICHHS HITU IIPEPBIBAHUS OCPEMEHHOCTH;

5) nekapcTBeHHasi (popMa - COCTOSTHUE JIGKAPCTBEHHOTO Mpemnapara, COOTBETCTBYIOIIEE criocobam
€ro BBEJICHHUS U IPUMEHEHUS U 00eCIIeUnBaroIIee TOCTHKEHUE He00X0auMoro jedeOHoro rdekra;

Wndopmarius 06 M3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKoHa oononnena nynkmom 3.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

5.1) nmo3upoBKa - COJIEp)KAHHE OJHOTO WM HECKOJIbKHX JICHCTBYIOIIMX BEINECTB B
KOJIMYECTBEHHOM BBIPQXXCHUM HA CIWHUILY J03blI, WIW CIWHUIy OO0ObeMa, WIM EAWHHIY MacChl B
COOTBETCTBHUH C JIEKAPCTBEHHOM (OPMOit 1100 TSI HEKOTOPBIX BHIOB JIGKAPCTBEHHBIX (POPM KOJIMUECTBO
BBICBOOOKIaEMOT0 U3 JISKAPCTBECHHON ()OPMBI ICHCTBYIOIIETO BENIECTBA 3 CIMHUILY BPEMEHH;

Wuopmarus 06 H3MEHEHHSX:
Ilynkm 6 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
6) mepeyeHb JKM3HEHHO HeOOXOAMMBIX H BaKHEHIIMX JIEKAPCTBEHHBIX IpenapaTroB -
yrBepxkaaeMmslid 1IpaButensctBom Poccuniickoit Penepanuu nepeyeHs JIGKapCTBEHHBIX MPENapaToB Ul
MEIUIUHCKOI0 IPUMEHEHHUs, 00eCIIeUNBAIOLINX IPUOPUTETHBIE TOTPEOHOCTH 3/IpAaBOOXPAHEHUS B LIEJIAX
NpOoHIAKTUKA U JICYCHHUSI 3a00JI€BaHNH, B TOM YHUCIIE Peo0IaJaloluX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit ®eneparuu;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrhozo
3aKOHa 0onoHena nynkmom 6.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
6.1) opdanHble JeKkapcTBeHHbIE MPeNnapaThl - JIEKAPCTBEHHBIC Mpernaparkl, MpelHa3HauYeHHbIC
UCKITIOYUTEIILHO IS JUArHOCTHKU WJIM ITaTOTEHETHYEeCKOTO JICYeHUs (JICUCHUs, HAIpaBICHHOTO Ha
MEXaHU3M pa3BUTHUS 3a0051eBaHMs) peKuX (opdaHHbIX) 3a00J€BaHMIA;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 6.2 usmenen c 1 anpens 2024 2. - @edepanvusiii 3akon om 4 aseycma 2023 2. N 466-D3
Cm. 6yoywyro pedaxkyuio

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa 0ononeHa nyHkmom 6.2, ecmynatowum 6 cuny ¢ 1 utonsa 2015 a.

6.2) Omosornyeckme JeKapcTBeHHbIE MpenapaThl - JEKapCTBEHHbIE Mpenaparkl, JeiCTBYOIIEe
BEIIECTBO KOTOPBIX MPOU3BEJCHO WM BBIJCICHO W3 OMOJOTMYECKOTO WMCTOYHUKA M AJIs ONpeleTIeHUS
CBOMCTB U Ka4eCTBa KOTOPHIX HEOOX0UMa KOMOWHAIIHUS OMOTOTHIECKUX U (PU3HKO-XUMHUIECKUX METOJIOB.
K OuonormveckuM JeKapCTBEHHBIM IIpermapaTaM OTHOCSATCS HMMMYHOOHOJOTHYECKHUE JIeKapCTBEHHBIC
npenaparsl, JEKapCTBEHHBIE MpeTapaThl, TOJYYCHHBIC U3 KPOBH, TUIa3Mbl KPOBH YEJIOBEKA W JKUBOTHBIX
(32 HCKJIIOYEHHWEM  I[EeNbHOM  KpPOBH), OHMOTEXHOJOTMYECKHME  JIEKAPCTBEHHBIC  IMpenaparsl,
T€HOTEPANEeBTUYECKHUE JICKAPCTBEHHBIE TIPETIapaThl;

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-@3 nynkm 7 cmamovu 4 Hacmosue2o
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
7) HMMYHOOMOJOTHYECKHE JIEKAPCTBEHHbIE MpenapaTbl - JICKApPCTBEHHBIC Ipenaparhl,
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npeHa3HaYeHHbIE 751 (OPMHUPOBAHUS AKTUBHOI'O WJIM TACCHBHOIO MMMYHHUTETa JMOO TUArHOCTUKU
HaJIM4Mg  MMMYHHUTETa  WIM  JUArHOCTHUKU  CHEUU(UYECKOro  MPUOOPETEHHOrO0  M3MEHEHUs
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajlieprusupymromue  BemectBa. K HMMyHOOMOJOTHUECKUM
JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS  BaKLWHBI,  AHATOKCUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTeHBbI;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvroco
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OuHOTexXHOJOTrHYecKHe JIeKApPCTBEHHbIe TMpenaparbl - JIEKapCTBEHHbIE IPEMaparhl,
MPOU3BOJICTBO KOTOPBIX OCYLIECTBIIAETCS C UCIIOJIB30BAHHEM OMOTEXHOJIOTHYECKUX MPOLIECCOB U METO/IOB
(8 Tom uncine JHK-pekoMOMHAHTHOW TEXHOJOTHUHU, TEXHOJOTUHU KOHTPOJUPYEMOM IKCIPECCHUU TEHOB,
KOAMPYIOMIUX OMOJOTMYECKd aKTUBHbIE OENIKM B MPOKAPUOTAX M JYKApPHOTaX, BKIIOYas W3MEHEHHBIE
KJIETKY MJICKOITUTAIOIINX ), THOPUIOMHOTO METO/Ia ¥ METO/1a MOHOKIIOHAJIbHBIX aHTHTEI;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKOHA 0onoHeHa nynkmom 7.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

7.2) reHoTepaneBTHYECKHE JIeKAPCTBEHHbIe IMpenaparbl - JEKapCTBEHHBIC IpEmaparsl,
dapmarieBTUYECKass CYOCTAHIIMS KOTOPBIX SIBISETCS PEKOMOMHAHTHOW HYKJIEHHOBOW KHCIOTOM WM
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIJIOTY, ITO3BOJISIIOIIYIO  OCYIIECTBISATH
peryivpoBaHue, perapaluio, 3aMeHy, 100aBJIeHre WIH yIaleHHe TeHeTUYECKOM MOCIeI0BaTeIbHOCTH;

8) HapKOTH4YeCcKHe JIeKAPCTBEeHHbIe CpeJACTBAa -  JICKAPCTBEHHBIC  Mpemaparbl U
dapmalieBTUYECKHE CYOCTaHIIMM, COJEpKallie HAapKOTHUYECKHUE CPEICTBAa M BKIIOYEHHBbIE B [lepeuenn
HApKOTUYECKUX CPEJCTB, TCUXOTPOIMHBIX BEIIECTB M HX MPEKYypCOPOB, MOMIEKAIIMX KOHTPOJIIO B
Poccuiickoit  denepanmu, B COOTBETCTBUM C 3aKOHOJATeNbCTBOM  Poccuiickoit ~ dDepeparuu,
MEXIAYHApOAHBIMA JoroBopamu Pocculiickorr ®enepanuu, B TOM uucine EauHON KOHBEHLMEW O
HapKOTHYeCcKux cpenactrax 1961 roxa;

9) ncuxoTponHbie JIeKAPCTBEHHbIE CPeICTBA - JIEKAPCTBEHHBIC MTpenapaTsl U (hapMalieBTHIeCKIe
CyOCTaHIIMM, cojAep)Kallue TCHUXOTPOMHBIE BEIIeCTBA W BKIIOUEHHBIE B [lepedeHb HAPKOTHYECKHX
CPEICTB, TICHXOTPONHBIX BEIIECTB MU HMX TNPEKypCcOpoOB, TMOJJEKAIMX KOHTpoiato B Poccuiickoit
®denepauny, B COOTBETCTBUM C 3aKOHOJAaTenbCcTBOM Poccuiickoit ®enepanuu, MexayHApOAHBIMU
noroBopamu Poccuiickoit @enepariun, B ToM yrciie Konenimeil 0 ICUXOTPOMHBIX BemiecTBax 1971 rona;

10) paanodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - IEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
cojiepaT B TOTOBOW JIJIsi MCIIOJB30BaHUS ()OPME OJIMH PATUOHYKIIUI WIM HECKOJBKO PaTUOHYKIHIOB
(pannoakTUBHBIX U30TOMOB);

Wndhopmarrust 06 n3MEHEHUSX:

Cmamuws 4 oonoanena nynkmom 10.1 ¢ 1 mapma 2020 2. - Dedepanvusiii 3axon om 27 dexaopsa 2019 e.
N475-D3
10.1) opuruHaJbHBINA JeKAPCTBEHHBIN IMpenapar - JEKApCTBEHHBIA Mpenapar ¢ HOBBIM
JIEHCTBYIOIIMM BELIECTBOM, KOTOPBIM MEPBBIM 3aperucrpupoBaH B Poccuiickoin ®denepanun win B
MHOCTPaHHBIX TOCYJapCTBaX Ha OCHOBAHUHU PE3YJbTATOB JOKIMHHUYECKUX MCCIETOBAaHUN JIEKAPCTBEHHBIX
CPeACTB M KIMHUYECKUX HCCIIEIOBAHHUN JIEKAPCTBEHHBIX IPENapaToB, MOATBEPKIAIONINX €r0 KayecTBO,
3¢ heKTUBHOCTH U 6€30MTaCHOCTS;

Wudopmanust 00 U3MEHEHUIX:
Ilynxkm 11 uzmenen ¢ 1 mapma 2020 e. - @edepanvuwiii 3akon om 27 dekabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio
11) pedepenTHBIii JieKapcTBeHHBIH Npenapar - JEKapCTBEHHBIN IMpemapaT, KOTOPBIH
UCTIONB3YETCSl Il OIEHKM OMOIKBUBAJICHTHOCTH WM TEPANeBTHUYECKOW SKBUBAICHTHOCTH, KAauecTBa,
s dexTuBHOCTH M OE30MACHOCTH BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO MperapaTa Wiu O0H0aHaJIOTOBOTO
(6uomo100HOTO) JIeKapCTBEHHOTO Tpemnapara (Onoananora). B kauectBe pedepeHTHOrO JIeKapCTBEHHOTO
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npenapara ajis MEIUIMHCKOTO MPUMEHEHHs] UCIHOJIb3YEeTCs OPUTMHANBHBIN JIEKapCTBEHHBIM Mpenapar
1100, eCIM OPUTHHAIILHBIN JIEKAPCTBEHHBIN Iperapar He 3aperucTpUpOBaH UM HE HaXOAUTCS B 000poTe
B Poccuiickoii @enepannu U He HAXOAUTCS B 000pOTE B MHOCTPAHHBIX TOCYIapCTBAX, BOCIIPOU3BEICHHBIN
JIEKapCTBEHHBIN Tpenapar Wik OMoaHaJIOTOBBIA (OMOMOIOOHBIN) JIEKapCTBEHHBIN NpernapaT (6rnoaHasor),
KOTOpPBI TMEpPBBIM 3apErMCTPUPOBAH M3 4HUCIa Haxondmuxcs B obopore B Poccuiickoit deneparuu,
OMOSKBUBAJIEHTHOCTh HMJIM  TEpAleBTHYECKas HAKBUBAJIEHTHOCTb, KadecTBO, J(P(HEKTUBHOCT U
0€30MaCHOCTh KOTOPOI'O OLIEHWBAJIUCH [10 OTHOILIEHUIO K OPUTMHAJIILHOMY JIEKApCTBEHHOMY IIperapary, a
TaKkKe KauecTBO, d3(PPEKTUBHOCTL M 0E30MACHOCTh KOTOPOTO MOJTBEPKIAIOTCS —pe3ylibTaTaMu
dapmakoHag30pa M MPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPENICTB, HAXOISIIUXCA B TPAKIAHCKOM
000poTe, YCTaHOBJIEHHBIM TPeOOBaHHUSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHHUS UCIIOIb3YETCs JIEKAPCTBEHHBIN ITpenapaT AJis BETEpPUHAPHOTO
MpUMEHEHUs, 3apeructpupoBaHHbli B  Poccuiickoii denepaniii  Ha OCHOBAaHUM  PE3YyJbTATOB
JOKJIMHUYECKUX HMCCIIEN0BAaHUMN JEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX
[penapaToB, MOATBEPXKIAIOLINX €ro KauecTBO, 3P (HEKTUBHOCTh U 0€30MaCHOCTh;

Undopmarus 06 n3MEHEHUX:
Ilynkm 12 usmenen ¢ 1 mapma 2020 2. - Dedepanvuwiii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

12) Bocnpou3sBeJdeHHBbIN JIeKAPCTBEHHBbIH mNpemapar - JIEKapCTBEHHBIM mpemapar it
MEAMIIMHCKOTO TPUMEHEHUS, KOTOPBI HWMEET OSKBUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
Mperapary KayeCTBEHHbIN COCTAB U KOJUYECTBEHHBIM COCTAB JIEUCTBYIOIIUX BEUIECTB B YKBUBAJICHTHOM
JIeKapCcTBEHHON (opme, OO JIeKapCTBEHHBINM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIN
UMEeT Takue IKe, YTo U pedepeHTHBIH JeKAapCTBEHHBIM TIperapar, KadeCTBEHHBIH COCTaB |
KOJIMYECTBEHHBIM  COCTaB  JICUCTBYIOUIMX BEHIECTB B  TakOM e  JeKapcTBeHHOW  ¢opme,
OMOSKBUBAJICHTHOCTh ~ WJIM  TEpaANeBTHUECKash  OSKBUBAJCHTHOCTh  KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpenapaTy MoITBEPKIeHa COOTBETCTBYIOIMMU HCCIIEAOBAHUIMU;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio
12.1) TepanmeBTHYecKasi 3KBMBAJEHTHOCTb JIEKAPCTBEHHBIX MpeNapaTroB - JIOCTH)KEHHE
KJIIMHUYECKH COMOCTaBUMBIX TepaneBTHUecKoro 3 dexra u nokasarenei 3hPpexkTUBHOCTH U 6€30IaCHOCTH
OpY TOPUMEHEHHUU JIEKAPCTBEHHBIX MpenapaTroB A MEIUIMHCKOIO NPUMEHEHHUs, HMEIOIIMX OIHO
MEXyHApOJHOE HEMaTeHTOBaHHOE (WM XHWMHYECKOe, WM TpPYINIHPOBOYHOE) HAWMEHOBAaHUE, B
SKBHUBAJIEHTHBIX JIO3UPOBKAX IO OJHUM U TEM JK€ IOKa3aHHUSIM K NPUMEHEHUIO M TNPU OJUHAKOBOM
crocoOe BBE/IEHUS y OJIHOM M TOH K€ IpyMIbl OOJNbHBIX;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvroo
3axona oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

12.2) OuoanayioroBblii (0MOMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uMoaHajor) -
OMOJIOTUYECKHI JIeKapCTBEHHBIH TIperapaT, CXOXHUH MO0 mapaMerpaMm KadecTBa, I(PQGEKTUBHOCTH H
6e30MacHOCTH ¢ pepepeHTHBIM OHMOJIOTUYECKUM JIEKAPCTBEHHBIM MPENapaToM B TaKOi e JIeKapCTBEHHOM
dbopMe 1 UMEIOLINI ICHTUYHBIN crloco0 BBEACHUS;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMblil JIeKAPCTBEHHbIl TMpemapatr - JEKapCTBEHHBIH Mpemapar c
JIOKa3aHHOW  TEPANeBTUYCCKOW HDKBHBAJCHTHOCTHIO WJIM OHOIKBHBAJICHTHOCTHIO B  OTHOIICHUU
pedepeHTHOTO JIEKApCTBEHHOTO Mperapara, WMEIIINK SKBHBAJIIGHTHBIE €My KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBIA COCTAB JICHCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOTATENIBHBIX BEIIECTB, JICKAPCTBEHHYIO
dbopMy U criocod BBEACHHUS,
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Wndopmarus 06 H3MEHEHHSX:

Cmamuws 4 oonoanena nynkmom 12.4 ¢ 1 mapma 2020 e. - @edepanvusiii 3axon om 27 dexaops 2019 e.
N 475-D3

12.4) OMO’KBUBAJEHTHOCTH JIEKAPCTBEHHBIX MPeNapaTroB - JIOCTH)KEHUE COMOCTABUMBIX
MOoKa3aTeJIel CKOPOCTH BCAChIBaHUS, CTETICHU TOCTYIUICHUS K MECTY JEHCTBUS U CKOPOCTH BBIBEICHUS
OJIHOTO WJIM HECKOJIbKHX 00Jagarommx (apMakoIOrH4eCKONH aKTHBHOCTBIO JICHCTBYIOIIUX BEIIECTB MPHU
MPUMEHEHUN JICKAPCTBEHHBIX TMpENapaToB JJIi MEIUIIMHCKOTO TPUMEHEHHS, WMEIONIUX OJHO
MEXIYHAPOJAHOE HEMAaTeHTOBaHHOE (WIM XHWMHUYECKOe, WIM TPYNIHUPOBOYHOE) HAMMEHOBAHHE, B
SKBUBAJICHTHBIX JIO3UPOBKAX U MPHU OAMHAKOBOM CITIOCOOE BBE/ICHHS;

13) nexkapcTBeHHOE PACTUTEBHOE ChIPhE - CBEKUE WIH BBICYIICHHBIC PACTCHHUS JINOO WX YaCTH,
WCIIOJIB3YeMbIC 11 TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHHM3alUSIMH - IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEJACTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IPENapaToB alTEYHBIMU OpraHU3AIUSMU,
BETCPUHAPHBIMM aNTEYHBIMUA OPTaHU3AIUSIMH, WHIWBHIYAIbHBIMA TPEIINPUHUMATEIAMH, UMEIOIIUMHU
JUIEH3UIO Ha (hapMaIleBTUUECKYIO JIeITeIbHOCTE;

14) nexapcTBeHHBIH pacTUTEJbHBIH NMpenapart - JEKapCTBEHHBIN IMperapar, MpOu3BeICHHbIN
WM W3TOTOBJICHHBIM W3 OJHOTO BHUJA JEKAPCTBEHHOI'O PACTUTEIBHOTO CHIPhSl MIJIM HECKOJBKUX BHJIOB
TaKOT'O CHIPBS M pean3yeMblil B pac)acOBAaHHOM BHUJIE BO BTOPUYHOMU (TOTPEOUTENHCKOI) YyIIaKOBKE;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-®@3 nynkm 15 cmamvu 4 nacmosuezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedaKkyuu, scmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
15) romeonaTnyeckuii JeKapcTBeHHbII NMpenapar - JICKapCTBEHHBIN Mperapar, Nporu3BeACHHbIN
WIM W3TOTOBJICHHBIH W3 (hapMaleBTHUECKON CcyOcTaHIMM Wik (apMaleBTHUYSCKUX CyOCTaHIIMH B
COOTBETCTBUHM C TPEOOBaHUSAMH OOIIUX (apMaKONEHWHBIX CTaTell K rOMEONAaTUYECKUM JICKApCTBEHHBIM
mpernapaTaM WIM B COOTBETCTBHH C TpeOOBaHUAMHU (DapMaKoNew CTpPaHbl IMPOW3BOAUTENIS TAKOTO
JIEKapCTBEHHOTO TIpernapara;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynkm 16 cmamou 4 Hacmosuezo
DedepanbHo20 3aKOHA 8HECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujeit peoaxkyuu
16) ™mexayHapoaHoe HeNATEHTOBAHHOE HAMMEHOBAHHE JIeKAPCTBEHHOI0 CpeACcTBa -
HAaMEHOBAaHME JIEHCTBYIOIIETO BEIIeCTBA  (PapMalleBTUYECKON CyOCTaHIIUM, PEKOMEHIOBAHHOE
BcemupHoO#i opranusanuen 30paBoOXpaHeHus;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 nynkm 17 cmamvu 4 Hacmoswezo
DedepanbHoco 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue ¢ cury ¢ 1 urons 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
17) ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 CpeACTBA - HaWMEHOBAaHUE JIEKaPCTBEHHOTO
CpEICTBA, TPUCBOCHHOE €ro pa3padoTuMKoOM, JepiKaTeleM WU BJIaJEibIleM pPErucTPaliOHHOTO
yIIOCTOBEPEHHS JICKAPCTBEHHOTO TpeTapara;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo DedepanrbHoco
3aKoHa oononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HaMMEHOBAaHHE JIEKAPCTBEHHOr0 Ipenapara - HauMEHOBaHHE
JIEKapCTBEHHOI'0 Ipenapara, He MMEILIET0 MEXAYHapOAHOIO HEMATEHTOBAaHHOIO HAaMMEHOBAHHUSA, WU
KOMOMHAIIUM JIEKAPCTBEHHBIX IpEnaparoB, HCIOJIb3yeMO€ B IENAX OObEIUHEHHs] UX B TPYIIY MO
€MHBIM HAaMEHOBAaHUEM MCXO/sl U3 OJMHAKOBOIO COCTABA AEHCTBYIOIUX BELLECTB;

Wudopmanust 00 U3MEHEHUSX:
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Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 ¢ nynkm 18 cmamou 4 nacmosuezo
DedepanbHoeo 3aKoHa 8HeceHbl UsMeHenus,, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mekcm nyHkma 6 npeovloyujeli peoaKyuu

18) o0mas dapmakoneiiHass CcTAaTbsl - JOKYMEHT, YTBEPXICHHBI YIIOJIHOMOUYEHHBIM
(benepanbHbIM OpPraHOM MCIIOJHHUTEIBHON BIACTH M COJEpKaIlMi IepeyeHb IoKa3aTelell KadecTBa U
(MM) METOJIOB KOHTPOJISI Ka4eCTBAa KOHKPETHOU JICKApCTBEHHOHN (DOPMBI, JTIEKAPCTBEHHOTO PACTHTEIHHOTO
CBIpPbs, ONMCAHUS OHOJOIMYECKHX, OHOXUMHUYECKUX, MHUKPOOMOJIIOTMYECKUX, (PU3UKO-XUMUYECKUX,
Gu3nUeCKX, XUMUYECKUX M APYTrHX METOJIOB aHAM3a JICKAPCTBEHHOT'O CPEJCTBA, a TAK)Ke TPeOOBAaHUS K
UCMOJb3YyEeMbIM B LEISAX MPOBEAEHUS [AHHOI'O aHalM3a pEeakTHBAaM, TUTPOBAHHBIM pacTBOpPaM,
UH/INKaTOpaM;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynkm 19 cmamou 4 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
19) ¢dapmakoneiinas craThsi - JIOKyMEHT, YTBEP)KIACHHBIM YINOJHOMOUYEHHBIM (eaepabHbIM
OpPTaHOM HCIIOJIHUTEIHHON BJIACTU U COACPKAIIUN TIEPEUCHb TTOKa3aTeliell KaueCTBa U METOJI0B KOHTPOJIS
Ka4yecTBa JIKAPCTBEHHOTO CPEJICTBA;

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvrozo
3akoHa oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranpapTHbie 00pa3ubI - BELIECTBA, TOCPEICTBOM CPABHEHHUS C KOTOPBIMH OCYILIECTBISETCS
KOHTPOJIb KAadeCcTBa WCCIICyeMbIX JICKAPCTBCHHBIX CPEACTB C TMOMOMIBI0 (DU3HKO-XUMUYECKUX U
OHMOJIOTUYECKHX METOJOB B IIENIAX MOJATBEPKICHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATHBHOM JTOKYMEHTAIlMU, YCTAHOBJIEHHBIM MPU OCYIIECTBICHUU TOCYAApPCTBEHHON pPErucTpaivu, U
KOTOpBIE TPUMEHSIOTCA ISl KaauOpOBKM CTAaHAAPTHBIX 0Opa3loB MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, HCHOJb3YEMBbIX JJIsi KOHTPOJIS KauyecTBa M MHBIX IeJed Hpu oOpalleHUH JIeKapCTBEHHBIX
CPEICTB;

Wndhopmarust 06 n3MEHEHUSX:
Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3akoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) dapmakoneiinplii cTaHgapTHBIH o0pa3en - CTaHAAPTHBIA oOpaszell, MPOU3BEICHHBIA B
COOTBETCTBHUHU C (papmMaKoneitHON cTaThei;

20) HopMaTHBHAsl JOKYMEHTAUMs - JOKYMEHT, COJAEpKAIUN TepeyeHb OIpeneseMbIX IO
pe3yibTaTaM COOTBETCTBYIOIIMX 3KCIEPTH3 IIOKa3aTeseld KauecTBa JIEKAPCTBEHHOI'O CpeAcTBa s
MEIUIMHCKOTO MPUMEHEHHS], METOJIOB KOHTPOJISl €r0 KaueCTBa U YCTAaHOBJIEHHBIN €ro MPOU3BOIUTEIIEM;

21) HoOpMATHMBHBIN [OKYMEHT - JOKYMEHT, COJAepXKalluii IMepedyeHb ONpPEeNeNIIeMbIX IO
pe3ynbTaTaM COOTBETCTBYIOIIMX JKCIEPTU3 MOKa3aTeeil kauecTBa U (WJIM) METOJOB KOHTPOIS KauyecTBa
JIEKapCTBEHHOW  (OpMBI, ONMUCAaHUA  OWOJIOTHYECKUX, OHOXMMHYECKHUX, MHKPOOHOIOTHIECKHUX,
(GUBUKO-XUMHUECKUX, PU3NIECKUX, XUMUUYECKUX U IPYTHX METOJOB aHAN3a JIEKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO TMPUMEHEHHs, TPEOOBAHMS K HCIIOJNB3YEeMBbIM B IIEJISIX MPOBEICHHS JTAaHHOTO aHaln3a
peakTUBaM, TUTPOBAHHBIM PACTBOpPAM, MHIMKATOPaM U YCTAHOBJIEHHBIN €r0 IPOU3BOAUTEIIEM;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mumii TeXHUYECKHIi TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpHUaOB, COCTOSIIUNA U3
HECKOJIbKUX  pa3felioB -  JOKYMEHTallMd  aJMHHHUCTPATHBHOIO  XapakTepa,  XUMHYECKOH,
dbapManeBTUYECKO U OHONOTUYECKOW JOKyMEHTalud, (apMaKkoIOTHUYeCKOH, TOKCHUKOJIOTUYECKOU
JIOKYMEHTAITUH, KJIMHWYSCKOW JOKYMEHTAI[MM W TIPEJICTaBISEMBbId OJIHOBPEMEHHO C 3asBIICHUEM O
rOCy/IapCTBEHHOW PErucTpaIluy JEKapCTBEHHOTO Mpenapara JUisi MEAUIIMHCKOTO IpUMeHeHus B (hopmare,
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YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM UCIIOJHUTEIBHOM BIACTH;

22) Ka4yecTBO JIEKAPCTBEHHOr0 CpeJACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBa
TpeGoBaHUAM (hapMaKONEHHON CTaTh JIMOO B CIy4ae €e OTCYTCTBUS HOPMATHBHOM JOKYMEHTALUU WU
HOPMAaTUBHOT'O JOKYMEHTA;

23) 0e30mMaCHOCTH JIEKAPCTBEHHOI'0 CPEACTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOTO CPEACTBA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHalin3e ero 3 (HEeKTUBHOCTH U PUCKA IPUYMHEHHSI Bpeia 310POBbIO;

24) 3¢ (peKTUBHOCTH JIEKAPCTBEHHOI0 NMpenapara - XapakTepuCcTUKa CTENEHH MOJI0KUTEIBHOTO
BJIMSHUS JICKApPCTBEHHOTO IIpernapara Ha TEYeHHe, MPOJIOJDKUTEIBHOCTh 3a00JIeBaHUS WM  €ro
Ipe0TBpalIeHNE, peaduINTaINIO, HA COXpaHEeHUE, TPEJOTBPAICHUE WX IPepbIBaHNEe OEPEeMEHHOCTH;

25) cepus JieKapCTBEHHOI'0 CPeICTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BEICHHOE B
pe3ysibTaTe OJJHOr0 TEXHOJIOTUYECKOIO [IUKJIA €T0 POU3BOAUTENEM;

26) perucTpalMOHHOE YI0CTOBEpeHHE JIeKAPCTBEHHOr0 IMpemnapara -  JIOKYMEHT,
HOJTBEPKIAIOMINN (PAKT rOCy1apCTBEHHON PErHCTPALINU JIEKAPCTBEHHOTO TpenapaTa;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nynkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) pepskaTeqb WM BJajesell PerucTPAlMOHHOIO YI0CTOBEPEHUS JIeKAPCTBEHHOIO
npenapara - pa3padoTurK JICKapCTBEHHOTO CPEACTBA, IPOU3BOAMTEIb JICKAPCTBEHHBIX CPEACTB MIHM MHOE
IOpUIMYECKOE JIMIO, O0JIajaroiiee MpaBOM BIAJCHUS PETHCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPHIE
HECYT OTBETCTBEHHOCTb 3a KaueCTBO, 3 (PEeKTUBHOCTH U 6€30MaCHOCTD JICKAPCTBEHHOTO Mpernapara;

27) perucTpaliMOHHbIA HOMEpP - KOJAOBO€ OOO3HAUYEHHE, NPHUCBOCHHOE JIEKAPCTBEHHOMY
npernapary IpH ero rocy1apCTBEHHON PEeTruCTpaluu;

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 6 Oexaopa 2011 2. N 409-P3 ¢ nynkm 28 cmamvu 4 unacmosuezo
DedepanbHo20 3aKOHA 8HECeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL OpuyUaIBLHO20 ONYONUKOBAHUS HA38AHH020 DPedepalbH020 3aKOHA

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

28) oOpameHue JeKAPCTBEHHBLIX CPeACTB - pa3paboTka, TOKIWHUYECKUE HCCIICIOBAHMUS,
KIIMHUYECKHE UCCIIEIOBAHMSI, IKCIEPTU3a, TOCYJapCTBEHHAsI pErucTpalus, CTaHAapTH3aus U KOHTPOJIb
KadyecTBa, MPOU3BOACTBO, U3TOTOBIICHUE, XpPAHEHUE, TTIEPEBO3Ka, BBO3 B Poccuiickyro denepannio, BHIBO3
u3 Poccuiickoit denepanuu, pekiama, OTIYCK, peaiu3anus, mepefada, MPUMEHEHUE, YHUYTOXKCHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cy0bekThl OOpalleHHsl JeKAPCTBEHHbIX CPeACTB - (U3MYECKUE IUIa, B TOM YHCIE
WHIUBUIyaJIbHBIE TIPEANPUHUMATENN, W IOPUIUYECKUE JHIA, OCYIIECTBISIONINE JEATEIbHOCTh TpU
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynxkm 30 cmamovu 4 Hacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu

30) pa3paGoTyMK JIEKAPCTBEHHOI0 CpPeACTBA - OpraHu3amus, oOJiajgaromas IpaBaMu Ha
pe3yJabTaThl JOKIMHUYECKUX MCCIENOBAHUMN JIEKAPCTBEHHOIO CPEACTBA, KIMHUYECKUX HCCIIEI0BaHUI
JIEKapCTBEHHOTI'0 IIpernapara 1 (WJIn) Ha TEXHOJIOTHIO TPOU3BO/ICTBA JIEKAPCTBEHHOT'O CPEJICTBA;

31) Npon3BOACTBO J1EKAPCTBEHHBIX CPEACTB - JEATEIBHOCTD 110 IPOU3BOACTBY JIEKAPCTBEHHBIX
CPEJCTB OPraHU3AIUSIMU - IPOU3BOIUTENSIMHU JIEKAPCTBEHHBIX CPEJICTB HA OJTHOM CTaIMH, HECKOIbKUX WU
BCEX CTaJMAX TEXHOJOTMYECKOrOo IPOLECCa, a TAaKKE 10 XPAHEHUI0O M PEATM3alluUd NPOU3BEICHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-dD3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKkoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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31.1) nmnpou3BoACTBeHHasi IJIOIIAJKA - TEPPUTOPHAIBHO  O0OCOOJEHHBIM  KOMILIEKC
IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, INPEAHA3HAYEHHBIM JUId BBINOJHEHHS BCEro mpolecca
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB UJIU €T0 OIIPE/IECICHHON CTa/luu;

32) npon3BoaMTE/Ib JIEKAPCTBEHHBIX CPEACTB - OPraHU3alysl, OCYLIECTBIAIONIAs IPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUsAMHU HacToslero denepanbHOro 3aKoHa;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

33) ¢apmaneBTHYeCKAs AeATEIbHOCTh - JICATEIBHOCTh, BKIIOYAIOMmAas B ceOsl OINTOBYIO
TOPTOBIIIO JICKAPCTBCHHBIMU CPEJCTBAMH, HMX XpaHEHHE, MEPeBO3KY W (WJIHM) PO3HHYHYI) TOPTOBIIO
JICKApCTBCHHBIMH TIpeniapaTaMy, B TOM 4YHCIE JTUCTAaHIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHEHHE,
MIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBEHHBIX MIPEMapaToB;

34) opraHu3anusi ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMH CpPeACTBAMH - OpraHU3alus,
OCYIIECTBIISIONIAsl ONTOBYK) TOPTOBJIIO JICKAPCTBEHHBIMU CPEICTBAMHU, HMX XpaHEHHE, IMEPEBO3KY B
COOTBETCTBUH C TpeOOBaHUSAMH HacTosIero denepaibHOro 3aKoHa;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio
35) anTeuyHasi oOpraHM3amusi - OpraHU3alys, CTPYKTYpHOE TOApA3JCICHHEe MEIUIIUHCKON
OpTaHM3aINK, OCYIISCTBISIONINEC PO3ZHUYHYIO TOPTOBIIO JICKAPCTBCHHBIMH IperapaTamMH, B TOM YHCIE
JMCTaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, U3TOTOBJIICHUE U OTIYCK JICKAPCTBEHHBIX MPEIapaToB
JUTSL METUITUHCKOTO MIPUMEHEHHS B COOTBETCTBHH C TPEOOBAHMSIMH HAcTOsIIero OeepaibHOrO 3aKOHa;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 36 usmenen ¢ 3 anpens 2020 2. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio
36) BeTepuHapHasi amnTe4yHasi OPraHM3alMs - OPraHU3AIMs, CTPYKTYpHOE IMOJApa3/eieHne
BETEPUHAPHOW OpPraHU3aIliH, OCYIIECTRIISIONINE PO3HUIHYIO TOPTOBITIO JISKAPCTBCHHBIMU TIPEIiapaTaMH, B
TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHEe, U3TOTOBJICHHUE U OTIYCK JIEKApPCTBEHHBIX MPENapaToB
JUTSL BETEPUHAPHOTO MIPUMEHEHHS B COOTBETCTBHH ¢ TpeOOBaHUSAMU HacTOsIIero deaepasbHOrO 3aKOHa;

37) ¢anbcuduuupoBaHHOe JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE  CPEJNCTBO,
COTIPOBOXKAAEMOE JIOKHOU MH(OpMaIMel 0 ero cocTaBe v (UiIu) MPOU3BOAUTENE;
38) HenoOpokauvecTBeHHOE JIEKAPCTBEHHOE CPEJICTBO - JIGKAPCTBEHHOE CPEICTBO, HE

COOTBETCTBYIOIIEE TpeOOBaHUIM (HapMakoIeiHoi cTaThbi JUOO0 B Cliydae €€ OTCYTCTBHS TPeOOBaHHSIM
HOPMAaTUBHOM TOKyMEHTAllMU WJIK HOPMaTUBHOT'O TOKYMEHTA;

39) xoHTpadakTHOE JIeKAPCTBEHHOE CPeICTBO - JIEKApCTBEHHOE CPEJICTBO, HAaXOJAsIIEecs B
000poTe ¢ HapyIIEHUEeM I'Pa/IaHCKOI0 3aKOHO/IaTEIbCTBRA;

40) nokIMHMYECKOe HCCJeJOBaHHe JIEKAPCTBEHHOIO cpeAcTBa -  OHOJIOTMYECKUE,
MHUKPOOHMOJIIOTHYECKHE, HMMYHOJIOIMYECKHE, TOKCHKOJOrMuyeckue, (apMakosorndeckue, (uU3N4ecKue,
XUMHYCCKUEC U JPYTUE€ HUCCICAOBAHUA JICKAPCTBCHHOI'0O CPEACTBA MYTEM IMPUMCEHCHUSA HAYYHBIX MCTOJ0B
OLIEHOK B ILIEJISIX MOJYYEHHUs J0KA3aTeNIbCTB 0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JIEKAPCTBEHHOTO
CpEICTBA;

4]) kIMHHYECKOe HMCCIel0BAHHE JIEKADCTBEHHOI0 Ipenapara - U3ydyeHUE TUAarHOCTHYECKHX,
Je4eOHbIX, TPOPUIAKTHYECKUX, (HapMaKOJOTHYECKHX CBOMCTB JIEKapCTBEHHOTO IpernapaTra B Ipolecce
€ro INPUMEHEHMsI Yy 4YEJIOBEKa, JKMBOTHOIO, B TOM YHCIIE IPOLECCOB BCACHIBAHUS, DPACIpEAEICHUS,
N3MCHCHUA W BBIBCACHUA, IIYTEM IMPHUMCHCHUA HAYYHBIX METOJ0B OHIOCHOK B MHCIAX MMOJIYYCHHA
JI0Ka3aTe’abcTB 0€30MacHOCTH, KadecTBa M 3()(HEKTUBHOCTH JIEKApCTBEHHOTO Npernapara, JaHHBIX O
HEXCIATCIBHBIX PEAKIUAX OPraHnu3Ma 4CjIOBEKaA, ) KUBOTHOI'O HAa MPUMEHCHUC JICKAPCTBCHHOI'O ITpCriapara
U 00 3ddexTe ero B3aUMOJCHCTBUS C JPYTUMH JICKApPCTBEHHBIMH IpernaparaMu W (MJIM) MHUILEBBIMU
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IPOAYKTaMHU, KOPMaMU;

42) MHOTOLEHTPOBOE KJIMHHYECKOE HCCJIeI0BAaHHE JIEKAPCTBEHHOro mpemapara s
MEAULIMHCKOI0 TpPUMeHEeHHsl - KIMHUYECKOe HCCIIeIOBaHWE JIGKAPCTBEHHOTO Iperapara s
MEIUIIMHCKOTO MPUMEHEHHs, TPOBOMMOE pa3padOTUYMKOM JICKAPCTBEHHOTO Iperapara B IBYX M Ooiee
MEIUIUHCKUX OpPraHM3alUsAX IO €AMHOMY IPOTOKOJY KIMHHUYECKOTO HCCIEIOBAHUS JIEKApPCTBEHHOTO
npenapara;

43) MeXKIyHApOJAHOe MHOTOLEHTPOBOE KJIMHMYECKOEe MCCJIeJ0BaHUE JIEKAPCTBEHHOIO
npenapara s MeIUIHHCKOr0 MPHUMeHeHHs - KIMHUYECKOEe HCCIIeA0BaHNE JIEKAPCTBEHHOTO TIperapara
AJ1d MECAUITUHCKOTO IIPUMCHCHUA, ITIPOBOANMOC pa3pa60Tq1/H<0M JICKApCTBCHHOT'O IpcIiapaTta B Pa3IMYHbIX
CTpaHax Mo eIMHOMY IIPOTOKOJTYy KIMHUYECKOTO HCCIICIOBAHNUS JICKAPCTBEHHOT'O MPETapaTa;

44) nocTperucTpaloHHOEe KJIMHMYECKOe MCCJIeJOBaHUE JIEKAPCTBEHHOr0 mpemapara Jis
MeIUIMHCKOr0 TpPHMeHeHUsl - KIMHUYECKOe HCCIeIOBaHUE JIEKapCTBEHHOTO IIpemapara Ul
MEIUIIUHCKOTO MPUMEHEHHUs, TPOBOJMMOE MPOU3BOAMTEIEM JIEKAPCTBEHHOTO Iperapara, rPakJaaHCKUi
000pOT KOTOPOTO OCYHIECTBIISICTCS IOCJIE TOCYJapCTBEHHOM DPEruCTpaluu, B IENSX JONOJHUTEIHHOTO
cOopa aHHBIX O ero 0e30MacHOCTH U A(P(PEKTUBHOCTH, PACIIMPEHUS TTOKa3aHUH K IPUMEHEHHIO JTaHHOTO
JIEKapCTBEHHOTO Mperapara, a Takyke BBISIBIICHUS HeXKEJaTeIbHBIX PEaKIMii MallMeHTOB Ha €ro JICHCTBHE;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 nynkm 45 cmamvu 4 Hacmosuezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedaKkyuu, scmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nynkma 6 npeovloyujeli peoaxyuu

45) uccienoBaHue OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOI0 NMpenapara - BUI KIMHHUYECKOTO
UCCJIEIOBaHMsI JIEKAPCTBEHHOI'O Ipernapara, MPOBEAEHUE KOTOPOro OCYIIECTBISETCS ISl ONpPENEICHUS
CKOPOCTH BCAachlBaHWs W BBIBEJACHHUS OJHOTO WJIM HECKOJIbKUX OOMagaronmx (apMakoIoruyecKou
AKTUBHOCTBIO JICUCTBYIOIIMX BEILECTB, KOJMYECTBA JIEKAPCTBEHHOIO IIpenapara, JOCTUTAIOIIETO
CUCTEMHOTO KPOBOTOKAa, M PE3yJIbTaThl KOTOPOTO IMO3BOJISIIOT CHENaTh BHIBOJ O OMOIKBUBAICHTHOCTH
BOCIPOM3BEICHHOTO JIEKAPCTBEHHOT'O Mperapara B ONpeAeSIEHHbIX JIEKapCTBEHHON (hopMe U J103UPOBKE,
COOTBETCTBYIOLINX (hOpME U JO3UPOBKE pePepeHTHOro JIEKapCTBEHHOTO MIpernapara;

46) uccienoBaHue TepaneBTHYeCKOH KBHMBAJIEHTHOCTH JIeKAPCTBEHHBIX NpenaparoB - BUJ
KJIMHUYECKOTO MCCIIEI0BaHUS JIEKApPCTBEHHBIX MPENapaToB, NPOBEIEHNE KOTOPOTO OCYIIECTBISAETCS A
BBISIBIICHHS OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB ONPEIEICHHON JEKapCTBEHHON (POpMEI, a
TaKXKe HaJM4Yus OJIMHAKOBBIX IMOKa3aTeseil 6e30nacHOCTH U 3(h()EKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
OJTMHAKOBBIX KIMHUYECKHUX 3(PPEKTOB MpH MX NMPHUMEHEHUH;

47) NMpPOTOKOJ KJIMHHYECKOI0 HCCJIeJOBAHHMS JEeKAPCTBEHHOr0 Mpenapara - JOKYMEHT, B
KOTOPOM OIpEAeNsoTca 1Lenu, (OpMbl OpraHU3allid W METOAOJOTHSl IPOBEIEHUS KIMHUYECKOTO
UCCIIE/IOBaHMs, CTAaTHMCTUYECKHE METOAbl 0OpabOTKM pPe3yslbTaTOB TAaKOTO HCCIEIOBaHHMS M MeEphl 110
oOecnieueHr0 0e30macHOCTH  (PU3MYECKUX JIML, YYacTBYIOIIMX B KIMHUYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOT O Mpenapara;

48) Opomopa wuccjeaoBaTesNsi - CBOAHOE W3JO0KEHHE PE3YyIbTaTOB JOKIMHHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOI'O CPE/ICTBA M KIIMHUYECKOTO MCCIIEJOBAHNUS JIEKAPCTBEHHOTO Mpernapara s
MEIUITUTHCKOTO IPUMEHEHUS;

49) nH(opMaAUMOHHBIH JHCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEp)KaTcsi B JTOCTYMHOH
dbopMe cBeeHHUs, Kacaroluecss MPOBOAUMOT0 KIMHHUYECKOTrO MCCIIE0BAHUS JIEKapCTBEHHOIO Ipernapara,
U B MMCBMEHHOH (opme T0OpOBOJILHOE COTIacue MalMeHTa Ha y4acTHEe B KIMHHUYECKOM MCCIIEOBAHUU
JIEKapCTBEHHOI'0 TIpernapara I0cjie O3HAKOMJIEHHS C OCOOEHHOCTSAMHU KJIMHMYECKOTO HCCIEI0BaHuUs,
UMEIOIMMH 3HAYCHHE JJIS1 BBIPAKEHHSI TAKOTO COTJIACHS;

50) moGouyHoe JeilicTBHe - peaklUMs OpraHU3Ma, BO3HHUKIIAS B CBSI3M C MPUMEHEHUEM
JIEKapCTBEHHOTO TMpernapara B J103aX, PEKOMEHIYEMBbIX B HHCTPYKIMH MO €ro MNPUMEHEHHIO, IS
PO UITAKTUKH, THATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU TSI peaOUITUTAIIHH;

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3axonom om 22 Oexaops 2014 o. N 429-D3 cmamwvsa 4 nacmoswezo Dedepanvrozo
3axona oonoanena nynkmom 50. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

50.1) HexenaTejbHAsl peaklusl - HEMpeIHAMEPCHHAs HEONAroNMpHATHAs PEaKIUs OpPraHu3Ma,
KOTOpPAasi MOXKET OBITh CBsI3aHA C IPUMEHEHUEM JICKAPCTBEHHOTO MpeTapara;

51) cepbe3Hasi HexKejlaTeJlbHAasl peakIusl - HEKeNaTelbHAsS PEaKIUsl OpraHW3Ma, CBS3aHHAS C
NPUMEHEHHEM JIGKAPCTBEHHOTO IIperapara, MpUBEANIas K CMEPTH, BPOXKICHHBIM aHOMAIUSAM WU
MOPOKaM Pa3BUTHUSL JTHOO TPEICTABISIONIas COOOW Yrpo3y JKW3HH, TPeOyromas TOCHUTAIM3AINHA WU
NPUBEIIAs K CTOMKOW yTpare TPYJ0CHOoCOOHOCTH ¥ (WJIN) MHBAIHTHOCTH,

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-®@3 nynkm 52 cmamovu 4 nacmosweco
DedepanbHo2o 3aKOHA U3N0CEH 8 HOBOU pedaKkyuu, scmynarowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovloyujeli peoaxKyuu

52) HenmpenBHUIeHHAs He)KeJIaTeJbHAsl PeaKklus - HEKENaTebHasl PEakiis OpraHu3Ma, KoTopas
CBSi3aHA C TPUMEHEHHEM JIEKapCTBEHHOTO IIperapara B [03aX, PEKOMEHIYEMBIX B IPOTOKOJE €ro
KJIMHUYECKOTO HCCIICOBaHUs, OpOIIIOpe HCCIIeNoBaTesd, WIA C HPUMEHEHHEM JIEKapCTBEHHOTO
mpermapara B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMH IO €ro MPUMECHCHHIO IS TPOQUITAKTHKH,
JIMarHOCTHKY, JICUCHHsI 3a00JICBaHUsl WIIM MEIUIIMHCKON peaOWInTallMy NAMEHTa, U CYIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMALMU O JIEKAPCTBEHHOM IIperapare, CoAepiKalieics B
NPOTOKOJIE €ro KJIMHUYECKOTO WCCIICJAOBaHMs, OpOLIOpe KCCICIoBaTeIsl WIA B WHCTPYKIHH TI0
MPUMEHEHUIO JICKAPCTBEHHOTO TIperapara;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKkoHa oononnena nynkmom 52.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.
52.1) (papmakoHan30p - BUA ACATEIBHOCTH 10 MOHHTOPUHTY 3(PPEKTUBHOCTH U 0€30MacHOCTH
JICKapCTBEHHBIX MPENapaToB, HAMPABICHHBIM Ha BBISBICHUE, OLICHKY U MPEJOTBPAIICHUE HEeXKeNaTeIbHbIX
MOCJIE/ICTBUM MPUMEHEHHS JICKAPCTBEHHBIX MTPENapaToB;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo DedepanbHo2o
3aKona oononnena nynkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
52.2) mjiaH ynpaBJieHUsl PUCKAMU - TTOJAPOOHOE ONMHUCAHME MEPONPHUATUN TIO (hapMaKOHAI30py,
HaIlpaBJIEHHBIX Ha BBISBIEHUE, OLUEHKY M NPEIOTBpPALICHUE WM MHUHHUMHU3ALMIO PUCKOB, CBSA3aHHBIX C
JIEKapCTBEHHBIMU TIpenapaTamu, BKItouas oleHKY 3 (HEKTUBHOCTH JaHHBIX MEPOTIPUSITHI;

Wropmarms 06 H3MeHeHHX:
Ilynkm 53 usmenen ¢ 1 mapma 2025 2. - @edepanvhuiii 3axon om 30 oexabps 2021 2. N 463-D3
Cm. 6yoywyro pedaxyuio
Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
TAPAHT:

[Tonoxxenus nynkra 53 ctateu 4 (B penakiuu denepanpHoro 3akoHa oT 29 utomns 2017 r. N 242-D3) B
qacTu, Kacarouleicss (opMUPOBaHMS U BbIJAUU PELIETITOB Ha JIEKAPCTBEHHBIE MpernapaThl, COJEpIKallie
Ha3HAUYE€HUE HAPKOTUYECKUX CPEJICTB HIIU MICUXOTPOIHBIX BEIIECTB, B (pOpMe 3JIEKTPOHHBIX JOKYMEHTOB,
npuMeHsroTcs ¢ 1 aaBaps 2019 1.

53) peuenTt Ha JieKapCTBEHHBIH Npenapar - MEIUIMHCKUNA JOKYMEHT YCTaHOBIIEHHON (hOPMBI,
COoZIepXKaIlMil Ha3HA4YC€HHE JIEKapCTBEHHOTO Ipenapara g MEAMIMHCKOIO NPUMEHEHUS, BbIIaHHBIN
MEIUIUHCKUM pPAaOOTHUKOM B LENSIX OTIyCKa JIGKAPCTBEHHOrO IpernapaTa MM €ro HM3TOTOBJICHUS U
OTITyCKa Ha OyMa)XHOM HOCHTEJIE€ WJIM C COTJIacHsl MalueHTa WK €ro 3aKOHHOTO MPeCTaBUTENsS B hopme
JJIEKTPOHHOTO JIOKYMEHTa, MOJMHCAHHOTO C HCHOJb30BAHUEM YCHJICHHOM KBAIM(UIIMPOBAHHOM
HJIEKTPOHHOM MOJINNCH MEAUIIMHCKOTO pabOTHUKA, JTMOO0 JOKYMEHT YCTAaHOBIEHHOW (hOpMBbI, copepKamiuit
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HAa3HAYCHUC JICKAPCTBCHHOI'O Mpfriapara Jjisi BETCPUHAPHOTO IMPUMCHCHH, BLIIIaHHLIﬁ crnenuaanucToM B
00J1acTH BETEPHHAPUU B IEJISX OTITYCKA JIEKAPCTBEHHOTO MPETapaTa Wi €ro U3rOTOBJICHHUS U OTITyCKa Ha
OyMa)KHOM HOCHUTEIIE;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 54 usmenen ¢ 1 mapma 2025 2. - @edepanvuviii 3axkon om 30 dexabps 2021 2. N 463-D3

Cm. 6yoywyro pedaxyuio
54) TpeGoBaHHMe MEIMIIMHCKON OpPraHU3alMd, BeTePUHAPHOI OPraHU3alMU - JOKYMECHT
YCTAHOBJICHHON (POPMBI, KOTOPBIA BBHINMHMCAH MEAMIMHCKAM PAOOTHUKOM WJIHM CHEIMAIMCTOM B 00JacTH
BETEPUHAPUH, HMMEIOIIMMHU Ha 5TO MPaBO, U COJEPKUT B NUCHMEHHOW (opMe yKazaHuUE amnTeyHOU
OpraHu3alliy WM BETEPUHAPHOW anTEYHON OpraHu3aluu 00 OTIYCKE JIEKApCTBEHHOIO IpenapaTta WiH O
€ro M3rOTOBJICHUH M 00 OTILyCKEe JUIsl oOecredeHus Jie4eOHOro mpolecca B MEAUIIMHCKOW OpraHu3aluu,
BETEPUHAPHOW OpPraHU3aLUY;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmoswezo Dedepanvroo
3aKOHA 0ONOIHeHa nyHkmom 55, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

55) KoMIUIeKCHasi OIlCHKAa JIGKQpCTBEHHOTO IIpemapara - OICHKa 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOI'O TMperapaTa, BKIroJaronias B ce0s aHaim3 WHGOpMAIMd O CPAaBHUTEIBHOW KIMHUYECKOM
3¢ (HEKTUBHOCTH B OS30MACHOCTH JISKAPCTBCHHOT'O Tperapara, OICHKY YKOHOMUYECKUX MOCIICICTBUI €ro
MPUMEHEHHUS, U3YUYEHUE JOMOJIHUTEIbHBIX MOCIEICTBUN IPUMEHEHUS JIEKapCTBEHHOTO Mpernapara B LessaxX
NPUHATUS PEHICHUNW O BO3MOXKHOCTH BKJIFOUEHHS JICKAPCTBEHHOIO Iperapara B IepeyueHb >KU3HEHHO
HEOOXOAMMBIX W BaKHEHMINHUX JICKAPCTBEHHBIX IIPEMapaToB, HOPMATHBHBIC TPABOBBIC aKThl M HHBIC
JIOKYMEHTBI, OIPEICISIIONME TMOPSIOK OKa3aHUs MEIMIIMHCKON IMOMOINM, WJIM HCKIIOUEHUS €ro u3
YKa3aHHBIX [ePEeyHs, aKTOB U JOKyMEHTOB;

Undopmaris 06 n3MEHEHUAX:

Cmamuws 4 oonoanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 a.
N 425-D3
56) cucreMa MOHHMTOPUHIA JABHUKEHHS JIEKAPCTBEHHBIX MPENapaToB JJs METUIIMHCKOI0

npuMeHeHusi - (enepanpHas rocyaapCTBEHHAs HWHQPOPMAIMOHHAS CHCTEMa MOHUTOPWHTA JIBHKCHHS
JICKapCTBEHHBIX TMPENapaToB [UIsl MEIUIMHCKOTO TPUMEHEHHsS OT TMPOU3BOJIUTENS JO KOHEYHOTO
NOTPEOUTENsT C WCIOJB30BAHMEM B OTHOIICHUHM JIEKAPCTBCHHBIX IMPEIMApaToB JUIS MEIUIIMHCKOTO
MPUMEHEHUS CPEJICTB UACHTU(DUKAITIH.

'APAHT:

CM. koMMeHTapuu K cTaTthe 4 Hacrosero deaepanbHOro 3aKOHa

I'naBa 2. [TositHOMo4us (eepajibHbIX OPraHOB UCIOJHUTENbHON BJIACTH, OPraHOB
HCIOJHUTEIbHOH BJIAaCTH cy0ObeKkTOB Poccuiickoii @enepanun npu oopamnieHnu JIeKapCTBEHHbIX
CpeACTB

Crarbs 5. IlonmHomouns (eaepanbHBIX OpPraHOB HCIOJIHUTENBHOM BIIACTH TNpH OOpaIIeHUU
JIEKapCTBEHHBIX CPE/ICTB
K nmnomHomouumsiMm  denepanbHBIX  OpraHOB — HMCIOJHUTENBHOW BIACTH MpH  OOpalieHuu
JIEKAPCTBEHHBIX CPE/ICTB OTHOCATCS:

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-®@3 6 nynkm [ cmamvu 5 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
1) mposenenue B Poccuiickoit ®enepanuu €IWHON TOCYJapCTBEHHOM IOJUTUKUA B 001acTu
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o0ecrieyeHus JIeKapCTBEHHBIMU IIpenapaTaMu rpaxaat B Poccuiickoit @eneparuy;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oOexabps 2014 2. N 429-d3 6 nynkm 2 cmamwvu 5 Hacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
2) yrBepkAeHHE o00mMx (apmakolelHbIX crared, (apMakoleWHbIX cTaTel, HW3JaHHue
rocyJapCcTBEHHOH (papMakoIieu, co3jaHne U BeJJleHHe peecTpa (papMaKkonelHbIX CTaHIAPTHBIX 00pa3LoB;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 3 uzmenen c 1 urons 2021 e. - @edepanvusiii 3akon om 11 utons 2021 2. N 170-D3

Cm. npeodvloywyro peoakyuio
3) ocymecTBieHHe (eAepaTbHOr0 roCyIapCTBEHHOTO KOHTpoJis (Ham3opa) B chepe oOpamieHus
JICKapPCTBEHHBIX CPEJICTB;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 4 usmenen ¢ 1 urona 2021 2. - @edepanvhuiil 3axkon om 11 utons 2021 2. N 170-D3

Cm. npeodvloywyro peoakyuio
4) NUIEH3UPOBAaHHE MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, B TOM 4YHCIe (eaepaibHbIi
TOCY/IapCTBEHHBIN JIMIICH3WOHHBIA KOHTPOJIb JCSITEILHOCTH IO MPOU3BOJICTBY JICKAPCTBEHHBIX CPEICTB,
NEPUOJIUYECKOE TMOATBEPKICHUE COOTBETCTBHUS JIMIICH3WATA, WMEIOIIErO JIMIECH3UI0 Ha TPOM3BOJCTBO
JICKapPCTBEHHBIX CPENICTB, M (apMaIeBTUYECCKON JEATEIbHOCTH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®eneparuu;
TAPAHT:

Cm. TlomokeHue o JUICH3UPOBAHWM TIPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJCTB, YTBEPIKIECHHOE
nocranoBienreM [IpaButensctBa PO ot 6 urong 2012 r. N 686

Wudopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oekabps 2014 2. N 429-@3 6 nynkm 5 cmamvu 5 Hacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
5) opraHuzanMs SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, STUYECKOW IKCHEPTU3BI BO3MOXKHOCTU
MIPOBEJICHUS KIIMHUYECKOTO MCCIIE0BAHUS JICKAPCTBEHHOTO Tpernapara Uik MeJUIIMHCKOTO TIPUMEHEHUS,
OKCIIEPTH3bl  JIOKYMEHTOB, TMPEJCTaBICHHBIX JJs  OMpeJeNieHHus BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBCHHBIN TMpemapar Uisi MEAWIIMHCKOTO TPHMEHEHUS TPU TOCYAapCTBEHHOW pPETUCTpAlUd B
KauecTBe OpaHHOIO JEKAPCTBEHHOTO Mpernapara;

Undbopmarust 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvsa 5 nacmosawezo DedepanbHo2o
3aKoHa 0ononHena nynkmom 5.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

5.1) opraHu3zanusi TPOBEACHHUS KOMILIEKCHOM OIIEHKM JIEKQpCTBEHHOrO TMpemapara B IENAX
MPUHATHS PENICHUH O BO3MOXXHOCTH BKIJIFOUCHHS JICKAPCTBEHHOTO Ipernapara B TepevueHb >KU3HEHHO
HEOOXOMUMBIX M BAXHEWUIINX JIEKAPCTBEHHBIX IPENapaToB, HOPMATHBHBIE TPABOBHIE aKThl U HWHBIC
JIOKYMEHTBI, OMPEEIIIONNE TOPSIOK OKa3aHWs MEJIWIIMHCKONW TIOMOIIM WM WCKIIOYEHUS €ero u3
YKa3aHHBIX [IEPEYHSs, aKTOB U JIOKYMEHTOB;

6) BBIIa4a pa3pelICHU Ha TIPOBEICHUE KITMHUYECKUX UCCIIeIOBAHNM JICKAPCTBEHHBIX MPENapaTos,
BEJICHUE peecTpa BBIJIAHHBIX pa3pelIeHUuN Ha MPOBEICHUE KIMHUYECKHX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
Mpenaparos;

7) rocynapCTBEHHas PEerucTpaius JEeKApCTBEHHBIX IPENapaTroB, BEACHHE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJCTB;

Wndopmarys 06 M3MEHEHHSAX:

Ilynxkm 8 usmenen ¢ 1 cenmsaopsa 2023 2. - @eoepanvruiii 3axon om 28 anpens 2023 e. N 171-D3
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CMm. npedvloywyro pedaKyuio
8) opranuzanus ¥ (WIK) TPOBEICHUE WHCIICKTUPOBAHMS CYOBEKTOB OOpAIICHHS JIEKApCTBEHHBIX
CPEACTB Ha COOTBETCTBHE IpaBHUJAM HaJIeKallel 1a00opaTOpPHOM MPaKTHKH, MpaBUiIaM HaJIeKalnen
KJIMHUYECKOW TPAaKTHKH, [paBWIaM HaJIKAIIeH NPAKTUKUA XPAHCHHS M TIEPEBO3KU JICKAPCTBEHHBIX
IpernapaToB Uil METUIIMHCKOTO MPUMEHCHHS, TIPaBUJIaM XPAHCHUS JIEKAPCTBEHHBIX CPEICTB JUIS
BETCPUHAPHOTO MPHMEHEHHs, TMpaBHJaM HaJUIeKAIEH ITUCTPUOBIOTOPCKON TPAKTUKH, TpaBUIIaM
HaJUIeKAIEN allTeYHOU IPAaKTUKH;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 5 nacmosaweco Dedepanvrozo
3aKkoHna oononnera nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

8.1) opranuzanus u (UIH) MPOBEJCHUE HHCIIEKTUPOBAHUS CYOBEKTOB OOpAIICHHUS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM IIPaBUII HAJUIEKAIICH MPOU3BOJCTBEHHOMN MPAKTHUKH, Bblaya
3aKTFOYCHUH O COOTBETCTBHM TIPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSM  IMPABUI
Ha/JIeXKallel MpON3BOACTBEHHON PAKTHUKHY;

Undopmarris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa 0ononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8.2) ycTaHOBIICHHE TOpsAKA BEACHUS M BEJCHUE TOCYJApCTBEHHOTO peecTpa 3aKIYCHUH O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TPEOOBAHWSAM  TPABUI  HAJJICKAIICH
IIPOM3BOJICTBEHHON IIPAKTHKH;

Undopmaris 06 n3MEHEHUX:
Ilynkm 9 uzmenen c 7 uronsa 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
9) TOCYHapCTBCHHAsi pETUCTpalMs MPEISIbHBIX OTIYCKHBIX [I€H IPOM3BOJIUTEICH Ha
JICKapCTBCHHBIC TIPErapaThl, BKIIOYCHHBIC B I€pPEUYCHb JKU3HCHHO HEOOXOIUMBIX W BaKHEHIIIHMX
JICKapCTBEHHBIX MpenapaToB, W BEACHUE TOCYIAaPCTBEHHOIO peecTpa MpeAeTbHBIX OTHYCKHBIX IIEeH
MIPOM3BOIUTEINICH HA JICKAPCTBEHHBIC MpENapaThl, BKIIOUCHHBIC B IEPEeUCHb )KH3HEHHO HEOOXOIMMBIX U
BXHEHUININX JIEKAPCTBECHHBIX MPETIApaTOB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 utons 2015 . N 241-D3 cmamows 5 Hacmosweco PedepanbHoco 3aKoHA
oononnena nynkmom 9.1
9.1) cornacoBaHre MPOEKTOB PEHICHUI OPraHOB UCTIOTHUTENBLHOM BIAacTH cyOBeKkTOB Poccuiickoit
Oenepannn 00 YCTaHOBIEHWM U (WJIM) W3MEHEHHHM TMPEIEIbHBIX pPa3MEpPOB OINTOBBIX HaJ0aBOK U
NpelenbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOUTEISIMU JICKAPCTBEHHBIX MPENapaToOB, HAa JIEKAPCTBEHHBIE MTPenapaThl, BKIIOYCHHBIC B I1€pEUCHb
YKU3HEHHO HEOOXOIMMBIX U BRXKHEUIITNX JIEKAPCTBEHHBIX MPEMapaTos;

Undhopmarrist 06 n3MEHEHHSX:
Ilynkm 10 usmenen c 13 ageycma 2019 2. - @edepanvhuiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
10) BBITaYa, YCTAHOBJIICHHE TOPSJIKA BBIAYM pa3pellieHus Ha BBO3 KOHKPETHOW TapTHH
JIEKapCTBEHHOTO cpeacTBa B Poccuiickyro denepanuio;

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 10.1 usmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 agzycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio
10.1) BbImaya, ycTaHOBIIEHUE TOPsI/IKA BbIAAYN U (DOPMBI JOKYMEHTA, KOTOPBIN MOATBEPHKIAET, UTO
IIPOU3BOJACTBO JICKAPCTBEHHOI'O IIpernapara Uil MEIULWHCKOIO IMPUMEHEHHUS OCYIIECTBIECHO B
COOTBETCTBUM C TpeOOBaHUSAMHU T[pPaBUI HAJJIeKaIleW MPOU3BOJICTBEHHOW MPAKTHUKU MM YTO
JIeKapCTBEHHBIM TMpemnapar JUlsi BETEPUHAPHOTO MPHUMEHEHMs JOoMylleH K oOpameHuio B Poccuiickoit
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<De):[epaum/1, " NOJJICKHUT NPCACTABIICHUIO I10 Tpe6OBaHI/IIO YIIOJIHOMOYCHHOI'O OpraHa CTpaHbI, B KOTOPYIO
BBO3UTCA HCKapCTBCHHBIﬁ Impemnapar,
APAHT:

CM. AaMUHHECTpATUBHBINA perinameHT DenepanbHON CIIyKObI 0 BETEPHUHAPHOMY B (PUTOCAHUTAPHOMY

HaJ30py MO0 TMPEJOCTABICHUIO TOCYIAPCTBEHHOM YCIYrM IO BbIJIay€ JIOKYMEHTa, KOTOPBIH
MOATBEPXKJIAET, 4YTO JIEKAPCTBEHHBIM Mpernapar Juisi BETEPUHAPHOIO NPUMEHEHUs JOMYyLIEH K
obOpamenuto B Poccuiickoit @enmepanuu, W MOMISKHT MPEACTABICHUIO MO TPEOOBAHUIO
YIOJIHOMOYEHHOTO OpraHa CTpPaHbl, B KOTOPYIO BBO3HTCS JIEKAPCTBEHHBIN IpENapaT, yTBEPKICHHBIN
npuka3zom Poccenbxo3nanzopa ot 28 nexadpst 2020 r. N 1402

CM. AIMUHHCTPATHUBHBIN perjlaMeHT 10 MpeacTaBieHu0 MuHmpomToprom Poccum rocymapCTBEHHOM
YCIIYTH TI0 BbIJIa4€ TOKYMEHTA, KOTOPBIM MOATBEPXKIAACT, YTO MMPOU3BOJICTBO JICKAPCTBEHHOTO IMpernapara
JUTISI METUITMHCKOTO IIPUMEHEHHST OCYIIIECTBIICHO B COOTBETCTBUU C TPCOOBAHHMSAMU IPABHII HaJIICKAIIICH
MIPOM3BOJICTBEHHOM MPAKTUKH, U MOJICKUT MPEICTABICHUIO TI0 TPeOOBAHUIO YIIOJTHOMOUYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIM Mpemapar, YTBEPKIACHHBIM IMpuKazoM MuUHIpoMTOpra
Poccuu ot 31 nexa6ps 2015 r. N 4369

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 13 wutona 2015 2. N 241-D3 ¢ nynkm 10.2 cmamvu 5 Hacmosuje2o
DedepanbHo2e0 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
10.2) BpIgaYa, yCTAaHOBICHHE MOPSIKA BBIAAYM M (HOPMBI TOKYMEHTA, COJEPIKAIIETO CBEJICHHUS O
CTaIUsIX TEXHOJIOTMYECKOro TIpoliecca IMPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA I MEAULIUHCKOTO
IIPUMEHEHHUS, OCYILECTBISIEMBIX Ha TeppuTOprun EBpasuiickoro 3KOHOMHUYECKOI0 COI03a;
TAPAHT:

CM. AZMUHUCTpPaTUBHBIM pernamMeHT MunnpoMropra Poccun mo mpeaocTaBiieHHIO TOCyJapCTBEHHOMN
YyCIAYrM MO BbLAAYE JIOKYMEHTa, COJEpPIKAIero CBEIEHHs O CTaJusX TEXHOJOTHYECKOro Ipolecca
MIPOM3BOJICTBA JIEKAPCTBEHHOTO CpEACTBA JUIsl MEIWLMHCKOIO MNPUMEHEHHUS, OCYIIECTBISEMBbIX Ha
Tepputopun EBpa3uiickoro 3KOHOMMUYECKOTO COI03a, YTBEPKACHHBIN Npukazom Munmnpomtopra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3manue coOBETOB MO BONPOCAM, CBA3aHHBIM C 0OpallleHUeM JIEKapCTBEHHbBIX CPE/ICTB;
12) arrecTanus v cepTUPUKALUS CIEIIUATUCTOB;
13) yrpaTun cuny;

Wndhopmarust 06 n3MEHEHUSX:
Cm. mexcm nynkma 13 cmamou 5

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-®@3 nynkm 14 cmamvu 5 nacmosuezo
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu

14) ocymecTBiienue GpapmMakoHaa30pa;

15) yuactue B MEXIyHApOJAHOM COTPYJHHUYECTBE;

16) monyuyeHue Mo 3ampocaM yIMOJTHOMOUYEHHOTO (efepatbHOr0 OpraHa MCIOJHUTENBHON BlIacTu
OT OpraHOB HCIIOJIHUTEIbHOW BIIacTH CyOBekTOB Poccuiickoit denmepanum, a TakkKe OT CyOBEKTOB
oOpalleHusi JIGKApCTBEHHBIX CPEACTB JII MEAMIMHCKOTO TpUMEHEHUs HH(popMmanuu O BOMpocam
YCTaHOBJICHUS ¥ IPUMEHEHHUS II€H Ha JICKaPCTBEHHBIC MpeTapaThl U HaT0aBOK K HHM;

17) npumeHeHue Mep OTBETCTBEHHOCTHM 3a HapylIeHHWE 3aKOHOJATeNbCTBAa Poccuiickoit
denepanuu;

Wudopmarus 06 H3MEHEHUSX:

Ilynkm 18 usmenen ¢ 1 cenmsabps 2023 2. - @edepanvhuiii 3akon om 28 anpens 2023 2. N 171-P3

Cm. npedvioyuyio pedaxkyuio
18) yTBepkIeHuE TpaBWJI HaJuIeXkalled JabopaTOpHOM MpPaKTHKH, [paBWil HaJJIeKallen
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KJIIMHAYECKOW TIPAKTUKH, I[IPABWJI HAJUICKAIIEH IPOU3BOJICTBEHHOM IPAKTUKU, I[IPABWII HaJJIekKaLICH
IIPAKTUKN XPaHEHMs U NIEPEBO3KH JIEKAPCTBEHHBIX NPENApaToB Ul MEIULUHCKOIO IPUMEHEHUS, TIPABUII
XpaHEHUsl JIEKapCTBEHHBIX CPEACTB JUIA  BETEPUHAPHOIO IIPUMEHEHMs, [IPaBWI  HaJUIeKallen
JUCTPUOBIOTOPCKONW TPAaKTUKK, MpaBWJ HaAJeKalled anTeyHOW MPaKTHKM, IpaBWJ HajJekaluen
NpPaKTUKU (hapMaKoOHa30pa JIEKAPCTBEHHBIX MPETapaToB sl MEAUIIMHCKOTO TPUMEHEHHS,;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovs 5 nacmosaweco Dedepanvrozo
3aKoHa oononnena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
19) ycranoBneHue mopsaKa (GOPMUPOBAHUS PETUCTPALMOHHOTO JOChEe Ha JIEKAPCTBEHHBIN
npemnapar u TpeOoBaHUH K JOKYMEHTaM B €0 COCTAaBE;

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3axkonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvsa 5 nacmoawezo Dedepanvrozo
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
20) yTBEepXKJIEHUE MPaBUJI PAIIMOHAIBLHOIO BBIOOpAa HAMMEHOBAHWH JIGKAPCTBEHHBIX IpENapaToB
JUTSE METUITUHCKOTO TIPUMCHCHHSI,

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosweco Dedepanvrozo
3aKkoHa oonoauena nynkmom 21, ecmynarowum 6 cuny c¢ 1 uons 2015 a.
21) yTBepkeHuE repeuHs HAMMEHOBAaHUH JIEKAPCTBEHHBIX (GOPM;
22) yrpatun cuiy ¢ 1 mapta 2020 r. - ©enepanbublii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmarus 06 n3MEHEHUX:
CMm. npedvloyuyro pedaKyuio

Deoepanvrvim 3akonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKoHa oononnena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uons 2015 a.
23) yTBepkIeHue TpeOOBaHUN K MHCTPYKIIUU O MEAMIIMHCKOMY NMPUMEHEHHUIO JIEKapCTBEHHBIX
MpenapaToB U K MHCTPYKIUU IO BETEPHHAPHOMY MIPUMEHEHUIO JIEKapCTBEHHBIX MPErnapaTos;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 24 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio

24) mpuHSATHE PEIICHUM, SBISIONIMXCS OCHOBAHUSAMHM JIJISi BKJIFOYCHHS JTOMEHHBIX MMEH W (UJIH)
yKaszaTeneil cTpaHul] caliToB B HMH(OPMAIlMOHHO-TENIEKOMMYHMKAIMOHHON ceTu "VHTepHer", a Takxke
CETEBBIX aJIPECOB B E€IMHYI0 aBTOMATHU3MPOBaHHYIO HH(poOpManMoHHYI0 cucreMy "Eaunbslii peectp
JIOMEHHBIX HMMEH, YKa3aresled CTpaHul] CcalTOB B HH(OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CeTH
"UnTepuer" u CETEBBIX aZpecoB, MTO3BOJISIOIINX UIEHTU(PUIINPOBATH CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAITMOHHON CEeTH "NuTepHer", coJieprKaliye uHpOpMaIHtIo,
pacnpocTtpaHeHue kotopoil B Poccuiickoit denepanuun 3anpenieHo", B OTHOIIEHWHM WH(OpMaLINH,
coJiepKalleil NpeIoKEHUE O PO3HUYHOW TOProBJI€ JIEKAPCTBEHHBIMU IpenaparaMd, B TOM YHCIE
JTUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOProOBIS KOTOPHIMU OrpaHMYEHa WM 3alpenieHa B
COOTBETCTBUH ¢ HacTosmuM DeepaibHbIM 3aKOHOM, U (WIIK) UH(OPMAIMH, COepKalIel MpeIoKeHUe O
PO3HUYHOHN TOProOBJIE JIEKAPCTBEHHBIMU MpENapaTaMu, B TOM YHCJIE JUCTAHLIUOHHBIM CIIOCOOOM, JIMIIAMU,
HE MMEIOIIMMH JIMIEH3UM U Pa3pelleHMs] Ha OCYIIECTBIEHUE TAKOW NEATEIBHOCTH, €CIM TMOIYy4YeHHE
JUIEH3UU U pa3pellieHus IpeIyCMOTPEHO 3aKOHOJaTeIbCTBOM 00 00pallieHNH JIEKAPCTBEHHBIX CPE/ICTB;

Wndopmarys 06 M3MEHEHHSAX:

Cmamows 5 0ononnena nynkmom 25 ¢ 29 nosops 2019 . - @edepanvhuviii 3akon om 28 noabpsa 2018 2. N
449-D3
25) BBIZIa4a pa3pelieHrnid Ha BBOJ B TPAXKIAHCKUM 000pPOT UMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
IIPENapaToB.
FAPAHT:
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CwMm. KOMMCHTApHUU K CTAThC 5 HaCTOAIICTO d)e)]epaanoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urona 2015 e. N 233-DP3 nacmoswuii DedepanvHulil 3aKOH OONOJHEH
cmamveti 5.1
TAPAHT:

[Tonoxenus cratbu 5.1 pacnpocTpaHsIOTCS HAa MOTHOMOYHS (eepaabHBIX OPraHOB UCIIOJIHUTEILHON
BJIACTH, KOTOPbIE HE MEepelaHbl sl OCYIIECTBICHHS OpraHaM rocy1apCTBEHHON BIIacTH cyobekToB PD u
OopraHamM MECTHOT'O CaMOYIPABJICHHUS COOTBETCTBYIOIIUMH (pe/lepaTbHbBIMHA 3aKOHAMHU

Crartbs 5.1. Ilepenaua ocymiecTBICHUSI MOJHOMOUYUN (eaepalbHBIX OPTraHOB HMCIOJHUTEIHLHOM
BJIACTU TpU OOpAIllEHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIOJHUTEIbHON BIIACTH
cyobekToB Poccuiickoit denepannu

[TonHoMouMs (enepabHBIX OPraHOB UCHOTHUTENBHOM BIACTH MPH OOpAIIeHUH JEKapCTBEHHBIX

CPEICTB, IMpenyCMOTpeHHble HacTosiuuM DenepanbHbIM  3aKOHOM, MOTYT IepedaBaTbCsl  JUIs
OCYIIECTBIICHUS ~ OpraHaM  HWCIIOJIHUTENbHOM  Biacth  cyObekToB  Poccuiickoii ~ Dexpepanuu
nocranosieHussmMu IIpaBurenscrBa Poccniickon denepanuu B MOPAAKE, YCTaHOBIEHHOM DejepaibHbIM
3aK0HOM OT 6 OKTA0Ops 1999 roma N 184-d3 "OO o0mMX NMPUHIMIIAX OPraHU3AMH 3aKOHOAATEIBHBIX
(MpencTaBUTENBHBIX) W HMCIOJHHUTEIBHBIX OPraHOB T'OCYJApCTBEHHOM BlacTu CyOBeKTOB Poccuiickoit
®denepanun".

TAPAHT:

CMm. kommeHTapuu K ctatbe 5.1 HacTosmero denepanbHOro 3aKoHa

Crartbs 6. [loTHOMOUYNS OPraHOB HCHOJHUTENBHOM BiacTu cyobekTa Poccuiickoit denepanuu mpu

00palleHuH JIeKapCTBEHHBIX CPEICTB

K mnomHOMOuUMsSIM OpraHoB MCIOJHUTEIBHOM BiacTH cyObekra Poccuiickoit depepauuu mnpu
o0pallleHUH JIEKapCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka u peanu3aiys pernoHaJbHBIX IPOrpaMM 0OecrieueHHs HaCeIEeHUs JIeKapCTBEHHbIMU
npenapaTamu;

2) ycTaHOBIIEHHE NPENIeNbHBIX Pa3MEepPOB ONTOBBIX HAA0ABOK U MPEEIbHBIX Pa3MEPOB POZHUYHBIX
Ha70aBOK K (DaKTHUUYECKUM OTIIYCKHBIM I[€HaM, YCTAHOBJICHHBIM TPOM3BOAMTENSAMHU JIEKAPCTBEHHBIX
IpenapaToB, Ha JICKApCTBEHHbIE Ipenaparhbl, BKIIOYEHHBIE B I[€PEUYCHb JKU3HEHHO HEOOXOAUMBIX HU
BAKHEHILNX JICKAPCTBEHHBIX IIPENapaToB;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 3 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 oexaobps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

3) ocyulecTBIEHHE PETHOHAIBHOTO TOCYJapCTBEHHOIO KOHTPOJIS 3a MPUMEHEHHEeM IIeH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHbIE B I€pEUYEHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IPENaparoB, OPraHMU3AalMsAIMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYHbIMM OpTaHHU3alUsAMHU, WHAUBUAYAIBHBIMH MpEANPUHUMATENSAMH, HMEIOIIUMHU JUIEH3UI0 Ha
(apMalieBTUYECKYIO0 JIeATeIbHOCTh, MEAWLUMHCKUMHM OpTraHU3alMsIMM, HMEIOMIMMHU JIMIEH3UI0 Ha
(dapMalleBTUYECKYIO JI€ATEIbHOCTh, M HX 000COOJEHHBIMU TMOJpa3AesieHus MU (aMOyIaToOpUsMH,
GenpamepckuMu U GenbAIepCKO-aKyIIepCKUMH MYHKTaMH, IIEHTpaMu (OTAETICHUIMH) 001ei BpaueOHOM
(ceMeiiHOM) MPaKTUKHU), PACIOIOKEHHBIMU B CEIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIe OPraHU3allnu;

Wudopmanust 00 U3MEHEHHUAX:

Cmamus 6 donoanena nynkmom 4 ¢ 1 aneaps 2018 . - @edepanvuuiti 3akon om 29 uiona 2017 a.
N 242-@3

T'APAHT:
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[Tonoxxenus myHkTa 4 crateu 6 (B pemakuuu DenepanbHoro 3akoHa ot 29 mrons 2017 r. N 242-D3) B
4acTu, Kacarouieicss (OpMUPOBaHUS U BBIJAUM PELIETITOB Ha JICKAPCTBEHHBIE MpenapaThl, COJEpKallie
Ha3HAYCHNE HAPKOTHYECKHUX CPEJCTB WM ICUXOTPOIHBIX BEMIECTB, B (HOpPME MIEKTPOHHBIX JOKYMEHTOB,
npumensitoTcs ¢ 1 suBaps 2019 r.

4) npuHsATHE pelIeHus 00 HCIOJB30BAHMU Ha TeppuTopuM cyobekTta Poccuiickoit deneparuu
HapsIly C pelenTaMu Ha JIEKapCTBEHHbIE MpernapaThl, 0QOpMICHHBIMU Ha OyMa)KHOM HOCHTEJNE, PEUEHTOB
Ha JIEKAPCTBEHHBIC MIPerapaThl, CPOPMUPOBAHHBIX B (HOPME AIEKTPOHHBIX JTOKYMEHTOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 6 HaCTOSIIICTO dDeL[epaanoro 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3paboTka 1 u3gaHue rocyaapcTBeHHOM hpapmakonen, pa3MelieHne JaHHbIX 0 He
1. Tlox rocymapcTBeHHOU (hapmMakomeed MOHUMAETCS CBOJA OOIMMX (apMaKOIEHHBIX CTaTed U
(dapMaKOIeHHBIX CTaTCH.

Undopmarist 06 n3MEHEHUAX:

Deodepanvrvim 3axonom om 22 Oexabps 2014 2. N 429-P3 6 uacmv 2 cmamvu 7 HACMOAUE20
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. Pazpaborka oOmmx QapmMakonelHbIX cTaTeld W (apMaKONEeHHBIX CTaTeid, B TOM YHCIE
(dapMakonelHbIx craTeii Ha (apMmakomneiHbple CTaHIapTHBIE OO0pasllbl, W BKJIIOYCHHE HX B
TOCYJapCTBEHHYIO (hapMakKoIer OCYHIECTBISIIOTCS B TIOPSI/IKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oexabps 2014 2. N 429-P3 6 uacmv 3 cmamvu 7 HACMOAUE20
DedepanbHo2o 3aKoHA 8HeceHbl UsMeHeHus,, scmynatouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3. Pa3paboTka (apmakoneitHON cTaTbu Ha pe)epeHTHBIN JTeKapCTBEHHBIN TIpernapar U BKIOYSHHE
€€ B TOCYJapCTBEHHYIO (hapMakomnero B TEUEHUE CpOKa JCHCTBHS 3aIlMThl MCKIIOYUTEIHHOTO IpaBa,
YIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JEeKapCTBEHHBIM Mpernapar, OCYIIECTBISIOTCS C COTTIAcHs
ero pa3paboTyuka.

4. TocynapctBeHHass QapMakomness H3JaeTcss YIOTHOMOYEHHBIM  (eiepalibHBIM — OpTaHOM
UCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEJCTB (efepaibHOro OIO/PKETa U MOJUICKUT MEepEenu3JaHusIM He pexe
YeM OJIMH pa3 B MATh JIET, B MEPUOJ MEXAY KOTOPBIMU H3/AIOTCS MPUIIOKEHHS K TOCYIapCTBEHHOM
dapmakoriee, cojepxkamue oOmme (apmakoneitHpie ctathu W (WiM) ¢dapMakonelHble CTaTbhH,
YTBEPKACHHBIE TIOCIE U3/IaHUs WIH Meper3AaHus TOCYIapCTBEHHON (hapMaKomeH.

5. YmonHoOMOYeHHBI (enepanbHBIi OpraH HCIOTHUTEIBHOM BIIACTH pPa3MENIaeT JJaHHBIC O
roCy/IapCTBEHHOU (hapMakoriee U MPUIIOKEHHUIX K Hel Ha cBoeM o(ulinaibHOM caiite B cetn "MHTepHeT"
B YCTAHOBJICHHOM UM TOPSIJIKE.

TAPAHT:

Cwm. KOMMCHTApHHU K CTATbC "7 HaCTOSIIETO (DenepanLHoro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:
Haumenosanue usmeneno c 1 utons 2021 2. - @edepanvuviii 3akon om 11 utons 2021 2. N 170-D3
Cm. npedvioyuyio pedaxyuio

I'maBa 4. JInnen3upoBanyue NPpON3BOACTBA JIEKAPCTBEHHBIX CPEICTB M (papMaleBTHYEeCKOM
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JAeATeJIbHOCTH, FOCY1aPCTBEHHbIN KOHTPOJIb (HAA30p) B c(epe oOpalieHusi JIeKapCTBEHHBIX CPeICTB

Crarba 8. JluneHsupoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M (hapmarieBTHUECKON
JESTEIIbHOCTH

1. JIunieH3upoBaHue MpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (papMarieBTUUECKON AESITeNbHOCTU
OCYILIECTBIISIETCS] B COOTBETCTBUHM € 3aKOHOAATeNbCTBOM Poccuiickoit @enepanuu.

2. OOs3arenbHBIM YCIOBHEM MPEAOCTaBICHUS JIMIEH3UM Ha TMPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISICTCA NMPUIIOKEHHUE K 3asBJICHUIO COMCKATEINS JIMLIEH3UU TEepeyHs JIEKapCTBEHHBIX (HopM U
(unu) BUAOB (apmalleBTUUECKUX CYOCTaHIMN, KOTOpble MPOU3BOAMTENb JIEKAPCTBEHHBIX CPEACTB
HaMEpPEH IPOU3BOIUTD.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 3 usmenena ¢ 1 mapma 2022 2. - @edepanvruiii 3akon om 11 urona 2021 2. N 170-D3

CMm. npedvloywyro pedaKyuio
3. B ciiydae He0OXOMMOCTH PaCIIMPEHHUS IPOU3BOCTBA JIEKAPCTBEHHBIX CPECTB 3a CYET HOBBIX
JICKapPCTBEHHBIX ()OPM U BHJIOB (hapMarleBTHUECKUX CyOCTaHITMI MPOU3BOAUTEIh JICKAPCTBCHHBIX CPEICTB
JIOJDKEH TI0JaTh B JIMIICH3UPYIONIMI OpPraH 3asBICHHE O BHECEHHMHM HM3MEHEHHH B peecTp JUICH3HMH Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Wudopmarus 06 H3MEHEHHSX:

Cmamuws 8 donoanena yacmoio 4 ¢ 29 dexkaops 2020 e. - Dedepanvhuiil 3axon om 27 dexaops 2019 e. N
481-D3
4. JInueHs3us: Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPeACTB ((papmaneBTUUECKO CyOCTaHIIUN CIIHPTA
STUJIOBOTO (3TaHOJA) BbIACTCS INPH YCIOBUU HAIWYMsi y OpraHu3alud Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOI'O BEJICHUSI WJIM ONEPATUBHOIO YIPABJIEHHSI OCHOBHOTO TEXHOJOTMYECKOTO 000PYI0BaHUS
JUIs TPOM3BOJCTBA STHJIOBOIO CIMPTA, 3apErHCTPUPOBAHHOTO B COOTBETCTBUM €O craTheil 14.1
@®enepanbHOoro 3akoHa oT 22 Hos0ps 1995 roma N 171-@3 "O rocynapCTBEHHOM peryaMpOBaHUU
IPOM3BOJICTBA M 000OPOTa 3THJIOBOI'O CHHUPTA, AJKOTOJBHONW M CIMPTOCOJEp)Kalled NpoayKuuu U o0
OTrpaHHYEHUU NOTpeOIeHUs (PaCcTIUTHS) AJIKOTOJIBHOM MPOTYKITHH'".
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 8 HaCTOAIICTO CDCI[CpaJ'IbHOFO 3aKOHa

Wndhopmarrist 06 n3MEHEHUSX:

DeoepanvHuiti 3akon oonoanern cmamoveti 8.1 ¢ 29 oexabps 2020 2. - Dedepanvhviii 3akon om 27
oexaops 2019 2. N 481-D3

Cratrbst  8.1. OcoOeHHOCTHM TJUIIEH3UPOBAaHWS TMPOM3BOJACTBA  JIEKAPCTBEHHBIX  CPENICTB

(papmarieBTHYECKON CYOCTAHIIMM CIIUPTA STUIIOBOTO (ITAHOJIA)

1. JlelicTBMe JUIIEH3MM HA NPOM3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apManeBTHYECKOU
CyOCTaHIIMM COHUpPTa STUJIOBOTO (9TaHONA) TMPUOCTAHABIMBAETCS B YaCTH IIpaBa Ha MPOU3BOICTBO
dbapmaineBTUYECKON CyOCTaHIIMK CHHMpPTA 3TUJIIOBOTO (ITAaHONA) JTUIEH3UPYIOIIUM OPraHOM B CIIy4asX,
onpeaeneHHbIx cratbeii 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHun
OTJICTbHBIX BUOB JEATEIHHOCTH", a Takke Ha CPOK NPUOCTAHOBICHHS ICHCTBHS JIMIIEH3UU Ha
MIPOU3BOJICTBO 3THJIOBOTO CIUPTA Ui MIPOU3BOJCTBA (papMaleBTUYECKOW CyOCTaHIIMU CIIUPTa STHIIOBOTO
(oTaHONA), BRIJAHHONW B COOTBETCTBUU ¢ DejiepanbHbIM 3ak0oHOM OT 22 HOosiops 1995 roga N 171-03 "O
rOCy/IapCTBEHHOM DETyJIMPOBAHUM MPOU3BOJACTBA W 00OpOTa ATHIIOBOTO CIUPTA, AJIKOTOJBHOW U
CIHMPTOCOIEpKAIEeil MPOIYKIIUU U 00 OrpaHUYEeHUH NMOTPeOIeHNS (PACIUTHS) aJIKOTOIBHON MPOTyKIUU".

2. JleficTBMe JMIEH3MM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CpeACTB ((papManeBTUUECKOI
CyOCTaHIIMM CHOUpPTa DJTUJIOBOTO (dTaHONA) B YACTH IMpaBa Ha MPOM3BOACTBO (apMaleBTUYECKOM
CyOCTaHIIMM CHHpPTa ATHJIOBOTO (dTaHOJIA) TPEKpAIIAeTCS JHUIEH3UPYIOMUM OPTraHOM B CIydYasx,
onpeneneHHblx cratheil 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nunensupoBaHun
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OTJENbHBIX BUJIOB JIEATEIBHOCTH", a TakKe C JaThl MNPEKpallleHUs WIM aHHYJIUPOBAHUS ACHCTBUSA
JUIEH3UU Ha MPOU3BOJCTBO ATHIIOBOTO CIHUPTA I MPOU3BOJCTBA (apMaleBTUYECKOW CyOCTaHIIUU
CIUpTa 3TUJIOBOTO (3TaHOJA), BBIAHHON B COOTBETCTBUU ¢ DejepalibHBIM 3aKOHOM OT 22 HOSOps
1995 roma N 171-®3 "O rocyaapCTBEHHOM PETYJIMPOBAHUH MPOU3BOJICTBA K 000POTA ATHIIOBOTO CIUPTA,
QIKOTOJILHOM W CIIHPTOCOJACPIKAIEH TPOAYKIMH H 00 OrpaHWYeHHH MOTpedsieHus (pacruTus)
AJIKOTOJIbHOM POayKIUuU".

Wndopmarus 06 H3MEHEHHSX:

DeoepanvHulli 3axkoH donoanen cmamvetl 8.2 ¢ 1 cenmaopa 2023 e. - Dedepanvhbviii 3akoH om 4
aseycma 2023 2. N 428-D3
TAPAHT:

[Tonoxxenus crateu 8.2 Ha Teppuropusx JIHP, JIHP, 3anopoxckoli obmactu, XepcoOHCKOH oOmactu
npuMeHstotTes ¢ 1 ceHtsops 2024 .
Crarbsi 8.2. OcoOCGHHOCTH JMIICH3UPOBAHUA (DAPMALIEBTHUYECCKON JIEATCILHOCTH B YacTH
OCYIIIECTBJICHUS ONITOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU

1. [JeiicTBue nuueH3un Ha (hapMaleBTHUECKYIO AEATENbHOCTh B YAaCTH OCYILECTBIICHHUS ONTOBOM
TOPrOBJIM  JIEKAPCTBEHHBIMM  CPEICTBAMU Ul MEIUIMHCKOTO  INPUMEHEHHsS]  INpeKpallaeTcs
JMLEH3UPYIOIIMM OpPraHOM B cCllyyasX, onpeleneHHbIX cratbeil 20 denepasbHOro 3akoHa OT 4 Masd
2011 roga N 99-®3 "O nuIEH3UPOBAHUU OTAEIBHBIX BMJIOB JESATEIBHOCTH', a TaKXKE IO PELICHUIO
JIMLIEH3UPYIOIIEr0 OpraHa, MPUHIATOMY B COOTBETCTBHM C HACTOSIIECH yacThio. B ciyuae BbIsSBICHUS NpU
OCYIIECTBIICHHH (eepaibHOTO TOCYIapCTBEHHOTO KOHTposs (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB HApPYILEHUs OpraHu3allMeil ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CpEICTBAMHU
TpeOoBanuil uacreir | - 3 crareu 53 Hacrosiero @PenepaJbHOIO 3aKOHA JEHCTBHE JMIEH3UU Ha
(apMalleBTUYECKYIO0 JI€ATEIbHOCTh B YacTH OCYILIECTBIEHHS ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
CpEJICTBAaMU I MEIUIUHCKOTO IPUMEHEHHUS NIPUOCTAHABIMBAECTCS B TEUEHUE JECATH pabouyux JIHEH co
JIHSI BBISIBJIIEHUS! YKa3aHHOTO HapyuieHMs. J[eficTBHe JMIEH3UU Ha (apMalleBTUYECKYIO JEATENbHOCTh B
YacTH OCYLIECTBJIEHHS ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU JJI1 MEIUIIMHCKOTO MPUMEHEHUS
IIPUOCTaHABJIMBAETCA HA CPOK, KOTOPBIN ONPEAEIAETCS JIMLEH3UPYIOIHUM OpraHoM (HO HE MEHee 4eM Ha
OJIMH Mecsll), MO0 HCTEYEHHUH KOTOPOro JEHCTBUE IaHHOW JIMIEH3UU MOJJIEKUT MpEKpallleHUuI0 Ha
OCHOBAaHUM PEIIEHUS JMIEH3UPYIOLUIETO OpraHa, 3a HUCKIOYEHHMEM Cllydas, yKa3aHHOTO B 4acTu 2
HAaCTOSIIEN CTAThH.

2. JleiicTBue JMIEH3UM Ha (DapMalleBTHUECKYIO AEATEIbHOCTh B YAaCTH OCYILECTBIICHHUS ONTOBOM
TOPrOBJIM  JIEKAPCTBEHHBIMM CpPEACTBAMM JUISI MEAMILMHCKOTO IPUMEHEHHs, JeHCTBHE KOTOpOH
IPUOCTAHOBJIEHO B COOTBETCTBUU C HaCThiO | HACTOSIIEH CTAaThH, MOIJICKUT BO30OHOBICHUIO B Cilydae,
€CJIi B MEpHOJ| MPUOCTAHOBJIECHUS NEHUCTBUS NAHHOW JIMIEH3UU B paMKaX J0CYAeOHOro 00kajloBaHUA
peleHre KOHTPOJIBHOTO (HaJ30pHOT0) OpraHa B YacTH BBIABIEHHOTO HapyIIeHUs TpeOoBaHUN vacTeil | -
3 craten 53 HacTosmero denepasbHOro 3aKOHa OTMEHEHO. B ykazaHHOM cilydae NeHCTBHE JIMIEH3UM Ha
(apMaleBTUYECKYI0 JI€ATEIbHOCTh B YaCTH OCYIIECTBIEHHS OINTOBOM TOPIOBIM JIEKaPCTBEHHBIMHU
CpEICTBAaMU JIJIsl MEIULIMHCKOTO IPUMEHEHHUsI BO30OHOBIISIETCS HE TO3/IHEE OJTHOTO pabovero THS CO JAHS
OTMEHBI PEIICHUs] KOHTPOJIBHOTO (Ha/I30PHOT0) OpraHa.

Wndopmarys 06 M3MEHEHHSAX:
Cmamos 9 usmenena c 1 urona 2021 2. - @edepanvrviii 3axon om 11 urons 2021 2. N 170-D3

Cm. npedvioyuyro pedakyuio
Crartbs 9. ['ocynapcTBeHHBII KOHTPOIb (HaA30p) B chepe oOpalieHus IeKapCTBEHHBIX CPEJICTB
1. TocymapcTBeHHBIM KOHTpOJIb (Hag30p) B cdepe oOpamieHusi JEKapCTBEHHBIX CPEACTB
OCYILECTBIISIETCS TOCPEACTBOM  (pellepalbHOr0 TOCYAApCTBEHHOTO0 KOHTposisi (Hamzopa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB U (heJepaibHOro TOCyJapCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JeSITebHOCTH IO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJCTB, OCYLIECTBISEMBIX (pelepalbHbIMU OpraHaMH
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WCITOJIHUTEJILHOM BIIACTH, YIIOJIHOMOYEHHBIMU [IpaBurtensctBoM Poccuiickon denepanuu.

2. Ilpeametom GdenepanibHOTO TOCYIAPCTBEHHOTO KOHTPOJs (Ham3opa) B chepe oOpamieHus
JICKAPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmoaenune obs3aTeNbHBIX TpeOOBaHMM B cepe oOpaleHus1 JEKapCTBEHHBIX CPENICTB, B TOM
YHCIIE:

a) TpeOOBaHMU K JOKIMHUYECKHM HCCIEAOBAHUAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
WCCJICIOBAHMSIM  JIGKAPCTBEHHBIX IMPEMapaToB, W3TOTOBICHUIO, XPAaHEHWIO, TIEPEBO3KE, BBO3Y B
Poccuiickyto ®epepanuio, OTIYCKy, pealu3allld, Iepefade, MNpOAaXe JIEKApCTBEHHBIX CPEICTB,
NPUMEHEHUIO JICKAPCTBEHHBIX MPENapaToB, YHUYTOXKCHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHUIO
MPOU3BOJIUTENIIMUA JIEKAPCTBEHHBIX IMpENapaTtoB II€H Ha JIGKAPCTBEHHBbIC Iperaparbl, BKIIOYEHHBIC B
NepEeUYCHb JKU3HECHHO HEOOXOAMMBIX U BKHEHININX JIEKAPCTBEHHBIX IMPENApaTOB;

0) TpeOOBaHMI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEACTB, HAXOASIIUXCS B OOpalleHHH,
MOKa3aTeNsiM KauecTBa, d3PGEKTUBHOCTH U OE30MaCHOCTH, YCTAHOBIIEHHBIM B COOTBETCTBUU C HACTOSIIIHM
®DenepallbHBIM 3aKOHOM;

B) TpeOOBaHUI K COONIONIEHHIO CyOBEKTaMU OOpallleHUs JEKapCTBEHHBIX CPENICTB, YKa3aHHBIX B
yactu | crateu 67.1 Hactosimiero ®denepanbHOro 3aKOHA, OTPAHUYCHMM, HaJlaraeéMeIX crtaThimu 67.1 u
67.2 nacrosuero @eaepaibHOro 3aKOHa;

2) coOmrofeHWe JUIEH3UOHHBIX TpeOOBaHWNH K  OCYIIECTBICHUIO  (papMarieBTHYECKON
NESTSIIBHOCTH;

3) cobnroaenne TpeOOBaHUHN K MPEAOCTABICHUIO CYObEKTaMH OOpaIeHHs JIGKAPCTBEHHBIX CPEJCTB
uH(pOpMAIlMK O JICKAPCTBCHHBIX CPEICTBAX W (MJIM) JIGKAPCTBEHHBIX Ipernapartax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1 u 64 Hacrosero deaepanbHOro 3aK0Ha;

Undopmaris 06 n3MEHEHUAX:

Yacms 2 dononnena nynkmom 4 ¢ 1 mapma 2023 2. - @eodepanvhuiii 3axon om 20 okmsabpa 2022 2. N
405-D3

T'APAHT:

[Tonoxenusa nynkra 4 npumensitores 10 1 mapra 2026 r.

4) cobirofeHne MpeIyCMOTPEHHBIX cTaTheil 55.1 HacTtosmero denepanbHOTO 3aKOHa TpeOOBaHUM
K IIPOBEJICHUIO SKCIIEPUMEHTA 10 OCYILIECTBICHUIO PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IpErapaTaMu
JUISL  MEOUIMHCKOTO TIPUMEHEHMS, OTIYCKAaeMbIMM [0 PpELENTy Ha JIEKapCTBEHHBIM Ipenapar,
JUCTAaHIIMOHHBIM CIIOCOOOM.

3. Ilpu ocymectBieHuH (eepalbHOrO TOCyIapCTBEHHOIO KOHTpoJs (Haa3opa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEICTB MPOBOASTCS CIEAYIOIIUME BHUIbl KOHTPOJBHBIX (HAJA30pPHBIX)
MEPOIPUATHIA:

1) nokymeHTapHasi IpOBEPKa;

2) BbI€3HAS TPOBEPKa;

3) BEIOOPOYHBII KOHTPOJIb KaYeCTBa;

4) KOHTpOJIbHAs 3aKYIKA;

5) MHCTIEKITMOHHBIA BU3UT;

6) HaOmoJeHHe 3a COONIIOJIEHHEM O0sf3aTeNbHBIX TpeOOBaHUN (MOHUTOPUHI OE30MaCHOCTH)
(papmakxonaazop).

4. Opranusaiys 1 ocyuecTieHne (heaepabHOro roCyJapCTBEHHOTO KOHTpouIA (Haa3opa) B chepe
oOpallleHus1 JeKapCTBEHHBIX CPeACTB perynupyrorcss Denepanbubiv 3akoHoMm oT 31 wurons 2020 roga
N 248-®@3 "O rocynapcTBEHHOM KOHTpoje (Haa30pe) M MYHHIMIAIbHOM KOHTposie B Poccuiickoii
®Denepanun.

5. BHemaHOBBIM BBIOOPOYHBIM KOHTpPOJIb KayecTBa MPOBOJUTCS B TOM YHMCIIE HAa OCHOBAHUHU
POrpPaMMbI IPOBEPOK.

6. I1naHOBBIM BEIOOPOUHBIH KOHTPOJIb KaueCTBA HE MMPOBOAUTCS.

7. Tlo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJISI Ka4ecTBa Hapsly ¢ PEIICHUsSIMHU, IPEAYCMOTPEHHBIMU
Denepansubiv 3akoHoM 0T 31 utons 2020 roma N 248-D3 "O rocynapcTBEeHHOM KOHTpoJie (Haa3ope) u
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MYHUIIUIAILHOM KOHTpojdie B Poccuiickoit ®denepanmu”, ¢enepaibHbIMH OpraHamMH HCIOJHUTEIBHON
BJIACTH, YIMOJHOMOYEHHBIMH Ha OCYILECTBJICHHE BBIOOPOUHOTO KOHTPOJIA KadecTBa, NPUHUMAIOTCS
CIIEYIOIUE PEILICHHUS:

1) o manpHeleM TpaxJIaHCKOM O0OpOTE CEpUU, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpelcTBa B Cilydyae IOATBEPKACHMS 110 pe3ysbTaTaM IPOBEICHHBIX MCIBITAHUN COOTBETCTBUS KAaueCTBA
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBAHUSM;

2) 00 M3BATHH M3 TPAKAAHCKOTO 00OpOTa CEPHH, MAPTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
CpeAcTBa B Clly4ae BBIABJICHHMS IO PE3ylbTaTaM MPOBEICHHBIX HCIIBITAHUNM HECOOTBETCTBUSl KauyeCTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBIICHHBIM TPEOOBAHUSAM;

3) o mepeBone JIEKAPCTBEHHOTO CpPEJACTBAa HA IMOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJIh KauecTBa
JIEKApCTBEHHBIX CPEJACTB B Cilydae IIOBTOPHOI'O BBISABICHUS HECOOTBETCTBMS KAaueCTBA JIEKAPCTBEHHOT'O
CpelICTBa YCTAHOBIICHHBIM TpPeOOBaHHAM U (IIPU HEOOXOJUMOCTH) O IMPOBEPKE CYOBEKTa OOpaleHUs
JIEKapCTBEHHBIX CPEACTB. Pacxojpl, CBS3aHHBIE C MPOBEIACHUEM MOCEPUIHHOIO BHIOOPOYHOTO KOHTPOJIS,
OIIAYMBAIOTCS TMPOU3BOJUTEIEM JIEKAPCTBEHHOTO CpeAcTBa JHMOO Jep)KaTelieM WM BiaJlelbleM
PEruCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara.

8. denepasibHbIA TOCYIapCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb ACSATENBHOCTU MO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENILCTBOM —Poccuiickon
®enepanuu.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 9 Hacrosero deaepanbHOro 3aKOHa

Undopmarust 06 n3MEHEHUX:

I'nasa 4 oononnena cmamveu 9.1 ¢ 1 urona 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 e. N
170-D3

Crarba 9.1. [IporpamMmma npoBepok

1. B mwmensx opraHuzainuud BbIOOPOYHOIO KOHTPOJISI KAadyecTBa JIEKAPCTBEHHBIX CPENICTB
dbopMupyeTcs mporpamma mpoBeEpPoOK.

2. ns ueneil peanu3aluy IpOrpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3aly, OCYUIECTBIIOIINE BBO3 JIEKAPCTBEHHBIX cpeAcTB B  Poccuiickyto @Denepanmio,
IPEIOCTaBIsAIOT B OTHOIIEHWM JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIUHCKOTO TPUMEHEHHS B
YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH HWCHOJHUTENBHON BIIACTH, OCYIIECTBISIONMA (QYHKIMHU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpAaHEHHsS, B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO TPHUMEHEHHUS B YIOJIHOMOUYEHHBIM (eaepanbHblii OpraH HWCHOJHUTENBHON BIACTH,
OCYIIECTBISIOMUN (PYHKITUU TIO KOHTPOJIIO M HAI30py B cepe oOpareHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NMPUMEHEHUS, CBEJICHUSI O CEpUAX, MApPTUSAX JIEKAPCTBEHHBIX CPEJCTB, MOCTYMAIOUIUX B
rpaxkaanckuii obopor B Poccuiickoit deneparuu, B TOpsIKe, COCTaBe M O0OBEME, YCTAaHOBJICHHBIX
yYKa3aHHBIMH (peiepalbHBIMH OpraHaMH HUCIIOJIHUTEIHHON BIACTH B OTHOIIECHUU JIEKAPCTBEHHBIX CPEJICTB
JUIST MEAWITUHCKOTO TIPUMEHEHUS W B OTHOIICHHWH JIEKAPCTBEHHBIX CPEICTB [JII BETEPUHAPHOTO
IIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢GopMHpPYETCsS Ha KaJeHIapHbIM rom B cpok g0 30 mexalps roxa,
NPEIIECTBYIONIETO TOAY MPOBEIEHHS BHIOOPOUYHOTO KOHTPOJIS.

4. B cny4yae HacTyIieHHs COOBITHH, yKa3aHHBIX B mojanyHkrax "0" m "B" myHkrta 2 uactu 6
HACTOAIIEH cTaThu, (efepaTbHBIM OPraHOM HCIOJHUTEIHLHOW BIIACTH, OCYHIECTBISIOMUM (DYHKIHUU TO
KOHTPOJIIO M HaA30py B cdepe 3ApaBoOXpaHeHus, (eaepaabHbIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH,
OCYIIECTBIISIOUIMM (YHKIIMU 10 KOHTPOJIIO ¥ HAA30pY B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS, TP HEOOXOAUMOCTH BHOCSITCSI COOTBETCTBYIOLIHE U3MEHEHUS B POTPAMMY
IIPOBEPOK.

5. B mporpammy mpoBEpOK MOTYT BKJIFOYATHCS MEPOIPHUATHS C YIETOM HAPYIICHUM, BBISIBICHHBIX
B PaMKaX KOHTPOJbHBIX (HAA30PHBIX) MEPOTIPUATUH 32 MPEIbI YU KaTeHIapHBIN TO/I.
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6. IIporpaMma npoBepoK COJIEPHKHT:

1) nepedeHp JeKapCTBEHHBIX CPEACTB, OTOOpP 00Pa3Ll0B KOTOPHIX OYAET OCYIIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS,, POPMHUPYEMBIN C YUETOM PE3YJIbTaTOB rOCYIapCTBEHHOTO KOHTPOJIS (HaI30pa) B
cdepe oOpallleHHs JIEKAPCTBEHHBIX CPEACTB 3a KaJCHIAPHBIN I'OJl, MPEANIECTBYIOMUN IOy POBEACHUS
BbIOOPOYHOIO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIJICHHME KOTOPOTO SBISAETCS OCHOBAaHMEM JJIsl OCYIIECTBICHUS
BbIOOPOYHOI'O KOHTPOJIS:

a) NOJy4YEeHUE CBEICHUH, MPEICTABISAEMbIX B COCTaBe U 00bEME, YCTAaHOBIIEHHBIX (peaepanbHbIM
OpPraHOM HCIIOJIHUTENFHON BIACTH, OCYIIECTBIAIOMUM (YHKIMU IO KOHTPOJI W Ham30py B cdepe
31paBOOXPaHEHUs, (ellepalbHbIM OPraHOM HCIOJIHUTEIBHOM BIIACTH, OCYLIECTBISAIONIMM (YHKLHU I10
KOHTPOJIIO M Haa30py B cdepe oOpalleHus JIeKapCTBEHHBIX CPEICTB JJIsl BETEPHHAPHOTO MPUMEHEHHUS, O
cepusiX, MAPTHUAX JIEKApCTBEHHBIX CPEICTB, MNOCTYMAIOMIMX B TpakIaHCKUH o0opoT B Poccuiickoit
Qenepanuy, YyKa3aHHBIX B IIyHKTe | HacTOsIIEH YacTH, OpraHU3alMsMH, OCYLIECTBISIONIMMU
IPOM3BOJICTBO JIEKAPCTBEHHBIX cpelncTB B Poccuiickoit Penepanuu U BBO3 JEKAapCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) moydeHue NocTynarouie B MopsaKe, yCTaHOBJICHHOM cTaThell 64 Hactosmero denepanbHOro
3aKoHa, WHPOPMALUK O TOOOYHBIX NEHCTBHSIX, HEXKEIATEIbHBIX PEAKIHUAX, CEPhE3HBIX HEXeNaTeIbHBIX
peaKIMAX, HeNPEeIBUCHHBIX HEXeNaTeIbHbIX PEaKLUUAX HpU MPUMEHEHHM JIEKapCTBEHHBIX IMPENapaTos,
00 WHAVWBHUIYAIBHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH JIEKAPCTBEHHBIX IpenapaToB, a
TaKkke 00 MHBIX (aKTax U OOCTOATENBCTBAX, NPEACTABISIIOIIUX YIPO3y JKU3HU WIH 30pPOBBIO YEJIOBEKA
a100 >KMBOTHOTO MPH TPUMEHEHHWHW JICKAPCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpaleHus JIeKapCTBEHHBIX NpenapaToB B Poccuiickoit denepanuu u Apyrux rocy1apcrbax;

B) mojy4yeHue B coorBeTcTBUU ¢ DenepanbHbiM 3akoHoM oT 31 uronst 2020 rona N 248-03 "O
rOoCyJapCTBEHHOM KOHTpoJie (Haa30pe) M MYyHHLIMIAIbHOM KoHTposie B Poccuiickoit ®Penepauuun"
CBEICHUI O NMPUYMHEHWHM Bpena Wik o0 yrpo3e NMpPUYMHEHHS Bpela JKU3HHU, 3I0POBBIO TPaKIaH WU
KHUBOTHBIX.

Wndopmarys 06 H3MEHEHHSAX:

I'nasa 4 oononnena cmamveit 9.2 ¢ 1 uwnn 2021 2. - @edepanvuwiii 3akon om 11 uwona 2021 2. N
170-D3

Crarbs 9.2. 'ocynapCTBEHHBIN KOHTPOJIb (HA/A30p) 3a peaju3alfeil opraHaMy UCTIOTHUTETHHOM

BlIacTH cyObekToB Poccuiickoit @enepanuu mnoiaHoMounii B cdepe oOparmieHus
JIEKAPCTBEHHBIX CPEJICTB U1l MEAUIMHCKOIO IPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTpOJIb (HAJI30p) 3a peaju3alueil opraHaMu HCIOJHHUTEIbHON BiacTH
cyonrexToB Poccuiickoit @enepanuu moaHOMouMid B cdepe oOpallleHusl JEeKapCTBEHHBIX CPENCTB JUIf
MEIULUHCKOTO IIPUMEHEHUs OCYILECTBIACTCS  YIOJHOMOYEHHBIM IIpaButenscrtBom  Poccuiickoi
®denepaniv OPraHOM HUCIIOTHUTEIBHON BIIACTH.

2. IlpenMeTroM TOCYZapCTBEHHOrO0 KOHTpois (Haja3opa) 3a peaidu3aluMeld  opraHamu
UCIIOJTHUTENbHON BnacTu cyObekToB Poccuiickoit ®enepanuu mnonHomouuidt B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JJISi MEIUIMHCKOTO NPUMEHEHUS SIBIISETCS COONIOJEHUE YIOJIHOMOYEHHBIMU
OpraHaMM HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoit ®enepanuu METOIMKHU YCTAHOBIIECHUS
OpeJeNbHBIX PAa3MEpPOB OINTOBBIX HAJ0aBOK M MPEIENbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKkTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOJIUTENSIMU JIEKAPCTBEHHBIX IpENapaToB, Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUEHHBIE B TMEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKAPCTBEHHBIX IIPENapaToB.

3. Ilpu ocyliecTBIEHUH TOCYAAPCTBEHHOTO KOHTPOJIA (HaA30pa) 3a peanu3alueldl opraHaMu
UCIIOJTHUTENIbHOM BnacTu cyObekToB Poccuiickoit ®enepanuu mnonHomMouudt B chepe oOparieHus
JIEKapCTBEHHBIX CPEICTB Ul MEAULIMHCKOIO IPUMEHEHUS IIPOBOAATCS CIEAYIOLINE BUIbI MEPOIIPUATHI:

1) noKyMeHTapHbIe IPOBEPKH;

2) BbI€3/IHBIE TTPOBEPKH.
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4. OpraHuszanus M OCYILIECTBICHHE TIOCYAAPCTBEHHOIO KOHTpOJsA (Haz3opa) 3a peanusalueit
opraHaMy HCITOJIHUTEIILHOM BJacTH CyObekTOB Poccuiickoii @Dexepanuu MOJTHOMOYMH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB JUIsI MEAMIMHCKOIO NPUMEHEHUs peryiaupyrorca DejpepanbHbIM
3aK0HOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOJATECIIbHBIX
(IpeICTaBUTENbHBIX) W HCHOJHHUTENBHBIX OPraHOB TOCYJApCTBEHHOH BiacTu CyOBEeKTOB Poccuiickoit
®denepanun’.

5. [llonoxxenue o0 TOCYZapCTBEHHOM KOHTposie (Haa3ope) 3a pealu3anued opraHaMmu
WCIIOJTHUTEIIbHOW BJAcTH CyObekTOB Poccuiickoli ®Denepanuu MOTHOMOYMH B cdepe oOpaiieHus
JIEKApCTBEHHBIX CPEACTB I MEAULMHCKOrOo IIpuMeHeHus yreepskaaercs lIpasurensctBom Poccuiickoit
denepanyu.

Wndopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamveu 9.3 ¢ 1 uwna 2021 . - @edepanvusiii 3akon om 11 uwnsa 2021 e. N
170-D3

Crarbs 9.3. PernoHasibHBIA TOCYJApCTBEHHBIN KOHTPOJIb (HAA30p) 3a MPUMEHEHUEM IIEH Ha

JIeKapCTBEHHbIE Ipenaparhbl, BKIIOUEHHbIE B MEPEUYECHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX NPENapaToB

1. PerronasbHbli rocy1apcTBEHHBIH KOHTPOJIb (HAa30p) 32 IPUMEHEHUEM 1IEH Ha JICKapCTBEHHbIE
Ipenaparbl, BKJIIOUEHHBIE B IIEPEYEHb JKU3HEHHO HEOOXOJMMBIX U BaKHEHUIIMX JIEKaPCTBEHHBIX
IpenapaToB, OCYIIECTBISIETCS OPraHOM HCIIOJIHUTENbHOW BiacTu cyOwbekta Poccuiickoit ®depepauuu,
YIIOJIHOMOYEHHBIM BBICIIMM HCIIOJHUTEIILHBIM OPraHOM TOCYIapCTBEHHOU BiacTH cyObekTa Poccuiickoi
®enepanuu.

2. IlpenmMeToM perMoHalbHOIO rOCYAApCTBEHHOTO KOHTPOJIA (HaJA30pa) 3a NPUMEHEHUEM LIEH Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEeHb KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JEKapCTBEHHBIX  IPENaparoB,  SBISETCS  COOJIOJEHUE  OpraHM3alMsIMU  ONTOBOM  TOPrOBIHU
JIEKapCTBEHHBIMHU CPEJICTBAMHU, alTEYHBIMU OpPraHU3alMsAMHU, WHIAUBUAYAIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIUMH  JIMIEH3UI0 Ha (apMaleBTUUECKYIO0 JAESTeNbHOCTh, MEAMIMHCKMMH OpraHU3alUsMHu,
UMEIOIMMH JIMIEH3UIO Ha (PapMalleBTUUECKYIO JEATENbHOCTh, U UX 000COOJIEHHBIMU MOpa3/eIeHUIMU
(amOynaTopusiMu, penpAmepcKuMu U GenbaIepcKo-aKyILIepCKUMU YHKTaMU, LEHTPaMHU (OTAEIEHUSIMU)
oOmielt BpadeOHON (ceMEHOM) MpPAaKTHUKM), PACIOJIOKEHHBIMH B CEJICKUX HACENIEHHBIX IYHKTaxX, B
KOTOpPBIX OTCYTCTBYIOT alTE€YHbIE OpraHu3aliy, MpU pealu3alud JIeKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE JIOJUKEH NpEeBBIIaTh CyMMY (akTHUeCKOH
OTIIYCKHOM 1I€HbI, YCTAHOBJICHHOH IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IpEnaparoB, U KOTOpbIE HE
IPEBBILIAIOT 3aPETUCTPUPOBAHHBIX MPEICIBHBIX OTIYCKHBIX 1I€H, M Pa3MEpOB ONTOBBIX Ha/10aBOK U (MJIH)
pa3MepoB PO3HUYHBIX HAJI0aBOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO Pa3MEpOB IMPEAETbHBIX ONTOBBIX
Ha/10aBOK U (WJIK) pa3MepoB MpeAeIbHBIX PO3HUYHBIX Ha10aBOK, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoii
denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOTIO TOCYJAapCTBEHHOIO KOHTpOJA (Haa3opa) 3a
IPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOYEHHbIE B II€PEUEHb KU3HEHHO HEOOXOJUMBIX U
BaXHEHMILNX JIEKAPCTBEHHBIX IPENapaToB, peryiaupytorcss denepanbueiv 3akoHom oT 31 urons 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoJsie (Haa30pe) M MYHUIUINAIbHOM KOHTposie B Poccuiickoit
Oenepaunn".

4. TlonoxeHne 0 perMoHaJIbHOM TOCYAApCTBEHHOM KOHTpOJE (Haa30pe) 3a NPUMEHEHHEM IIeH Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUEHHBIE B TMEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IMpernapaToB, YTBEP:KAAETCS BBICIIUM HCIOIHUTEIbHBIM OpPraHOM TIOCYJapCTBEHHOMN
BiacTH cyobekTa Poccuiickoit denepanuu.

Wndopmarys 06 M3MEHEHHSAX:

I'nasa 4 oononnena cmamveit 9.4 ¢ 1 uwna 2021 2. - @edepanvuwiii 3axkon om 11 uwona 2021 2. N
170-D3
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Crarbs 9.4. @enepasibHbII TOCYJAPCTBEHHBIN JIMLIEH3UMOHHBIM KOHTPOJIb JEATENBHOCTH IIO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB

1. ®denepanbHblii TOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTU 110 IPOU3BOJICTBY
JICKapCTBEHHBIX CPEICTB OCYIIECTBIseTCS (enepaJbHBIMH OpraHaMHU HCIOJIHUTEIbHOW BIIACTH,
ynosiHoMo4eHHbIMHU [IpaButenscTBoM Poccniickoit denepanun.

2. @enepanbHblil TOCYAAPCTBEHHBIM JIMIIEH3UOHHBIM KOHTPOJb JEATEIbHOCTH MO IMPOU3BOACTBY
JIEKaPCTBEHHBIX CPEJCTB OCYILIECTBIIAETCA B COOTBETCTBUU ¢ DejepanbHbiM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3upOBaHUU OTACIBHBIX BUIOB JeATeNbHOCTU" U DenepasibHbiM 3aK0HOM OT 31 urosist
2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpojie (HAA30pe) M MYHHUIMIAIBLHOM KOHTPOJE B
Poccuiickoit ®enepanuu". B pamkax QemepaabHOrO ToCyAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
JEATEIBHOCTH 110 TPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pHbIE)
MEpPOIPUATHS HE MPOBOIATCS, MPU 3TOM IMPOBOJUTCS NEPHUOJUYECKOE IMOATBEPKICHHE COOTBETCTBHS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSAM B COOTBETCTBUM ¢ DenepajibHbIM 3aKOHOM OT 4 Mas
2011 romga N 99-@3 "O nuiieH3upOBaHUU OTAEIBHBIX BUIOB JEATCIBHOCTH .

I'naBa 5. Pa3p360TKa, JAOKJIUHUYICCKHUEC HCCIICI0BAHUA JICKAPCTBCHHBIX CPEACTB, a4 TAKIKE
KIMHHYECCKHE UCCICI0BAHUSA JICKAPCTBCHHBIX IPeapaToB J1Jifl BETEPUHAPHOIO IPUMECHCHUSA

Cratbs 10. PazpaboTka JiekapCTBEHHBIX CPEICTB

1. Pa3paboTka NeKapCTBEHHBIX CPEICTB BKJIIOYaeT B ceOs MOMCK HOBBIX (DapMaKOIOTHYECKU
AaKTUBHBIX  BEIIECTB, IIOCIEAYIONIee M3yYeHHE WX JICKAPCTBEHHBIX CBOMCTB, JTOKJIMHUYECKUE
UCCIIEJIOBaHMSI, Pa3pabOTKy TEXHOJOTHM IMPOU3BOJACTBA (apMalleBTUYECKUX CyOCTaHIMil, pa3paboTKy
COCTaBOB M TEXHOJIOTHIA IIPOU3BO/ICTBA JICKAPCTBEHHBIX IIPEIapaToB.

2. ®uHaHCcoOBOE obecrneueHne pa3paboTKH JEKaPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUeT:

1) cpencTB deneparbHOTO OFOKETA;

2) cpeacTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB IPOU3BOJUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAY4YHO-HUCCIIEJIOBATEIbCKUX paboT MO JO0TOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX He 3alpelIeHHBIX 3aKOHO1aTeNbCcTBOM Poccuiickoit deneparyiy HCTOYHUKOB.

3. IlpaBa  pazpaGoTumMka  JIEKapCTBEHHOIO  CPEJCTBA  OXPAHAIOTCS  TPAXkKIaHCKUM
3aKOHO/IATEIbCTBOM.
TAPAHT:

CwMm. xommeHTapuu Kk ctatbe 10 HacTosero denepaibHOTO 3aKOHA

Crarba 11. JOKIMHMYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA JUISI MEAMIIMHCKOTO
IPUMEHEHHUS
1. JloxknuHuyeckoe McCiel0BaHNE JIEKapCTBEHHOTO CpPeICTBa I MEAUIUHCKOIO IPUMEHEHHS
IPOBOAMTCA IIyTEM MPUMEHEHMS] HAy4yHBIX METOJOB OLEHOK B IENAX IOJYyYEHHUS [OKa3aTelbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 @ uacmv 2 cmamovu 11 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
2. JIOKJIMHWYECKOE HCCJICIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA JUISI MEIHUIIMHCKOTO MPHUMECHECHUS
MPOBOAMWTCS B COOTBETCTBUHU C MpaBWIAMH HaJJeKalled 1adopaTOpHOW MTPAKTHKHU, YTBEPKIACHHBIMU
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3axkonom om 2 uwoan 2013 2. N 185-@3 6 uwacmv 3 cmamou 11 nacmoswezo
DedepanbHo2o 3aKOHA BHECEeHbl UBMeHeHUs, scmynaowue 6 cuny ¢ 1 cenmsaops 2013 a.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

3. Jlnsg opraHusalMd U IPOBEAEHUS NOKIMHUYECKOIO MCCIECIOBAHUS JEKAPCTBEHHOIO CPEICTBA
JUIs  MEIUIUHCKOIO TPUMEHEHUs pa3pabOTUMKH JICKApCTBEHHBIX CPEACTB MOIYT IPHUBIIEKATh
Hay4HO-MCCIIEJI0BAaTEIbCKUE OpraHu3aliy, o0pa3oBaTelbHbIE OpraHMU3allMM BBICIIErO OOpa30BaHu,
UMEIMEe HEOOXOAUMYI0 MaTepHaJbHO-TEXHUUYECKYI0 0a3y M KBaJU(UIMPOBAHHBIX CHEIMAINCTOB B
COOTBETCTBYIOLIEH 00J1aCTU HCCIIEAOBAHNUS.

4. JIOKIMHMYECKOE HCCIIEeIOBaHME JIEKAPCTBEHHOIO CPEACTBA Ul MEAMIMHCKOIO IMPUMEHEHHS
IPOBOJIUTCS 10 YTBEPKACHHOMY pa3paOOTYMKOM JICKAPCTBEHHOTO CpPEACTBAa IUIaHYy C BeIECHHEM
IPOTOKOJIa 3TOTO HMCCIENOBaHMS U COCTABICHHEM OTYEeTa, B KOTOPOM COAEP)KATCsl Pe3yibTaThl 3TOTrO
UCCIIEI0BaHMS U 3aKIIIOYEHUE O BO3MOXKHOCTH IIPOBEJCHUS KIMHUYECKOIO UCCIIEN0BaHUs JIEKApCTBEHHOTO
npenapara Ui MeAULUHCKOI0 IPUMEHEHHUS.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms 5 cmamvu 11 nacmoswezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

5. TlpoBencHuWe TPOBEPOK COOJIIOJCHUS WPABHI HAJIeKaNmel TaboOpaTOpHON TPAKTUKH U
MpPaBOBBIX HOPM HCHOJB30BAaHUS JKUBOTHBIX TPHU TPOBEICHUM JOKIMHHUYECKHUX HCCIICIOBAHUM
JICKapCTBEHHBIX CPEJICTB s MEAULIMHCKOTO TPHUMEHEHUS OCYIIECTBISETCS  YIOJIHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOJTHUTEIHLHOM BIIACTH.

6. Pe3ynbTaThl NOKIMHHYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOTO CPEACTBA ISl MEAULIMHCKOIO
NPUMEHECHUS MOTYT OBITh TPEJCTABJIICHBI B YIIOJHOMOYEHHBIH (DelepanbHblii OpraH WCIOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSJIKE B IEJIAX TOCYJapPCTBEHHOM perucTpaiuy JeKapcTBEHHOTO Mpernapara.

TAPAHT:

CMm. xomMmeHTapuu Kk ctathe 11 HacTosimero @enepanbHOro 3aKoHa

Crarpa  12. I[OKJII/IHI/I‘ICCKOG HCCIIEAOBAHUE JICKAPCTBECHHOI'O CpE€ACTBA M  KIMHHUYCCKOC
HCCIICOOBAaHNE JICKAPCTBCHHOT'O IIpe€Tiapara JJIsI BETCPUHAPHOTO IIPUMCHCHU A

1. I[OKJ'II/IHI/I‘IGCKOC HCCIIEJOBAaHUE JICKAPCTBEHHOI'0 CPEACTBA I BETCPUHAPHOI'O IMPUMEHCHHA
MMPpOBOAUTCA MNYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OINCHOK B MHCX IIOJYUCHHUA J0KA3aTCIILCTB
6C3OHaCHOCTI/I, KadyeCTBa U 3(1)C1)€KTI/IBHOCTI/I JIEKapCTBEHHOT'O CPEJICTBA, B TOM YHCJIE OIIPEACTICHHA CPOKa
€T0 BBIBCACHHA M3 OpraHv3Ma KMBOTHOI'O, B LEIAX obOecrieueHnst 0€30IMacHOCTH MIpOAYKIIHMU KXKUBOTHOI'O
IIPOUCXOXKIACHHUA ITOCJIC TPUMEHEHNA COOTBETCTBYIOMIECTO JIEKAPCTBEHHOTI'O ITpEIiapara.

2. ,Z[OKJ'II/IHI/IHGCKOG HCCIICAOBAHUEC JICKAPCTBCHHOTO CPEACTBA W KIMHHYECCKOE MCCICOIOBAHHUC
JICKapCTBCHHOT'O IIpfrapara I BETCPUHAPHOIO0 NPHUMCHEHUSA, HCCICIOBAHUEC OMOPKBHUBAJICHTHOCTH
YKa3aHHOI'O JICKAPCTBECHHOI'O IIp€riapatra HIPOBOAATCA B COOTBCTCTBHUH C IIpaBUIIaMH, YTBEPKIACHHBIMH
YIIOJTHOMOYE€HHBIM q)ellepaJ'ILHLIM OpraHnom HCIIOJIHUTEILHOMN BIACTH.

TAPAHT:

Cm. Meromnueckue ykazanus "[IpoBemeHHE KadeCTBEHHBIX HCCIICIOBAHUN OHWOIKBHUBAJICHTHOCTH
JIEKapCTBEHHBIX CPeaCTB", yTBepKAeHHbIe Mun3apascoupa3sutus Poccuu ot 30 aBrycra 2004 r.

3. JIOKIIMHMYECKOE HCCIEI0BAHNE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIEI0BAaHUE
JIEKapCTBEHHOIO Tpenaparta JUuisi BETEPUHAPHOTO TNPUMEHEHHS TMPOBOASATCA IO YTBEPKICHHOMY
pa3paboTUMKOM JIEKAPCTBEHHOT'O CpEACTBA IUIAHY C BEIEHHEM IMPOTOKOJIOB 3TUX HCCICIOBAHUA U
COCTaBJICHMEM OTYETOB, B KOTOPBIX COJIEPIKATCS PE3YJIbTAThl TUX UCCIIEI0BAHUMN.

4. Jlns opraHu3aiy ¥ NpOBEICHUS TOKJIMHUYECKOTO UCCIEA0BaHUs JIEKapCTBEHHOIO CPEACTBA U
KJIIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOTO TIpemnapara JJisi BETepUHAPHOTO MPUMEHEHHs pa3pad0TunK
JEKapCTBEHHOTO  CpPEACTBA  MOXKET  MPUBJEKaTh  OpraHU3allud, HUMEIONe  HEO0OXOIUMYIO
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MaTepHaIbHO-TEXHHUUECKYI0 0a3y M KBaJHU(HUIIMPOBAHHBIX CIICIHAIMCTOB B COOTBETCTBYIOIIEH 00iacTu
VICCJIC/IOBAHHSI.

5. KimmHnueckue uccieoBaHus JIEKAPCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMS
IPOBOJITCS. B BETEPUHAPHBIX OpPraHM3alMsIX M B OPraHU3alUsIX, OCYIIECTBIIIOIINX pa3BeiCHHE,
BbIpalllUBaHUC U COACPIKAHNUC JKUBOTHLBIX, B LICJIAX:

1) ycTaHOBJICHHSI IEPEHOCHMOCTH JICKAPCTBEHHBIX MPENapaToB 3J0POBBIMHU KUBOTHBIMH;

2) moxmbopa ONTUMAIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IpENapaToB M Kypca JIEUCHHs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C OIPEIeICHHBIM 3a00JICBaHHEM;

3) ycraHoBieHuss ~ 0Oe30mMacHOCTH U APQPEKTUBHOCTH  JICKQPCTBEHHOTO  Ipernaparta,
IPEIHA3HAUYCHHOTO IS JICYCHWs OINPEICICHHBIX 3a00JIeBaHUH JKMBOTHBIX, HIH S(PPEKTHBHOCTH
JIEKapCTBEHHOTO Mpenapara Juist NpopHiIaKTUKU 3a00JICBaHUI 3I0POBBIX JKUBOTHBIX;

4) u3ydeHHsT BO3MOXKHOCTEH pacIIMpeHHsl TOKa3aHUH K MPHUMEHEHHIO 3aperucTpUpOBAHHOTO
JIEKapCTBEHHOIO MpernapaTa 1 BhISIBJICHUS paHEe HEM3BECTHBIX 1TOOOYHBIX JCHCTBUIA.

6. KimHndeckoe wHCCIeOBaHUE JICKAPCTBEHHOIO Mperapara Ui BETEPUHAPHOTO MPUMEHCHHUS
OCYIIECTBIIICTCS 3a CUET CPEJICTB pa3paboTUnKa JIEKapCTBEHHOTO CPEJICTBA.

7. Otyersl 0 pe3ynabTaTax JOKJIMHUYECKOTO WCCIEJOBAaHHUS JICKAPCTBEHHOIO CpEICTBA U
KJIMHUYECKOTO  MCCJICIOBAaHUS  JICKAPCTBEHHOI'O  Mpemapara Uil  BETCPHUHAPHOTO  MPUMEHECHUS
COCTaBIISIFOTCSL  Pa3pabdOTYMKOM JICKAPCTBEHHOTO CPEICTBA C YYETOM 3aKIIOYCHHH OpraHu3alui,
IIPUHUMABIINX y4aCTUE B OPraHU3alui U MPOBEICHNUH 3TUX UCCIIETOBAHUN.

8. KonTponmb 3a mpoBeACHHEM IOKIMHUYECKHX HCCICIOBAaHUI JICKAPCTBEHHBIX CPEICTB M
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ JICKApPCTBCHHBIX npemnaparon JIIA BCTCPHUHAPHOI'O IMPUMCHCHU
OCYILECTBIISICTCS YIIOTHOMOUCHHBIM (De/iepalibHbIM OPraHOM HCIIOJIHUTEIILHOM BIACTH.

TAPAHT:

CMm. xomMmeHTapuu K ctatbe 12 HacTosero denepaibHOro 3aK0Ha

I'maBa 6. OcyuiecTB/IeHHE TOCYIAPCTBEHHOH PerucTPaluy JeKaAPpCTBEHHbIX NMPenapaTos

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamusa 13 nacmoswezco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
Cratsba 13. 'ocygapcTBeHHas perucTpaius JeKapCTBEHHBIX IpernapaToB

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim  3akonom om 13 wuwons 2015 2. N 241-d3 yacms 1 cmamvu 13 nacmoswezo
DedepanbH020 3aKOHA U3LONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. B Poccuiickoit @enepanun I0MYCKAOTCS MPOU3BOJICTBO, U3TOTOBIICHUE, XPAHEHHUE, MEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiB03 u3 Pocculiickonn @enepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, IMPUMEHEHHE, YHUYTOKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHM 3apErHMCTPHUPOBAHBI
COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (pe/iepanbHbIM OPraHOM UCHOTHUTEIBHOM BIACTH.

2. T'ocynapCTBEHHOM perucTparuy moiexar:

1) Bce JekapCTBEHHBIE IMpenapathl, BIIEPBBIC MOJJIEXKAIINE BBOAY B oOpamieHue B Poccuiickoit
denepanuu;

2) NeKapCTBEHHBbIE IIpenapaThl, 3apeTHCTPUPOBAHHBIE pPAaHEE, HO IPOU3BENEHHBIE B JIPYIHX
JIEKapCTBEHHBIX (popMax B COOTBETCTBHM C IepeyHEeM HAMMEHOBAaHUM JIEKapCTBEHHBIX (QOpM, B HOBOMU
JIO3UPOBKE MPH JI0KA3aTENbCTBE €€ KIMHUUECKOW 3HAUUMOCTH U 3 (HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHbBIX MPENapaToB.

3. 'ocynapcTBeHHasl perucTpalus JIEKapCTBEHHBIX IIPENapaToB OCYLIECTBIIAETCS MO pe3ysbTaTaM

14.09.20233 Cuctema 'APAHT 27/152


http://ivo.garant.ru/document/redirect/70826338/106
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/13
http://ivo.garant.ru/document/redirect/71127950/13
http://ivo.garant.ru/document/redirect/57402046/131
http://ivo.garant.ru/document/redirect/71272628/0
http://ivo.garant.ru/document/redirect/4179249/0

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

OKCIEPTU3BI JIEKAPCTBEHHBIX CPENCTB, a TOCYJApCTBEHHAs perucrpamnus Op(aHHBIX JIEKAPCTBEHHBIX
IpernapaToB OCYILECTBISIETCS MO pe3yiabTaTaM JKCIEPTHU3bl JIOKYMEHTOB, MPEACTABICHHBIX IS
onpeJieJIeHUsI BO3MOKHOCTA PAacCMaTpUBaTh JIEKAPCTBEHHBIN MperapaT JUisi MEIULIMHCKOTO MPUMEHEHUS
IIPU OCYILECTBICHUH TOCYJapCTBEHHON PErMCTPalluU B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO Ipernapara,
U IO pe3yJIbTaTaM IKCIEePTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. locynapctBenHast ~ perucrpanusi  JIEKQpCTBEHHOTO npemnapara OCYIIECTBIISIETCS
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCIIOJIHUTEIBHONH BJIACTH B CPOK, HE
MPEBBIIIAIONINNA CTa MIECTHIECATH pabOYMX AHEW CO AHS MPHUHSATHS COOTBETCTBYIOIIETO 3asiBICHUS O
roCyJapCTBEHHON perucTpanuu JIEKapCTBEHHOrO mpenapara. B ykazaHHBIM CPOK BKIIIOYAETCS BpeMms,
HEOOXO0UMOE JJIsi TIOBTOPHOTO MPOBEACHUS AKCIEPTHU3bI JEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimiero ®enepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM pPErucTpaluu JIEKapCTBEHHOTO
npernapara UCUUCISETCS CO IHSA MPUHATUS COOTBETCTBYIOUINM YIIOJIHOMOUYEHHBIM (efiepaibHbIM OpraHOM
WCIIOJIHUTEIIbHOM  BJIACTH  COOTBETCTBYIOIIETO  3asBJICHUS O TOCYAApPCTBEHHOM  PErucTpaluu
JIEKapCTBEHHOIO IIpermapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB MO J€Hb BbIIaYu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpenapara. Bpems, HeoOXoauMoe AJisi HallpaBICHHS
YIIOJTHOMOYEHHBIM  (peiepalIbHBIM OpPraHOM HCIIOJIHUTEIBHOW BIACTH 3ampoca O MpeACTaBICHUU
HEOOXOAMMBIX MaTEpPUAJIOB U MPEACTABICHUS 3asiBUTEJIEM OTBETA HA JIAHHBIN 3alpOC B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHacrosmero ®denepaqbHOr0 3aKOHA, HE YUMUTHIBAECTCA IMPH HCUUCIECHUU CPOKa
roCy/1apCTBEHHOW PETUCTPAaLliU JIEKApCTBEHHOTO Mpenapara.

5. T'ocynapcTBeHHOI perucTpaiiy He MoAJIexKar:

Undopmarist 06 n3MEHEHUX:
Ilynkm 1 usmenen c 1 mapma 2025 2. - @edepanvhuiii 3axon om 30 oexabps 2021 2. N 463-D3

Cm. 6yoywyro pedaxyuio

1) nexapcTBeHHBIE MpenapaThl, U3rOTOBJICHHBIC AalTEYHBIMU OPTaHHU3AIUSAMH, BETEPUHAPHBIMU
anTEeYHbIMM OPraHU3alUAMH, UHAUBUAYATbHBIMU IPEANPUHUMATEISMU, KOTOPbIE MMEIOT JIMLICH3UIO HA
(dbapmareBTUUECKyl0 JeATEIbHOCTh, IO pelenTaM Ha JEKapCTBEHHbIE TMpernapaThl W TpeOOBaHUSM
MEIUIMHCKUX OpPraHu3aluii, BETEpUHAPHBIX OpraHU3alNi;

2) nekapCTBEHHBIE MpernapaThl, MPUoOpeTeHHbIe (PM3UIECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
®denepanny U NpeJHA3HAYEHHBIE JIs1 JUYHOTO MCIIOJIb30BAHMS;

3) nexapcTBEHHbIE TIpenapathl, BBO3UMbIe B Poccuiickyro deaepanuro Ajig OKa3aHUs METULIMHCKOM
MOMOILY M0 >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pelIeHUs, BbLAAHHOTO
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HUCTIOTHUTEIHHOM BJIACTH;

4) nexapCTBEHHBIE CpPEJCTBa, BBO3UMBIE B Poccuiickyro denepaiuio Ha OCHOBAaHUU BBIIAHHOTO
YIOJIHOMOYEHHBIM (peepabHBIM OPTraHOM HCTIOTHUTEIHHOM BJIACTH Pa3pelieHHs] W TMpeaHa3HauYeHHBIE
JUISE TIPOBENEHUS KJIMHUYECKUX HCCIEeIOBAaHUIM JIEKapCTBEHHBIX IMpemapaToB W (WJIH) TPOBEICHUS
SKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JUJII  OCYIIECTBICHUS  TOCYJApCTBEHHOW  perucTpaiuu
JIEKAPCTBEHHBIX MPENAPATOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC MpenapaThl, HW3TOTOBICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMIX B TIOPS/IKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (elepabHbIM OpPraHOM
WCIIOJIHUTENIbHON BIIACTH;

7) nexapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCIIOPTA.

6. He nomyckaetcs rocy1apcTBEHHAs! pErUCTPALIUS:

1) nexapCTBEHHBIX TMpPENapaTroB, OTIWYAIOIIUXCSA JAPYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JIEMCTBYIOLMX BEUIECTB, O/l OAMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3akon om 4 utonsn 2018 . N 140-D3

CMm. npedvloyuyro pedaKyuio
2) OHOTO JIEKApCTBEHHOTO Iperapara, MpeICTaBIeHHOT0 Ha TOCYAapCTBEHHYIO PETHCTPAIHIO B
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OTHOILLIIEHUM OJHOTO W TOTO K€ Jep)KaTelis WIM BJaJeNblla PErUCTPALMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOI'0 Ipemnapara B BUAE JABYX U Ooyiee JIEKAPCTBEHHBIX IPENapaToB MOJ pPa3IUYHBIMU
TOPrOBBIMU HAUMEHOBAaHUSIMHU.

7. Tlo 3ampocy (B 3JeKTpoHHOH (opMme WM Ha OyMa)XHOM HOCHUTENE) CYObEeKTa OOpalieHUs
JICKAPCTBEHHBIX CPEACTB COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (eIepabHBIM OPTaHOM HCITOJIHUTEIIEHON
BJIACTHU, OCYILECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKApPCTBEHHBIX IMpenaparoB, B
YCTAaHOBJICHHOM UM TOPSIJIKE OCYIIECTBIISICTCS HAYYHOE KOHCYJIBTHPOBAHHUE MO BOMPOCAM, CBSI3AHHBIM C
MPOBEJICHUEM JOKIMHUYECKUX UCCIEAOBAHUN, KIMHUYECKUX UCCIIEOBAHUIN JIEKAPCTBEHHBIX MPENapaTos,
OKCIIEPTHU3BI KA4YeCTBa JIEKAPCTBEHHBIX CPelCTB, d(H(PEeKTUBHOCTH M 0E30MACHOCTH, C OCYIIECTBICHUEM
rOCy/IapCTBEHHOW PETUCTPAllUU JIEKapCTBEHHBIX IMpemnapaToB. KoHCymbTUpOBaHHE OCYIIECTBISETCS C
npuBJIcYCHUEM (PelepalbHBIX TOCYIaPCTBECHHBIX OIOJKETHBIX YUPEXKICHUH, TIOIBEJOMCTBEHHBIX JAHHOMY
denepanbHOMy OpraHy HCIOJHUTEIBHON BIACTH W HE YYACTBYIOIIMX B OpraHU3allMd MPOBEACHUS
AKCIIEPTU3bl KauecTBa JIGKAPCTBEHHBIX CPEACTB B LENSAX OCYUIECTBICHUS HUX TOCYAapCTBEHHOU
pPEerucTpalMid B COOTBETCTBHHM CO cTarThell 16 Hacrosmero denepalpHOTO 3aKOHA, B BHAE OTBETa B
NUCHbMEHHOU (pOpME YIOIHOMOYEHHOTO (heIepaIbHOTO OpraHa HCIOJHHUTEIBHON BIACTH Ha 3ampoc.
Pa3mep B3umaemoii ¢ 3asBUTEINS IIATHI OMPEEsieTcs B COOTBETCTBUH C 3aKOHOATeNLCTBOM Poccuiickoit
Odenepanyy 00 OpraHU3AIMH IPETOCTABICHUS TOCYIAPCTBEHHBIX U MyHHIUITATBHBIX yCiuyr. MHpopmarms
00 OCYIIECTBICHUH HAYYHOTO KOHCYJIBTUPOBAHUS, B TOM YHCII€ CTaThU, 0030PbI, CIPABOYHBIC MAaTEPHAIIBI
U uHas uHpopMaIrs 00 OCYIIECTBICHUN HAyYHOTO KOHCYJIbTHPOBAHUS, pa3MemaeTcs Ha opHUIraIbHOM
caiiTe yMOJIHOMOYEHHOro (eaepaabHOr0 OpraHa WCHOJHUTENbHOW Biacthu B ceTd "MHTepHer" c
COOJIIOICHUEM  OTPAaHUYEHUN, YCTAHOBJIEHHBIX 3aKOHOJATEIILCTBOM O TEPCOHAIBHBIX JIAHHBIX,
KOMMEPUYECKOH U (W) TOCYJapCTBEHHOM TaiiHe.

Undopmaris 06 M3MEHEHHSAX:
Yacmos 8 usmenena ¢ 8 mapma 2022 2. - @edepanvusiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloyuyro pedaKyuio
8. T'ocynapcTBeHHasi perucTpanus JEKapCTBEHHBIX IpPEnapaToB, KOTOpPbIE NMpeAHAa3HA4YEHbI IS

IIPUMEHEHUs B  YCIOBUSAX BOEHHBIX JEHUCTBHUM, YPE3BBIYAMHBIX CUTyalUd, MPEIyNpPEKACHUS
Ype3BbIYAIHBIX CUTYyallud, MPO(UIAKTUKA U JIEYeHHs] 3a00JIeBaHUM, MPEICTaBISIIOIIMX ONAacHOCTh IS
OKpY’KaIOIIMUX, 3a00J7€BaHUN U MOpPaXKEHUH, NOTYYEHHBIX B pe3yJibTaTe BO3/EHCTBHs HEOIaromnpHUsITHBIX
XUMHYECKHUX, OMOJIOTMYECKUX, PaJUallMOHHBIX ()aKTOpPOB, W KOTOpblE pa3paboTaHbl B TOM 4YHCIE IO
3aJaHuI0 (eepaabHbIX OPraHOB HCHOJHHUTENbHOM BIIACTH, YHOJIHOMOYEHHBIX B O0JIACTH OOOPOHBI
CTpaHbl U 0OE€30MACHOCTH IOCYAAapCTBa, a TaKXKe JIEGKAPCTBEHHBIX CPEACTB B Clydyae MX ACPEKTYphl WIH
pHcKa BO3HMKHOBEHHUsS Je(EeKTypbl B CBS3M C BBEJEHMEM B oOTHomeHuH Poccuiickoit dexnepauun
OTPAaHUYUTENBHBIX MEP HSKOHOMHYECKOIO XapaKTepa OCYIIECTBISAETCA B IOPSJKE, YCTaHOBIECHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

APAHT:

CMm. xomMeHTapuu K ctathe 13 HacTosiero denepaibHOT0 3aKOHA

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 o. N 429-D3 cmamovs 14 nacmoswezo Dedepanvroo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexem cmamou 6 npedvloyujert peoaKyuu
Crartbs 14. [TpyHIMIEI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
1. DkcnepTr3a JeKapCTBEHHBIX CPEJICTB OCHOBBIBACTCS HA MPUHIIMIIAX 3aKOHHOCTH, COOJIIOJICHUS
npaB M CcBOOOJ 4YeloBE€Ka M TpaXKIaHWHA, MpaB IOPUAWYECKOrO JIMIA, HE3aBUCHMOCTH 3KCIIepTa,
OOBEKTHUBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI HCCJIEIOBAHUN, NPOBOJUMBIX C HCHOJIH30BAHUEM
COBPEMEHHBIX JIOCTI)KEHUH HAyKW M TEXHHKH, OTBETCTBEHHOCTH (elepaJbHOTO TOCYJapCTBEHHOIO
OIO/KETHOTO YUYPEXIEHUS 10 MPOBEAECHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB M OIKCIEPTOB 32
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IIPOBEICHUE U KAYECTBO DKCIIEPTU3BI.

2. DKcIepTu3a JIeKapCTBEHHBIX NPEnapaToB A MEJUIIMHCKOTO IPUMEHEHHS BKJIIOYAeT B ceOsl:

1) skcnepTu3y NOKYMEHTOB, IPEACTABICHHBIX Ul OINPEAEICHUS BO3MOXHOCTU paccMaTpUBaTh
JICKapCTBEHHBIN IpenapaTr i1 MEIULUHCKOrO INPUMEHEHHsS IIPH OCYILECTBICHHH TIOCYJapCTBEHHOMN
perucTpanyu B kKayectse ophaHHOTO JIEKAPCTBEHHOTO Ipenapara;

2) BKCHepTU3Y MPEUI0KEHHBIX METOJIOB KOHTPOJI Ka4eCTBa JIEKAPCTBEHHOI'O CPEJCTBA U KauecTBa
IPE/ICTABICHHBIX 00pa3l0B JIEKAPCTBEHHOIO CPEJCTBA C MCIOIb30BAHHMEM ITHX METOJOB (namee -
9KCHEPTU3a KaueCTBa JICKapCTBEHHOI'O CPE/ICTBA);

3) oKcnepTu3y OTHOLUEHUS OXHJAeMOM IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOI'O IIPEIapara;

Wndopmarius 06 H3MEHEHUX:

Yacmov 2 oononnena nynkmom 4 ¢ 1 mapma 2020 e. - @edepanvhsiii 3akon om 27 oexkabps 2019 e. N
475-D3

4) SKcrepTH3y PETUCTPALMOHHOTO JOChE Ha JIGKAPCTBCHHBINM IIperapar B IENsSX ONpeAeIeHUs
B3aMMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MPETAPATOB JUISI MEAUIUHCKOTO TPUMEHEHHUS.

3. DkcnepTH3a JEKapCTBEHHBIX MpPENapaToB JIsi BETEPUHAPHOI'O NMPUMEHEHUs BKIIIOYAaeT B cels
IKCHEPTH3y KauecTBa JIEKAPCTBEHHOT'O CPEICTBA M OKCIEPTH3Y OTHOIIEHHS OXKUJAeMOW MOIB3bI K
BO3MOKHOMY PUCKY IPUMEHEHHS JIGKaPCTBEHHOTO TIperapara.

TAPAHT:

Cwm. [Tonoxxenne o mopsaKe IKCIEPTU3bI, UCIIBITAHUS U PETUCTPALMU BETEpUHAPHBIX MpenaparoB B PO,
YTBEPKACHHOE | TaBHBIM IrOCY1apCTBEHHBIM BeTEpUHAPHBIM HHCIIEKTOPOM P®D 3 okTsi0ps 1995 r.

CwMm. KOMMCHTApHUHU K CTATbC 14 HaCToAIICro q)eﬂepaanoro 3aKOHa

Cratbs 15. @exnepasibHOE TIOCYIapCTBEHHOE OIOJKETHOE YUpEXKJIECHHUE 110 IPOBEICHUIO
JKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (hefiepaibHbIM TOCYIaPCTBEHHBIM OFO/IKETHBIM
YUPEXKJAEHUEM COOTBETCTBYIOLIETO YHMOJHOMOUYEHHOIO (hefepalibHOr0 OpraHa HMCHOJHHUTENbHOM BIIACTH,
CO31aHHBIM JIA oOecrieueHrst HCIIOJHEHHUS MOTHOMOYHUH 3TOTrO (benepam)Horo opraHa II0 BbIgade
paspellieHnii Ha TpoBeJeHHE KIMHUYECKMX MCCIEJOBAaHUN JIEKapCTBEHHBIX MpenapaTtoB W (WiIM) IO
roCyJapCTBEHHOHN PErucTpaluy JEKapCTBEHHBIX MIPENapaToB (Aajee - SKCIEPTHOE YUPEKACHUE).

T'APAHT:

CMm. koMmMeHTapuu K ctathe 15 HacTosmero denepalbHOT0 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 o. N 429-D3 naumenosanue cmamou 16 Hacmosujezo
DedepanbHoc0 3aKOHA UBNONCEHO 8 HOBOLL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexem naumenosanus 8 npeovioywell peoaxyuu

Cratbs 16. Oprannusanus IpoBeACHHS YKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB

1. DOxcneprusa JIEKapCTBEHHBIX CpPEICTB IPOBOAUTCA KOMMCCHUEH OKCIEPTOB HSKCIEPTHOIO
YUpPEXKICHUS, HA3HAYEHHON €ro pyKOBOJAMTENIEM, Ha OCHOBAHMM 33aJaHMS Ha IMPOBEIAECHUE SKCIEPTHU3bI
JIEKapCTBEHHOTO CPEJACTBA, BBIJAHHOI'O YIOJHOMOYEHHBIM (pefepalibHbIM OpPraHOM HCIIOJHUTENbHON
BJIAacTU. PyKOBOAMTENb 3KCIEPTHOTO YUPEXkAECHUS 00eCHeunBaeT Hajjeskallee NMPOBEICHUE DKCIEPTU3bI
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUHM C 3aJlaHMEM, BBIIAHHBIM YIOJHOMOYEHHBIM (herepalbHbIM
OpraHOM MCIOJIHUTEIBHON BJIACTH, U OPraHHU3yeT MOATOTOBKY CBOJHOIO 3aKJIFOUEHHs 3TOM Komuccuu. B
COCTaB 3TOW KOMMCCHH MO PEUICHUI0 PYKOBOAMTENS SKCHEPTHOIO YUPEKICHHUS MOTYT OBITh BKJIIOUEHBI B
KayecTBe KCIEPTOB JIMIIA, HE paboTarolue B JaHHOM SKCIEPTHOM YUPEKICHHH, €CIIM UX CHelHalbHbIe
3HaHUS HEOOXOAMMBI JUIsI TPOBEIEHHUS OHKCHEPTH3bl M TaKHUe DOKCHEPThl OTCYTCTBYIOT B JaHHOM
SKCHEPTHOM YUPEXKICHHM.
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2. DKCIepToM IO IPOBEACHHUIO IKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB SIBJSETCS aTTECTOBAHHBIN
pabOTHUK HKCHEPTHOIO YUPEXKICHMsI, KOTOPBI MMEeT BbICIIEE MEIUIMHCKOE, (hapMaleBTHUECKOE,
OMOJIOTMYECKOEe, BETEPUHAPHOE WM XUMHUYECKOE 00pa30BaHUE U MPOBOJUT AKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B IIOPSI/IKE UCIIOJIHEHUS CBOUX JJOJDKHOCTHBIX 00sI3aHHOCTEH (Jlasiee - HKCIEpT).

3. Ilpu mpoBeaeHUM SKCHEPTU3Bl JIEKAPCTBEHHBIX CPEICTB IKCIEPT HE MOXKET HAXOJUTHhCS B
Kakoi-mn00 3aBHCHMOCTH OT JIMIA, HA3HAUMBILErO 3Ty SKCHEPTU3Y, DPa3pabOTUMKa JIEKAPCTBEHHOIO
CPEJICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTaTax 3KCIEPTU3bI JIULL.

Wndopmarus 06 H3MEHEHHSX:

@eodepanvrvim 3axonom om 25 nosops 2013 2. N 317-@3 uacmv 4 cmameu 16 nacmosuezo
DedepanbHoe0 3aKOHA UBNONCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm wacmu 6 npeovioyujeti peoaxKyuu

4. Tlpu mpOBEACHUU OKCHEPTH3BI JICKAPCTBEHHBIX CPEACTB HE JOIMYCKAeTCs HCTpeOOBaTh y
3agBUTENsl MO0 MHBIX JIMI MaTepuasabl, HEOOXOIUMBbIE JUIsl TPOBEACHHS OSKCHepTu3bl. B ciydae
HEJOCTATOYHOCTH IIPEICTABICHHBIX IKCIIEPTY MATEPUAIIOB JUIS Ja4M 3aKJIHOYEHUS dKCIEPT CTABUT BOIIPOC
O TPEACTAaBICHUU €My HEOOXOJMMBIX MaTepHUajoB TMepel PYKOBOIUTENIEM SKCIEPTHOIO YUPEKIEHUS,
KOTOPBI 0Opamiaercsi ¢ COOTBETCTBYIOUIMM 3allpOCOM B YIIOJIHOMOYEHHBIH (elepanbHblii opraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIJABIIMMA 3aJJaHWE HA IPOBEICHHUE HKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA.
VYkazaHHBIH (efepalbHBIl OpraH HCIOJHHUTEIBHOW BJIACTH B TEUCHHE IATH PabOYUX IHEH CO JHS
MOCTYIJIEHUSI 3alpoca PYKOBOJAUTENS HKCIEPTHOTO YUPEXKJICHHS HANpaBlIAeT 3asBUTEIIO0 3alpoc O
IPEJICTaBICHUN HEOOXOJUMBIX MarepuaioB. [laHHBIN 3ampoc MOXET OBbITh IEpefaH YHOJIHOMOYEHHOMY
MPEACTABUTEINIO 3asIBUTEIS JIMYHO MOJ1 PACHHUCKY, HAPABJICH 10 IOYTE 3aKa3HBIM [TMCbMOM WJIU IIEPE/IaH B
AJIEKTPOHHOM (hopMe IO TEIEKOMMYHUKAIIMOHHBIM KaHajlaM CBs3M. B cilydae HampaBiieHHsS JaHHOTO
3ampoca Mo IMOYTE 3aKa3HbIM MUCbMOM OH CUUTAETCS MOJYYEHHBIM IO UCTEUEHUHU IIECTH JHEH C AaThl
HaIlpaBJIEHUS 3aKa3HOIO IHChMa.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamwvs 16 nacmosweco Dedepanvroco
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s13aH MPEACTaBUTh OTBET Ha 3alpoC YIMOJIHOMOUYEHHOro (henepasbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cOo JHS ero MOJTydeHUs.
YnonHoMoueHHBIN (efepanbHbIi OpraH WCIIOJHUTENBHOM BJIACTH, BBIIABIIUI 3aJjaHHE Ha MpPOBEIECHUE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEUEHUE MATH pabounx JTHEH co THSA MOCTYIUIEHUS OT 3asBUTENS
OTBETAa Ha JAHHBIA 3alpoC HaIpaBiIseT TakKOM OTBET B DJKCIEPTHOE YyupexkJeHue. B cimydae
HEMpE/ICTaBICHUs 10 HCTEYEHMM JAEBSHOCTa pabouux JHEW 3asBUTENEM OTBETa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHuE Ha IMPOBEICHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE MATH pabouux JHEH HampaBiseT B SKCIEPTHOE
YUpEXKICHUE YBEAOMIICHHE O HENPEACTABICHUH 3asIBUTEJIEM OTBETA HA 3alpOC YKA3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEXKACHUS B YHOJIHOMOYEHHBIN (enepaibHblii opraxn
VCIIOJIHUTENIBHOM BJIACTU 10 JHS TOJYYEHMsS HKCIEPTHBIM YUYPEXKJICHHEM OTBETa Ha 3alpoc WIH
YBEIOMIICHHMS O HENIPEACTaBICHUN OTBETA Ha 3alpOC HE YYUTBIBAETCS IIPU UCYUCIICHUH CPOKA IIPOBEACHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHHSAX:

Cmamws 16 oononnena wacmoio 4.2 ¢ 15 uonsa 2018 o. - @edepanvhuiii 3axon om 4 uwonsa 2018 e. N
140-D3
4.2. Ecin B cocTaBe PErMCTPAallMOHHOTO JIOChE Ha JIEKAPCTBEHHBIM Mpernapar Uil MEIUIHHCKOTO
IIPUMEHEHHUS COAEPKUTCA NIPEAYCMOTPEHHAsI cTaTthell 18, uacTbio 1.1 crateu 30 U craThell 34 HACTOAILLETO
@denepalibHOTO 3aKOHA KOMHMS PEHICHMs] YIMOJIHOMOYEHHOro (elepallbHOro opraHa HCHOJHUTEIbHOU
BJIAaCTH O IIPOBEJEHUM WHCIEKTUPOBAHMUS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, JKCHEPTY [0
0o(QOpMIIEHHS pe3yNIbTaTOB AIKCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA MPEIOCTABISAETCS B MOPSAKE U Ha
YCIOBUSAX, KOTOPBIE MPENYCMOTpPEHbl uacTsMu 4 W 4.3 HacTosIEd CTaTbu, KONMUS 3aKJIIOYEHUs O
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COOTBCTCTBHUH MMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCACTB Tpe60BaHI/I$IM ImpaBuJI Ha,unexcameﬁ
HpOHSBOI{CTBCHHOﬁ IMPAKTHUKH, BbBIAAHHOI'O YIIOJITHOMOYCHHBIM (be,[[epaJ'IBHHM OpraHomM HCITOJIHUTENLHOMN
BJIaCTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamuvs 16 dononnena wacmoio 4.3 ¢ 15 uona 2018 e. - @edepanvuwiii 3akon om 4 uonsn 2018 e. N
140-D3

4.3. 3asBuTenb 00s3aH MPEACTABUTH B YIIOJIHOMOYEHHBIH (eepaibHblil OpraH WCHOIHUTEIBHOM
BJIACTU KOIUIO 3aKJIIOYEHHUS] O COOTBETCTBUHM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSIM
IpaBuJl HaJIeKalled MPOM3BOJICTBEHHON IMPAKTUKH B CPOK, HE NPEBBIMIAIOIIANA CTa BOCBMUACCATH
pabouux JHEH co JHS MOJy4YeHHs 3alpoca O ee MPeAOCTaBICHUH. Y TOJITHOMOUEHHBIH (enepalibHbli opran
VCIIOJIHUTENIbHOM BJIACTH, BbIIABIIMM 3aJlaHUE Ha IPOBEACHHUE SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/CTBA, B
TE€YeHHE MATH pabouux AHEW CO JHA MOCTYIUICHHS OT 3asBUTENS KOMHH 3aKIIOYEHHS] O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TPEeOOBAHMSAM TPABWJI HAIJIEKAIIEHd MPOU3BOJCTBEHHOU
NPAKTUKK, HANpaBIseT €€ B OJKCIEepTHOE YUpexkiAeHwe. B ciydyae HempencTaBleHUs 3asBUTEIEM B
yKa3aHHBIH CpPOK KOMHM 3aKIIOYEHHS O COOTBETCTBHUHM TIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MPABUII HAAJIEXKAIEH TPOU3BOJCTBEHHON MPAKTUKU YIIOJTHOMOYEHHBIN (enepalbHblil opran
UCIIOJTHUTENIbHOM BJAacTH, BbIIABIIMHN 3aJlaHUE HAa MPOBEACHHUE SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/CTBA, B
TE€YEHHE MATU paboYMX JHEH HampaBisSeT B HKCIEPTHOE YUPEKICHHE YBEIOMIICHUE O HEMpEeACTaBICHUU
3asBUTEIEM KOIHH 3aKJIIOYEHHUS O COOTBETCTBUH IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUIM
MpaBWJI HaJUIeKaIIe MPOU3BOJCTBEHHON MPAKTUKU. BpeMs co IHs HampaBjieHHs 3alpoca 3KCIEPTHOTO
YUPEKACHUSI B YIIOJHOMOYEHHBIA (hefiepalibHbIii OpraH WCHOJHHUTENBHON BIIACTH 10 JTHS TOJIYYCHUS
9KCIIEPTHBIM YUPEXKICHUEM KOIUU 3aKJIIOUEHHUSI O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM IpaBWJI HAIJIEXKALIEH MPOU3BOJACTBEHHOM MPAKTUKU WM YBEAOMJIEHHS O €€
HENPEJCTABICHUNA HE YYUTHIBAETCS MPU HCYHUCIEHUU CPOKa MPOBEICHHS SKCIEPTHU3BI JIEKAPCTBEHHOTO
CpEeJICTBA.

5. DkcnepT mNpH MPOBEACHUU TOPYYEHHOH €My pPYKOBOJIUTENEM SKCIEPTHOTO YUPEKIECHUS
9KCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) mpoBecTH TMOJIHOE MCCIEOBAHUE NPEACTABICHHBIX €My OOBEKTOB, MaTepuaioB, AaTb
000CHOBaHHOE U OOBEKTHBHOE 3aK/IIOYEHHWE 110 [IOCTABJIEHHBIM IIEpe]l HHUM BOIIpOcaM WJIU
MOTHBUPOBAHHOE 3aKJIIOUEHHE O HEBO3MOXKHOCTHU MPOBEIECHUS UM SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/CTBA,
€CITM TIOCTAaBJICHHBIE BOIPOCHI BBIXOMAT 3a TMPENENbl CIEMUAIBHBIX 3HAHUK OJKCIEepTa, OOBEKTHI
UCCIIEIOBAaHUI M MaTepuaibl HENPUTOJHBI WJIM HEJOCTAaTOYHBI JUIs MPOBEACHUS HCCIEIOBAaHUN M J1auu
3aKIIIOYeHHs MO0 COBPEMEHHBIN YPOBEHb Pa3BHTHSI HAayKH HE ITTO3BOJIIET OTBETHTH Ha IOCTABICHHBIC
BOIIPOCHI;

2) He pasriamaTh CBEJCHHS, KOTOPhIE CTAJIM €My M3BECTHBI B CBSI3M C IPOBEJICHHEM DKCIIEPTH3HI
JIEKapCTBEHHOTO CPEJICTBA, a TaK)Ke CBEAEHUS, COCTABISAIOIINE T'OCYAAPCTBEHHYIO, KOMMEPUYECKYIO WU
MHYIO0 OXPaHsAEMYIO 3aKOHOM TalHy;

3) obecneunTh COXpPAaHHOCTb MPEACTABICHHBIX 00BEKTOB UCCIEI0OBAaHUN U MaTepUAIIOB.

6. DKCepT HE BIIPABE:

1) mpOBOAUTE SKCIEPTU3Y JEKAPCTBEHHOTO CPEJCTBA MO OOpaIleHHI0 HEMOCPEICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JIHII,

2) caMOCTOSITENTbHO COOMPATh MaTepUAIIbl I IPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPECTBA;

3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYJapCTBEHHOI'O KCIIEPTa.

7. B cayyae HEOOXOOUMOCTH OKCHEPT BIIpaBe XOAAaTAaHCTBOBATh IE€pe] PYKOBOJIUTENIEM
AKCIEPTHOTO YUPESKACHUS O MPHUBIICUCHUH K MTPOBEACHUIO SKCIIEPTU3bI JICKAPCTBEHHOTO CPEJICTBA IPYTUX
JKCIIEPTOB.

8. KaxpIil skcnepT, BXOASIIMNA B COCTaB KOMHCCUHU 3KCIEPTOB, KOTOPOW MOPYUYEHO MPOBEICHHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA, HE3aBUCUMO M CAMOCTOSTENBHO IPOBOAUT HCCIEIOBaHMUA,
OIICHUBAET PEe3yNbTaThl, MOJYYCHHbIE MM JIMYHO U JPYTUMHU SKCHEpTaMH, W (OPMYIHUPYET BBIBOIBI
OTHOCHTEJIbHO MTOCTABJICHHBIX BOIIPOCOB B MpeJiesiaX CBOUX CIIEIUATbHBIX 3HAHUH.
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9. Pe3ynbraThl 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIISIIOTCS 3aKIIOYEHHUEM KOMHCCUU
9KCHEPTOB. B 3aKiIlOUeHMHM KOMHCCHM O3KCIIEPTOB YKa3bIBAIOTCS IEpEUYEeHb MCCIEI0BaHUN, 00BEM
IPOBEICHHBIX KaXIbIM dKCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIE KKIBIM U3 HUX (PAKTHI U CIeTaHHBIE
B pe3yJIbTaTe UCCIEI0BaHUM BBIBOJBI. DKCIEPT, MHEHHE KOTOPOro HE COBMAJAET C PEIICHMEM KOMHCCUU
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCHbMEHHOW (OopMe, KOTOpOE MPpUOOIIAeTCs K 3aKII0UCHUIO
KOMMCCHUH 3KCIIEPTOB.

10. DxcnepTbl, BXOAAIIME B COCTaB KOMMCCHUH, MPEAYNPEXKIAOTCS OO0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJaTelbcTBOM Poccuiickoit @Penepauuu 3a Jauy 3aKIIOUEHMs], COJEprKallero
HEOOOCHOBaHHBIE MM (haTbCU(PUIUPOBAHHBIC BHIBOJIBI, O YEM OHHU JAIOT MOJIIHCKY.

11. Onpenenenue ypoBHs IpodecCHOHATBHOM MMOATNOTOBKY SKCIEPTOB U aTTecTalus UX Ha MpaBo
IPOBEICHUS DKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIISIOTCS IKCIEPTHO-KBATH(PHUKAIIMOHHBIMH
KOMMCCUSIMHU B IOPSAJKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (peliepanibHbIM OpPraHoM
UCTIOJIHUTENIBHOW BJIACTH. YPOBEHb MPO(ECCHOHATBFHON MOATOTOBKU 3KCIIEPTOB IMOAJIECKUT MEPECMOTPY
yKa3aHHBIMH KOMUCCHSMH HE PeKe YeM OJIMH Pa3 B IATh JIET.

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-®@3 uyacme 12 cmamvu 16 nHacmosuwezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
12. IlpaBuna mpoBeneHUs SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTH 3KCIEPTH3bI

OTJCNBHBIX BHUJAOB JIGKAPCTBEHHBIX TNpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCIIPOM3BEJCHHBIX JICKAPCTBEHHBIX IpENapaToB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaTos,
OnoaHanoroBbix (OMOMOAOOHBIX) JIGKAPCTBEHHBIX THpenapaToB (OMOAHAJIOrOB), TOMEOMATHYECKHX
JIEKapCTBEHHBIX IPENapaToB, JEKAPCTBEHHBIX PACTUTENIbHBIX MPENaparoB, KOMOMHALMN JIEKapCTBEHHbBIX
npenapatoB), (GOpPMBI 3aKIIOYEHUH KOMHCCHH OSKCIIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIMM
YIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOJHUTENIBHON BIAaCTH.

APAHT:

CMm. koMmMeHTapuu K ctathe 16 HacTosmero denepalbHOT0 3aKOHA

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamwsa 17 nacmoswezo Dedepanvrozo
3aKOHA U30JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamovu 8 npedbloyuell pedaKyuu
Cratbs  17. Ilomaua U paccMoTpeHHE 3asBICHHS O TOCYJAapCTBEHHOW pETrUCTpaluu
JIEKapCTBEHHOTI'O IIpernapara /i BETEpUHAPHOTO IPUMEHEHUS

1. Jlmg rocylapCTBEHHOM pErucTpalMM JIEKapCTBEHHOIO Ipenapara Juisi BETEpUHApPHOTO
OpPUMEHEHHUs pa3pabOTYMK TaKoro JIEKapCTBEHHOIO IIpernapara WM YIOJIHOMOYEHHOE WM JIpyroe
IOpUAMYECKOE JIMIO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) IPEACTABISET B YHNOJHOMOYEHHBIN
¢denepanbHBIl OpraH HCHOJHUTENBHOM BIACTH, OCYLIECTBISIOMIMNA TOCYZAPCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIX MPENapaToB JiJIsl BETEPUHAPHOTO MIPUMEHEHUs, B 3JIEKTPOHHOH (hopMe Hiin Ha OyMa)kHOM
HOCHTEJIE 3asIBJIEHUE O TOCYJApCTBEHHOW PErMCTpalMy JIEKapCTBEHHOI'O INpenapara JUisli BETEPUHAPHOTO
IPUMEHEHHUS, a TaKXkKe B MOPSAIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM YIOJTHOMOUYEHHBIM (eiepaibHbIM
OpPraHOM HCIIOJIHUTENFHON BIIACTH, B AJIEKTPOHHOU (GopMe MM Ha OyMaKHOM HOCHTENE HEOOXOTUMbIE
JOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PErucTPalMOHHOE JO0Che Ha JIEKAPCTBEHHBIM mpernapar Uit
BETEPUHAPHOTO IPUMEHEHHUS.

2. B 3asgBIeHNN 0 rocyapCTBEHHOM PErNCTpaluy JEKapCTBEHHOIO MpernapaTa Juisl BETEpUHAPHOTO
IPUMEHEHHUS YKa3bIBAIOTCH:

1) HauMeHOBaHUE U a/Ipec 3asBUTEINS, pa3paboTurKa U IPOU3BOIUTENIS JIEKApCTBEHHOTO Mpernapara
JUIsL BETEPUHApPHOIO MPUMEHEHMS M aApecC MeCTa OCYIIECTBIEHHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
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npenapara A BETEPUHAPHOTO NPUMEHEHHUs (B CIydyae HaJIM4yus HECKOJBKUX YYaCTHMKOB IIpolecca
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaXJI0T0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO Mperapara JJisi BETEPUHAPHOT0 TPUMEHEHUs (MEXKIyHapOIHOE
HENaTeHTOBAaHHOE, WK IPYIIHUPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

3) nepeueHb NEHCTBYIOIIMX M BCIIOMOTaTENbHBIX BEIIECTB, BXOASIIUX B COCTAaB JEKApPCTBEHHOI'O
npernapara Jiisi BETEpUHAPHOTO IPUMEHEHUS, C YKa3aHHEM KOJIMYeCTBa KaXJI0ro U3 HUX;

4) nexapctBeHHas (opma, JO3MPOBKA, CIOCOOBI BBEACHHS W IPHUMEHEHHS, CPOK T'OJHOCTH
JIEKapCTBEHHOT'0 Ipernapara /Ui BETepUHAPHOTO IPUMEHEHUS;

5) papmakoTepaneBTHUECKas TPYIIa;

6) HEOOXOAMMOCTh TPUMEHEHUSI YCKOPEHHON MPOLEAYPhI SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
LEJISIX TOCYJapCTBEHHOM pEerucTpaniy JIEKApCTBEHHOTO IIpenapara;

7) KOIUH TOKYMEHTOB, MOATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOIUIUHBIL:

a) 3a MPOBEACHUE 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M IKCIEPTU3bl OTHOILIEHUS
O’KHJaeMOM TOJIB3bI K BO3MOXKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO MperapaTa sl BETepHHAPHOTO
IPUMEHEHHUS [IPU €ro roCy1apCTBEHHON PETUCTpaLluu;

0) 3a BbIIauy PETUCTPALIIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 13 urons 2015 e. N 241-D3 6 nynkm 8 wacmu 2 cmamvu 17 Hacmosiwe2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mekcm nynkma 6 npeovloyujeli peoaxyuu
8) Hamuume coryiacusi, MPEAYCMOTPEHHOIO 4YacThio 7 HACTOSAIICH CTaThH, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JICKAPCTBEHHOTO Mpenapara i BETePHHAPHOTO MPUMEHEHUS TIPOIILIO MEHEee
YeM IIECTh JIET.

Undopmarist 06 n3MEHEHUX:
Yacmo 3 usmenena c 1 ameaps 2021 2. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
3. PeructpanionHoe 10che B LENSIX IKCIEPTU3BI JIGKAPCTBEHHOTO Mpemnapara s BETepUHAPHOTO
NpUMEHEHUS (HOPMHUPYETCs U3 CIACAYIONIMX JOKYMEHTOB M CBEJICHHI:

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 1 usmenen c 1 samnsapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHust 0 Jare MPEJOCTaBICHHUS M PETUCTPALIMOHHOM HOMEpE JIMIIEH3UHU Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEICTB, TMPEIOCTABICHHON TPOW3BOIUTENIO PETUCTPHUPYEMOTO JIEKAPCTBEHHOTO
mpernaparta Jisi BETEpUHAPHOTO MPUMEHEHUS, 111 POCCUICKUX MPOU3BOIUTENEH;

Wndhopmarust 06 n3MEHEHHSX:
Ilynkm 2 uzmenen c 1 sansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio
2) cBelmeHHsI O JaTe€ MPEJOCTABIICHUS W PETHCTPAIMOHHOM HOMEpE JIMIIEH3WU Ha TPOHM3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, NMPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTUUECKON CyOCTaHIIMH, BXOISIIECH
B COCTaB PErHCTPUPYEMOTO JIEKAPCTBEHHOTO TMIperapara JUisi BETEPUHAPHOTO TNPUMEHEHUS, s
POCCUMCKUX IIPOU3BOAUTEIIEH;

Wudopmanust 06 U3MEHEHUSX:

Yacms 3 dononnena nynkmom 2.1 ¢ 15 urons 2018 2. - @edepanvuuiii 3axon om 4 uwona 2018 . N
140-D3
2.1) xomusi TOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPAaHBl MPOU3BOAUTENS JUIS
KOKIOM  TPOM3BOJCTBEHHOW  IUIOMIAJKKM  PETUCTPUPYEMOTO  JIEKApCTBEHHOTO  Tpemapara  Jyist
BETEPUHAPHOIO MPUMEHEHUS] W TOJATBEPKIAIOUIETO COOTBETCTBHE MMPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUSIM TPABHIT HAJICKAIIEH MPONU3BOICTBEHHON MPAKTUKH, U €T0 MEePEBOJ Ha PYCCKUI
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A3BIK, 3aBCPCHHLIC B YCTAHOBJICHHOM IIOPSAAKC, a TaKiXKE KOIHNA 3aKIYCHHUA O COOTBCTCTBHUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM MpaBUJ HAJUIeKalle MPOU3BOICTBEHHOM
NPaKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (pe/lepaIbHbBIM OPraHOM HCIIOJHUTENILHON BIACTH IS KaKIOU
MPOU3BOJCTBEHHONW IUIOUIAIKM PErUCTPUPYEMOTO JIEKAPCTBEHHOrO TMpernapara /s BETEPHUHAPHOTO
MMPUMCHCHUA, JII/I60 KOIIMg PEIICHHA O MPOBCACHHUHW HWHCIICKTHUPOBAHUS IMPOU3BOJUTCIIA JICKAPCTBCHHBIX
CPEICTB, MPHUHITOIO YIOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJIHUTEIBHOW BIIACTH Ui KaKIOM
MPOU3BOJICTBEHHON IUIOMIAJKA PETUCTPUPYEMOrO JIEKapCTBEHHOIO IMpernapara i BETEPUHAPHOIO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTaBJISIOTCS B Cllydae, €Cld MPOU3BOJACTBO JIEKAPCTBEHHOTO
rperapara oCyulecTBigeTcs 3a npeaenamu Poccniickoit denepanuu;

Wndopmarus 06 H3MEHEHHSX:

Yacmo 3 donoanena nynkmom 2.2 ¢ 15 uwna 2018 . - @eodepanvruiii 3axkon om 4 uousn 2018 2. N
140-D3
2.2) xomus JOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHoOM CTpaHbl MPOU3BOIUTENS
dbapmaleBTUYECKON CYOCTaHIIMM U MOATBEPHKAAIOIIETO COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTUYECKOM
CyOCTaHITMM, BXOJSIIECH B COCTaB PETUCTPUPYEMOTO JICKApPCTBEHHOTO Mperapara Jjisi BETePUHAPHOTO
NPUMEHEHHUs, TpeOOBaHUSM IIpaBUJI HaJUIekalled IPOU3BOJCTBEHHOW MPAKTHKH, W €ro IMepeBoj Ha
PYCCKU  SI3BIK, 3aBEpPEHHBIE B YCTAHOBICHHOM TIOpsJKE, B Cly4ae, €ClId TMPOU3BOJICTBO
dapmalieBTUUYECKOM cyOCcTaHIIMM OCYyIeCTBIsAeTCs 3a npeaenamu Poccuiickoii @enepariui;
3) TOpOEKT HOPMATHUBHOTO JIOKYMEHTa Ha JICKapCTBEHHBIM Mpermapar s BETEPUHAPHOTO
MPUMEHEHUS;
4) IMOKYMEHT, COJAepKaIlui CIenyroNIyo HHpopManmuio o ¢GapManeBTHICCKOW CyOCTaHIIUU WIIH
dbapmalieBTUYECKUX CyOCTaHIUAX, BXOISAIIUX B COCTaB JIGKAPCTBEHHOrO MperapaTa IJig BETePUHAPHOIO
MIPUMEHEHUS:

Wuopmarus 06 H3MEHEHHSIX:
Hloonynkm "a" usmenen ¢ 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
a) HauMeHOBaHME (hapMaleBTUUECKOM CyOCTaHIMHM, €€ CTpYyKTypa, oOmmue cBoiicTBa (mpu
roCy/1apCTBEHHOW perucTpanuy MMMYHOOHOJIOTMYECKUX JIEKApCTBEHHBIX MTPENapaToB AJisi BETEPUHAPHOTO
NPUMEHEHUs NPECTaBISAIOTCS CBEACHUS O MITaMMe, BKIIOYas €ro HauMeHOBaHMe, MH(opMaiuio o
IIPOUCXOXKIEHNUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JIETOHUPOBAHMS);
0) HaMEHOBaHHUE U aJIPeC MPOU3BOIUTENS;
B) TEXHOJIOTHS IPOM3BO/CTBA C ONMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTausAX IPOU3BOJCTBA;
Wndhopmarrist 06 n3MEHEHUSX:
Hoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3
CMm. npedvloywyro pedaKyuio
r) uHpopMmamus O npuMecsX (He TMpencTaBlIseTcs] MNpPU TOCYAAPCTBEHHOM perucTpanuu
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MIPENapaToB i BETEPUHAPHOTO IPUMEHEHMS);
Wndopmarys 06 M3MEHEHHSAX:
Iloonynkm "0" usmenen c 13 ageycma 2019 2. - @edepanvuviii 3akon om 2 ageycma 2019 2. N 297-D3
CMm. npedvioyuyro pedaKyuio
n) crneuudukanys Ha  ¢dapMaleBTHYECKyl0  cyOcTaHIMIO (HE TpeACTaBiseTcs IpH
roCy/1apCTBEHHON perucTpaniuy MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX MPEenapaToB /AJisi BETEPUHAPHOTO
NpUMEHEHHUS);
€) OnucaHle METOIUK KOHTPOJISl KauecTBa;
Wndopmarys 06 M3MEHEHHSAX:

Ioonynxkm "xnc" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio
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) pe3yibTaThl aHalu3a cepuil (apmaneBTHYecKod cyOcTaHIMM (HE MPEACTABISAIOTCS IPH
roCyJapCTBEHHON perucTpalui UMMYHOOMOJIOIMYECKUX JIEKApPCTBEHHBIX MIPENapaToB AJsl BETEPUHAPHOIO
IPUMEHEHHUS);

3) nepevyeHb CTaHJaPTHBIX 00Pa3LlOB WM BEIIECTB, UCIOJIb3YEMbIX NPU OCYLIECTBICHUH KOHTPOJIS
Ka4yecTBa;

1) OMMCAaHUE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEpHAIIOB U YKYIIOPOUYHBIX CPEJCTB;

Wndopmarius 06 H3MEHEHUSX:
Iloonynkm "x" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e. N 297-D3

Cm. npeovloyuyio peoakyuro
K) JaHHble O CTaOWJIBHOCTH (HE TIPEACTABIAIOTCA TMPH TOCYIAapCTBEHHOW PEruCTpaIiu
UMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX MpenapaToB /jsl BETEPUHAPHOTO IPUMEHEHHUS);
J) CPOK F'OJIHOCTH, YCJIOBUSI XPAHEHMUS;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 5 usmenen c 13 aseycma 2019 a. - @edepanvhuiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

5) oruer O pe3yapTaTax JOKIMHUYECKOI'O MCCIEI0BAaHUS JIEKAPCTBEHHOI'O CpeACTBa JJIs
BETEPUHAPHOI'O NMPUMEHEHHs], BKIIOYAIONIMNA ONMCAHHWE METOAOB ONPEAEICHHUS OCTATOUHBIX KOJINYECTB
JEHCTBYIOLIEr0 BeELIECTBA (ACHCTBYIOIIMX BEIIECTB), JOCTHTAIOLIEro (JOCTUTAIOIIUX) CHCTEMHOIO
KPOBOTOKA, B MPOIYKLIHU >KMBOTHOTO INPOUCXOXKJEHHS IOCIE NPUMEHEHHUs] TaKOro JIEKapCTBEHHOI'O
CpeZACTBa, a TAKXkKe JOKYMEHTAJIbHOE MOATBEPKICHHE (BaJTUIAINs) YKa3aHHBIX METOJIOB;

6) OoT4eT O pe3yJabTaTax KIMHUYECKOTO HCCIEAO0BaHMUs JIEKapCTBEHHOIO Ipernapara i
BETEPUHAPHOTO MPUMEHEHHUS y KaXKJIOTO BUJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIUH 10 BETEPUHAPHOMY
HIPUMEHEHHUIO;

7) TPOEKT HWHCTPYKIMH 110 BETEPHHAPHOMY NPUMEHEHHIO JICKQpPCTBEHHOTO IIpernaparta,
COJIeprKalleil CIeAYIOLINE CBEICHNUS:

a) HaUMEHOBAHME JIEKAPCTBEHHOTO IpenapaTa Uisi BETEpMHAPHOTO0 NPUMEHEHHUs (MEXIyHapOIHOE
HEMaTeHTOBAaHHOE, UJIM IPYNIHUPOBOYHOE, UM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHUS);

0) nmekapcTBeHHas (hopMa C yKkazaHHEeM HAMMEHOBAHUHN U KOJMYECTBEHHOTO COCTaBa JICUCTBYIOIINX
BEIIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTaTeIbHbBIX BEIIECTB;

B) ONMICaHNE BHEITHETO BUJIA JICKAPCTBEHHOTO Mperapara JJisi BETePUHAPHOTO IPUMEHEHHUS;

r) hapMakoTepaneBTUyecKas rpynra JIEKapCTBEHHOTO Ipernapara Jilsi BETEpUHAPHOTO MPUMEHEHHS
WJIM yKa3aHue "ToOMeonaTHYeCKU JIEKapCTBEHHBIN TIpenapar";

n)  ¢dapMakoaMHamMMKa U (apMaKkOKMHETHKa (32  UCKJIIOUYEHHEM  (apMaKOKMHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX IMPEMapaToB M PACTUTENFHBIX JICKAPCTBEHHBIX IPEMapaToB) WA
OINHCaHNe UMMYHOOMOJIOIMYECKUX CBOMCTB JIEKAPCTBEHHOIO IIpernapara;

€) MoKa3aHus JUisl IPUMEHEHHUS;

) TPOTHBOIIOKA3aHUS [Tl IPUMEHECHHS,

3) Mephbl IPEJOCTOPOKHOCTH MTPU TPUMEHEHUH;

M) yKa3aHue BO3MOXKHOCTH M 0COOEHHOCTEH MPUMEHEHUs y OepeMEeHHBIX )KUBOTHBIX, Y JKHBOTHBIX
B TIEpUO/T JIAKTAIMH, Y TOTOMCTBA )KUBOTHBIX;

K) PEKHAM JIO3UPOBAHHS, CIIOCOO BBEICHHS W NMPUMEHEHHs, TIPU HEOOXOAMMOCTH BpeMs IpHeMa
JIEKapCTBEHHOTO Mpernapara JJisi BETEPUHAPHOT0 PUMEHEHU S, TPOJ0KUTENbHOCTD JICUEHUS;

J) BO3MOXKHBIE TIOOOYHBIE JACUCTBUS, HEKENATEIBHBIC PEaKIIU MPU MPHUMEHEHUH JICKApPCTBEHHOTO
npenapara Jyist BEeTepUHapHOTO MTPUMEHEHHMS;

M) CUMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHHIO TTOMOIIU TIPH TIEPEI03UPOBKE;

H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMy U (WIN) KOpMaMu;

0) (opMBI BBITyCKa JIEKAPCTBEHHOTO MpeTapara JJisi BETEPHHAPHOTO IIPUMEHEHUS;

n) ykazaHue (Ipu HEOoOXOAMMOCTH) OCOOEHHOCTEW NeHCTBUS JEKapCTBEHHOrO Iperapara Juis
BETCPUHAPHOTO IPUMEHEHUS TIPU TIEPBOM IIPUEME HJIIH TIPH €r0 OTMEHE;
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Wndopmarus 06 H3MEHEHHSX:

Iloonynkm "p" usmenen c 13 asecycma 2019 e. - @edepanvuwiii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

p) onucanue (Ipu HEOOXOAUMOCTH) NEHCTBUN CICIHAINCTA B 00JIaCTH BETCPUHAPHUH, BIIAJICIIbIIA
JKUBOTHOTO TIpU TPONYCKEe MpHeMa OJHON WM HECKOJIbKHMX JI03 JICKAPCTBEHHOTO IIpemapara s
BETCPUHAPHOTO IPUMCHECHHUS;

C) CpPOK TOJHOCTH M YyKa3aHHE Ha 3alpeT NPUMEHEHHUS JIeKapCTBEHHOIO IIpernapara Jyis
BETCPUHAPHOTO IPUMEHEHHUS 110 UCTCYCHUU CPOKa FOTHOCTH;

T) YCJIOBUS XpPaHEHUS;

y) yKa3zaHHWe Ha HEOOXOIMMOCTb XpaHEHHs JIEKaPCTBEHHOIO IMperapara Jisi BETCPUHAPHOTO
MPUMEHEHHUS B MECTaX, HEJIOCTYITHBIX IS ETEH;

¢) ykazanue (Mpu HEOOXOIMMOCTH) CIEHHUAIBHBIX MEp MPEAOCTOPOKHOCTH TMPH YHUUTOKECHUH
HEUCTOJIb30BaHHBIX JICKAPCTBEHHBIX MPENApaToB JJIs BETEPUHAPHOTO MPUMCHCHHS,

X) CPOKH BO3MOXKHOT'O HCIOJIB30BaHHS MPOIYKIUU XKHUBOTHOTO MPOMCXOXICHUS TIOCIIC BBEICHHS
YKUBOTHOMY JICKAPCTBEHHOT'O TIperapara Jisi BETCPUHAPHOTO IPUMEHEHUS;

1) YCIIOBHS OTITYCKa;

Y) HAWMMCHOBAaHUS W ajpeca IMPOU3BOJCTBEHHBIX IUIOMIAJOK IMPOU3BOIUTENS JICKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMEHEHHS;

II) HAaWMMEHOBAaHWE, aJIpec OpraHW3alluH, YIIOJIHOMOYECHHOW JepXKaTejleM WIH BIaJeibleM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIKAPCTBEHHOTO MperiapaTa Ha IPUHATHE IPETEH3UI OT MOTPEOUTENS;

8) MPOEKThl MAKETOB TEPBHYHOW YITAKOBKU M BTOPUYHOW YIAKOBKH JICKAPCTBEHHOTO Iperapara
JUTSL BETCPUHAPHOTO IPUMEHCHHS;

9) cnenyromue cBeICHHs O JISKAPCTBEHHOM TIpernapare il BETEpUHAPHOTO IPUMEHEHUS:

a) OMKCaHUE U COCTAB JICKAPCTBEHHOTO TpenapaTa Jyisi BETCpUHAPHOTO IPUMEHECHHUS;

0) onrcanue (hapMareBTHUECKON pa3padoTKH;

Wndopmarys 06 H3MEHEHHSAX:
Ioonynxm "8" uzmenen c 13 aseycma 2019 2. - @edepanvruiii 3akon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
B) OIMKCaHUe IpoIecca MPOU3BOICTBA U €r0 KOHTPOJIS, MOANMCAHHOE B MOPSIJIKE, YCTAHOBICHHOM B
COOTBETCTBUM C YACTHIO | HACTOAIICH CTaThU,

Wndopmarys 06 M3MEHEHHSAX:
THoonynxm "2" usmenen c 13 aszycma 2019 2. - @edepanvuwiii 3axon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
I') ONHUCAHWE KOHTPOJS KPUTHYCCKHX CTaJUN TPOU3BOJCTBA W TPOMEKYTOYHOW MPOTYKIUH,
MOJMMCAaHHOE B MOPSAIKE, YCTAHOBIEHHOM B COOTBETCTBUU C YACTHIO | HACTOSIIEH CTaThU;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 13 utonn 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 yvacmu 3 cmamou 17
Hacmosuje2o PedepanbHoc0 3aKOHA 6HECEeHbl USMEHEeHUs

Cm. mekcm noonynkma 8 npeovioyujeli peoaxyuu

J) HAaUMEHOBaHMA W ajpeca pa3paboTuuMKa, JepXkareis WIM BJaJeNiblia PEerucTPaliOHHOTO
yIIOCTOBEpEHHs]  JIEKAPCTBEHHOTO  Iperapara, IMPOM3BOJCTBEHHBIX  IUIOMIAJAOK  MPOWU3BOIUTEIIS
JIEKapCTBEHHOTO TpernapaTa JUis BETEPUHAPHOTO NMPUMEHEHHUs C YKa3aHHWEM CTaJuil TeXHOJIOTMYECKOIro
mporiecca, OCYIIECTBISIEMBIX Ha IPOW3BOJICTBEHHBIX IIIOMIAKAX IPOU3BOIAMTENS JIEKAPCTBEHHOTO
npenapara Jyis BEeTepUHapHOTO MTPUMEHEHHMS;

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHbIN OalaHC JJIsl MPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOWCTB YIAKOBOYHBIX MAaTEPHATIOB U YKYIIOPOUYHBIX CPEJICTB;
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K) TOKYMEHTAJIbHOE MOATBEPKICHUE (BaTuAalIisl) IpOoLeccoB U (WJIN) UX OLICHKA;

) TpeOOBaHMS K Ka4yeCTBY BCIIOMOTaTEIbHBIX BeliecTB (cepTudukar, crenudukamus Ha
BCIIOMOTaTeIbHBIC BEIIECTBA K UX OOOCHOBAHUE);

M) aHAJIUTUYECKUE METOJUKH, HCIOJIb3yeMble IPU OCYIIECTBICHUU KOHTPOJS KauecTBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKYMEHTAJIbHOE MOJTBEPKICHUE (BaMIAINs) aHATUTUHYECKIX METOJAUK, UCIOIb3YEMbIX MpU
OCYIIECTBJICHUU KOHTPOJIS KaueCTBa BCIIOMOTaTEIbHBIX BEILIECTB;

0) uHpopManus 00 HCMOIb30BAHUM BCIIOMOTATENbHBIX BEIIECTB UYEIOBEYECKOTO U YKUBOTHOIO
MIPOUCXOXKICHHUS,

) yrpatuia cuity ¢ 13 aBrycra 2019 r. - denepanbHbiii 3akoH ot 2 aBrycra 2019 r. N 297-03

Wndopmarius 06 H3MEHEHUX:

CMm. npedvloyuyro pedaKyuio

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOI'O TWperapara Ui BETEPHHAPHOTO MPUMEHCHHUS
(ceptudukar, cienudukanys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBAHUE);

C) aHaJUTHYECKHE METOJIUKH, WCIOIb3yeMble TIPU OCYIICCTBICHUU KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O Ipernapara /i BEeTepUHAPHOTO PUMEHEHUS;

T) JOKYMEHTAIbHOE MOATBEPXKIACHUE (BaTUIANNS) aHATUTHYCCKUX METOJUK, MCIOIb3YEMbBIX TPH
OCYIIIECTBIICHUU KOHTPOJISl KayecTBa JIEKapCTBEHHOIO Mpernapara Jjsi BETepUHAPHOTO TPUMEHEHUS;

y) IOKYMEHT, IMOATBEPXkIAMOIINNA KAueCTBO JIEKAPCTBEHHOrO Tpernapara TPeX MPOMBIIIICHHBIX
cepuii (MMPOTOKOJI aHANU3a WU cepTU(UKAT aHAIIM3a), OIHA CEpHUsi KOTOPOro JOJHKHA COBMAIATh C CepHei
oOpa3siia JIeKapCTBEHHOTO Mpernapara, oJaHHOTO Ha PerUCTPAIUIO;

() XapaKTepHUCTHKA TPUMECEH;

X) TIEpEeUYCHb CTaHJAPTHBIX 00pa3IOB, UCIOJIB3YEMBIX IPH OCYIICCTBICHUU KOHTPOJISI KayecTBa
JIEKapCTBEHHOT'O IIpernapara /i BETepUHAPHOTO PUMEHEHUS;

I1) IaHHBIC O CTA0MIIBHOCTH JICKAPCTBEHHOT'O TIPerapara Jyisi BETCPUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, COJAEpKallero WHGOpPMAalHI0 O HAIWYUH WIA 00 OTCYTCTBHHM (DaKTOB
peTHCTpaIyy JISKAPCTBEHHOTO TIperapara JUisi BETCPUHAPHOTO MPUMEHEHUS 3a mpenenaMu Poccuiickoit
denepaunu;

Wndhopmarrist 06 n3MEHEHUSX:
Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 6 nynkm 11 uacmu 3 cmamou 17 nacmosiuezo
DedepanbH020 3aKOHA 6HECEeHbl USMEHEHUS]

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
11) cornacue B mucbMeHHOUN (hopme, MpeayCMOTPEHHOE YacThio 7 HACTOSIIEH CTaThd, B CIydae
pETUCTpAIH BOCTIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIpenapara;
12) xomusi JOKyMEHTa Ha PYCCKOM f3bIKE, 3aBEPEHHOTO B YCTAaHOBIIEHHOM IIOPSJIKE H
MOJITBEPKIAIOIETO MPABOMOYHOCTh 3asBIICHUS O TOCYAapCTBEHHOW pPETUCTPAUU JICKAPCTBEHHOTO
mpernapara Jisi BETEpUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTb);

Wudopmanust 06 U3MEHEHUIX:

Yacms 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - Dedepanvuwiii 3axon om 2 agzycma 2019 o. N
297-@3

T'APAHT:

PoccuiickuM Mpou3BOAUTENSIM UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB pa3perraercs: 10
31 nexabps 2023 r. He HMpeNCTaBIsATh B COOTBETCTBUU C IMYHKTOM 13 CBeA€HMSI O roCyAapCTBEHHOM
perucTpanyuy reHHO-UHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB, MPEIHA3HAYCHHBIX JUIS BBIIYCKA B
OKpPYKAIOIlYI0 Ccpeay, MPH TOCYIapCTBEHHON pEerucTpalyy UMMYHOOHMOJIOTMYECKHUX JIEKapCTBEHHBIX
IpenaparoB JUTS BETEPUHAPHOTO MIPUMEHEHUS, MOJTy4YEHHBIX c MIPUMEHEHUEM
T'€HHO-UHKEHEPHO-MOAU(UITUPOBAHHBIX OPTaHU3MOB WIIH COJIEPKAIIUX TAaKUE OPTraHU3MBbI

13) cBemeHuss O TOCYJApCTBEHHOW PETUCTPALMU T'€HHO-MH)XEHEPHO-MOIN(DUIIMPOBAHHBIX
OpPraHU3MOB, TpeIHa3HAUYEHHBIX JUIsI BBIIYCKa B OKPYXKAWOIIyl0 cpeay (IpH TrocynapcTBEHHOU
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perucTpaly JIEKAPCTBEHHBIX IPENaparoB JUIsl BETEPUHAPHOIO IPUMEHEHHs, IIOJYYEHHBIX C
IPUMEHEHUEM  T'€HHO-UHXEHEPHO-MOAU(DULMPOBAHHBIX  OPraHU3MOB MM  COJAEpXKAllUX  Takue
OpTraHHU3MBI).

Wndopmarus 06 H3MEHEHHSX:
Yacmo 4 usmenena ¢ 1 cenmsabops 2023 e. - Dedepanvhviii 3axkon om 28 anpens 2023 2. N 171-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpu mNpOBEICHWM YCKOPEHHON MPOIENyphl 3KCIEPTH3Bl JICKAPCTBEHHOTO Iperapara Juis
BETEPUHAPHOTO TIPUMEHEHUs (32 WCKIIYCHHUEM JIEKapCTBEHHOI'O TMpemnapara JUisi BETEPUHAPHOTO
NPUMEHECHHS, YKa3aHHOTO B 4yacTh 4.1 HACTOSICH CTaThH) B LEJSIX €r0 TOCYIapCTBEHHOW PETrHUCTpaIfu
BMECTO OTYETa pa3paboTuMKa O pe3yiabTaTax JOKIMHUYECKOTO HCCICIOBAHUS JEKAPCTBEHHOTO CPE/ICTBA
JUIE BETEPHUHAPHOTO TNPHMEHEHHUS MOXKET OBITh MPEICTaBIeH 0030p HAay4HBIX pabOT O pe3yibTaTax
JOKIIMHUYECKOTO HCCIIEOBaHUS pEePEepeHTHOTO JIEKAPCTBEHHOTO IMIperapara s BETEPUHAPHOTO
NPUMEHEHHS, @ BMECTO OTUYETa O Pe3yJbTaTaX KIMHUYECKOTO MCCIIEAOBaHUs JIGKAPCTBEHHOTO Ipernapara
JUIST  BETCPUHAPHOTO TIPUMEHEHHUS OTYeT O pe3yJbTaTaX HCCICIOBAaHUN OHMOIKBHUBAJIICHTHOCTH
BOCIIPOU3BEICHHOT'O JIEKAPCTBEHHOTO TpernapaTa Jyisi BETepUHAPHOTO MTPUMEHCHHSI.

Undopmaris 06 n3MEHEHUAX:

Cmamuws 17 oononnena yacmoto 4.1 ¢ 1 cenmsaops 2023 2. - @edepanvusiii 3akon om 28 anpensa 2023 2.
N 171-D3
4.1. Tlpu mnpoBeAeHHUU YCKOPEHHOH MPOIENypbl SKCIEPTH3bl JIEKAPCTBEHHOTO Ipermapara s
BETEPUHAPHOTO MPUMEHEHUsI, MPEAHA3HAYECHHOTO JJIsl JICUEHUS JOMAIIHHUX >KHBOTHBIX, OMpPEIETIECHHBIX
denepanbHbiM 3akoHOM oT 27 nekabps 2018 roma N 498-®3 "OO6 OTBETCTBEHHOM OOpaIICHUH C
JKUBOTHBIMHU U O BHECEHUHU M3MEHEHUH B OTJICIbHBIC 3aKOHOAATENbHBIE aKThl Poccuiickoit denepanuu', u
3apETUCTPUPOBAHHOTO B KA4E€CTBE JICKAPCTBEHHOTO IMperapaTa Jjis MEIUIIMHCKOTO MPUMEHEHHUS, B LIETIAX
€ro TOCYJapCTBEHHOW PErHUCTpallM BMECTO OT4YeTa pa3pabdoTuMKa O pe3yyibTaTax JAOKIMHUYECKOTrO
UCCJICIOBaHMSI JIEKAPCTBEHHOT'O CPEJCTBA ISl BETEPUHAPHOTO IMPUMEHEHHUSI MOTYT OBITh MPECTaBIICHBI
pe3yabTaThl JOKJIMHUYECKOTO MCCIIEIOBAHMUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CpEACTBa IS
MEIUIMHCKOTO TMPUMEHEHUs, a BMECTO OT4YeTa O pe3yibTaTaX KIMHUYECKOTO HCCIIEI0BAHUS
JIEKapCTBEHHOT'O TIperapara Jjisi BETEPUHAPHOTO NMPUMEHEHUs - 0030p HAy4YHBIX pabOT O pe3ysbTaTax
KJIMHUYECKUX MCCIIEJOBAaHUN JIEKapCTBEHHOTO Mpemnapara s MEAUIMHCKOIO NPUMEHEHUS Ha BUIAX
YKUBOTHBIX, KOTOPBIM MPEIHA3HAYAETCS UCCIIeTYEMbIH JICKapCTBEHHBIHN Mpernapar.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 5 usmenena c 13 ageycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

5. Ha »skcmepTu3y pa3iuYHBIX JICKQpPCTBEHHBIX ()OPM OJHOTO M TOTO KE JICKAPCTBCHHOTO
mpemnapaTta s BETEPUHAPHOTO MPUMEHEHHs 3asBUTENb IMPEACTABISAET OTICNbHBIE 3asBICHUS H
PETHCTPAIMOHHBIC JOChe HAa KaXKIYIO JIeKapCcTBEeHHYIO (popmy. [Ipn ycrmoBuM oqHOBpEMEHHOW TOJa4H Ha
JKCIIEPTH3y OAHOW JIEKapCTBEHHON (GOpPMBI C Ppa3NUYHBIMU JO3HPOBKOHM, KOHIIEHTpalue, oO0beMoM
3asBUTENIb TPEJCTABISICT OJHO 3asABICHHEC W PETHCTPAIMOHHOE JOChe C MPHIOKCHHEM MAaKeTOB
MEPBUYHON yMAaKOBKU U BTOPUYHOMN yIMakoBKU. Ha MakeTax mepBUYHON YIAaKOBKU U BTOPUYHOM YMAKOBKH
YKa3bIBAIOTCS BCE MPOM3BOJUMEIC JIO3UPOBKH, KOHIICHTPAIMH, OOBEMbI M KOJHUYECTBO 103 B YITaKOBKE
JIEKapCTBEHHOTO TIperapara Juisi BETepUHAPHOTO MPUMEHEHUSI.

Wudopmanust 06 U3MEHEHUSX:
Yacmwb 6 usmenena c 1 smeaps 2021 e. - @edepanvusiii 3axkon om 27 oexaobps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
6. B cinyyae HempencTaBieHHs C 3asSBICHHEM O TOCYIapCTBEHHOW PETUCTPAIMH JICKAPCTBEHHOTO
npernapara Al BETepUHAPHOTO MPUMEHEHHUS JOKYMEHTOB, MOJATBEPKIAIONINX YIUIATy TOCYAapCTBEHHOM
MONUIMHBI M YKA3aHHBIX B ITYHKTE 7 9acTW 2 HACTOSIIEH CTAaThbH, CBEJACHHUH O JIMIICH3HSX, YKa3aHHBIX B
nyHKTax | u 2 gacTu 3 HACTOAIIEH CTaThbU, a TAKXKE BBIAABAEMBIX (MIPEIOCTABISIEMBIX ) YIIOTHOMOYEHHBIMU
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denepanbHBIMU OpraHaMU HCIOJTHUTEIBLHONW BIACTH JOKYMEHTOB (CBEICHHMIA), YKa3aHHBIX B IyHKTe 2.1
JacTH 3 HACTOSIIEH CTAaThH, YIOJTHOMOYEHHBIM (enepalbHblii OpraH HCIOJHUTEIBHOW BIIACTH
3ampanimBacT yKa3aHHBIC JOKYMEHTHI (CBEIEHHUS) B MOPSIKE MEKBEIOMCTBEHHOTO HH(POPMAIMOHHOTO
B3aUMOJICHUCTBUSL.

7. He nomyckaeTcss WCHONIB30BaHWE B KOMMEPUYECKHX IMelsaX HHpopMmanmuu o pe3yiabTarax
JOKJIIMHUYECKUX HMCCIIETOBAaHUM JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX MCCIECTOBAHHUM JIEKAPCTBEHHBIX
MpenaparoB JUisi BETEPUHAPHOTO NPUMEHEHUS, IMPEJCTaBICHHOW 3asBUTENEM I TOCYAapCTBEHHOM
pPErucTpallMi JIGKAPCTBEHHBIX IpenaparoB, 0e3 ero corjacuss B TEUEHUE WIECTH JIET C JaThl
rOCy/IapCTBEHHOU PerucTpanuu pedepeHTHOro JeKapCTBEHHOTO Npemnapara B Poccuiickoit eneparuu.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 17 oononnena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvhwiii 3akon om 2 ageycma 2019 e. N
297-@3
8. Jlep>karenb UM BiaJENel] PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara s
BETEPUHAPHOTO MPUMEHEHHUS IPEJICTaBIseT B YIOJIHOMOYEHHBIN (henepanbHblii OpraH MCIOJTHUTEIHHON
BJIACTH OTYET MO pe3yibTaraM (apMaKOHaI30pa OJUH pa3 B IIECTh MECSIIEB B TEYCHUE JBYX JIET MOCIE
roCy/IapCTBEHHOW PETUCTpalliu JIeKapcTBEHHOTO MpenapaTta B Poccuiickoit deneparuu, 3aTeM €XKeroaHo
B T€UEHUE MOCIEIYIONINX TPEX JIET U B JAIBHEHIIIEM OJMH pa3 B TPU Toja.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 17 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 o. N 429-D3 naumenosanue cmamou 18 nacmosujeco
DedepanbHo20 3aKOHA U3NONCEHO 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm HAuUMeHOB8aHUs 8 nPedbloyujel peoaKyuu
Crarbst  18. Ilomaua u paccMoTpeHHe 3asBICHHS O TOCYJAapCTBEHHOW pPETUCTpalud
JICKapCTBEHHOTO TIperapara Jyisi MeTUITUHCKOTO IPUMEHEHUS

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uwacme 1 cmamou 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
1. Jlns rocynapCTBEHHOW perucTpaluu JEKapCTBEHHOIO Ipernapara Uil MEAUIHMHCKOIO
OPUMEHEHHS OPHINYECKOe JIUI0, JACUCTBYIOLIee B COOCTBEHHBIX MHTEpEcax MM YHOJHOMOYEHHOE
IPEJICTaBISITh UHTEPECHl JPYTroro IOPUAMYECKOTO JIMIAa U 3asBISAIONICE JIEKAPCTBEHHBIM IpernapaTr Ha
TOCYJapCTBEHHYIO pPETUCTpalMio (Jlajlee B HACTOALIeW cTaThe - 3asiBUTENb), IPEACTaBISET B
YIIOJHOMOYEHHBIN (heiepaabHblii OpraH MCIOIHUTEIbHONW BJIACTH, OCYHIECTBIISIOMINN TOCYAapCTBEHHYIO
PETUCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB il MEJUIIMHCKOTO MPUMEHEHHUS, B JIEKTPOHHON (popme 1 Ha
OyMa)XHOM HOCHTEJIE 3asiBJIEHHE O TOCYIapCTBEHHOW pPETUCTpallid JIEKapCTBEHHOTO Ipernapara Jyis
MEIUIIUHCKOTO TMPUMEHEHHs, a TaKKe B IOps/IKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (henepanbHbIM
OpraHOM HCHOJHUTEIbHOM BIACTH, B AJIEKTPOHHOM (opMe M Ha OyMa)XHOM HOCHUTEJEe HEOOXOIMMBbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCS PErHMCTpPallMOHHOE JOChe Ha JIEKapCTBEHHBIM Mpemapar s
MEAUIIMHCKOTO TPUMEHEHHUS.
Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacme 2 cmamovu 18 Hacmosweeo
DedepanbHo20 3aKOHA U3NOACEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 a.
Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. B 3asBieHUH O rOCYAapCTBEHHOM pPErUCTpalluy JEKapCTBEHHOIrO Mpernapara Jisi MEAUIIMHCKOTO
IPUMEHEHHUS YKa3bIBAIOTCH:

Wudopmanust 00 U3MEHEHUSX:
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IIynkm 1 usmenen c 1 aneaps 2018 2. - @edepanvusiii 3akon om 28 dexkabps 2017 2. N 425-D3

CMm. npedvloyuyro pedaKyuio

1) HaumeHOBaHUE, aJpec 3asBUTENS W MNPOU3BOJUTENS JIEKAPCTBEHHOTO Mpenapara s
MEIUIIUHCKOTO TPUMEHEHHUs, CBEICHUsI 00 MX PEerucTpaluy B KAa4eCTBE HAJOTOIUIATENBIINKA B CTPaHE
peructpauuu (s POCCUUCKHUX IOPUIUYECKHUX JIUI - WACHTU(DUKAIIMOHHBIM HOMEp HaJOoroIiaTeNbIIiKa
(MHH), nns MHOCTpaHHBIX IOPUAMYECKUX JIUI] - CTPaHa PETUCTPALli, HAUMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpalMOHHBII HOMEP, KOJI HAJIOTrOIUIaTeIbIINKA B CTPAHE PErucTpaluy (MHKOPIOPAuN) WK
€ro aHaJIOoT) M aJIpec MECTa OCYIIECTBIEHUS IIPOU3BOCTBA JIEKAPCTBEHHOIO IIpenapaTa (B ciaydyae HaJIu4us
HECKOJIbKMX YYaCTHUKOB IIpOIlecca €ro IMPOU3BOJICTBA HEOOXOJUMO YyKazaTh KaKJOTO0 YYacTHHUKA B
COOTBETCTBUU C OCYIIECTBISIEMOI CTaiuei MPOU3BOJICTBA);

2) HaMMEHOBaHHUE JICKAPCTBEHHOTO IMpenapara A MeIULIUHCKOTO IpUMEHEHUs (MEeXIyHapOIHOe
HENaTEeHTOBAHHOE, WM IPYIIIMPOBOYHOE, NI XUMHUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

3) mepedeHb JIEHCTBYIOIIUX W BCIIOMOTATENbHBIX BEIIECTB, BXOSIINX B COCTAaB JIEKAPCTBEHHOI'O
npemnapara Juisi MEJULUHCKOTO IPUMEHEHUS, C YKa3aHUEM KOJIMUYECTBA KaX/10r0 U3 HUX;

4) nexapctBeHHas ¢opMa, TO03UPOBKA, CHOCOOBI BBEACHHS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJUIUHCKOTO IPUMEHEHMUS;

5) (bapmakoTepaneBTHUECKAS rpynmma, KOJ AHAaTOMO-TEPANEBTUYECKO-XUMUYECKON
KJaccu(uKauy, pPEKOMEHJOBAaHHOW BcemupHOW opraHu3amueil 31paBOOXpAaHEHUS, 3asBIIsIEMbIC
MOKa3aHUs JJIs IPUMEHEHHUs JIEKapCTBEHHOT0 MpernapaTa JJisi MEIULUHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOJMMOCTH TPEAOCTABICHHUS OT4YETa O pe3yjibTaTaX KIMHUYECKOTO
UCCJICIOBAHMSI, WCCIEIOBaHUS OWOAPKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mperapara, pa3peleHHOro Jyis
MEIMIIMHCKOTO TipuMeHeHust B Poccuiickoii Meneparuu Oosiee IBAANATH JIET, C YKa3aHUEM HOPMATHBHBIX
MIPaBOBBIX aKTOB, MOATBEPKIAIOIIMX JAHHBIN CPOK TPUMEHEHNS;

7) HeobxomuMoCTh odopMiIeHUST pa3pelieHuss Ha BBO3 B Poccuiickyio denepaiuio KOHKPETHOM
NapTUU  3aperHCTPUPOBAHHBIX W (WJIM)  HE3apEeTUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IpelHa3HAYCHHBIX JJIS MPOBEICHMS IKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LIENSAX TOCYAapCTBEHHOM
pEruCTpalny;

8) HeoOXOAMMOCTh MPOBEACHUS SKCIEPTH3bl JOKYMEHTOB, NMPEACTABIECHHBIX AJIs ONpeAeieHUs
BO3MOKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar [ MEAMIMHCKOIO NPUMEHEHUs MpH
OCYIIIECTBJIEHUU T'OCYJJapCTBEHHON perucTpanuy B kKauecTBe op(haHHOTO JIEKAPCTBEHHOTO Mpernapara;

9) HEe0OXOUMOCTh MPUMEHEHHsI YCKOPEHHOM MpPOLelyphl SKCIEPTH3bI JIEKAPCTBEHHBIX CPE/ICTB B
LEJISIX TOCYJapCTBEHHOM perucTpaniy JIEKapCTBEHHOTO Mpernapara;

10) xomuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYAapCTBEHHOM MOITHHBI:

a) 3a MPOBEJEHUE DKCIEPTHU3bl JTOKYMEHTOB, MPEICTaBICHHBIX JJIS ONPEICIICHUS BO3MOXKHOCTU
paccMaTpuBaTh JIEKAPCTBEHHBIM MpenapaT i MEAUIMHCKOTO MPUMEHEHUS MpPU OCYIIECTBICHUH
roCy/1apCTBEHHOW PETUCTPAlLlMK B KaYeCTBE OP(PaHHOIO JEKApCTBEHHOTO Mpenapara;

0) 3a MpoBeleHHE 3KCIEPTU3bl KayecTBa JIEKApPCTBEHHOTO CPEACTBAa U SKCIEPTU3bI OTHOLICHMS
0’KHMJaeMOH TOJIb3bl K BO3MOYKHOMY PUCKY MPHUMEHEHUs JIEKapCTBEHHOTO IpenapaTa, pa3peieHHoro ajs
MeIUIUMHCKOro mpuMeHeHuss B Poccuiickoit ®enepanuu Oonee aBajuaTH JeT, NMPU OCYIIECTBICHUU
roCy/1apCTBEHHOW PETUCTPalliU JIEKapCTBEHHOTO Mpernapara;

B) 3a IPOBEICHHE DKCIEPTU3bl KAauecTBA JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTH3bl OTHOILEHUS
OKHJJaeMOH MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHS JIEKApCTBEHHOTO Mpenapara A MEAUIIMHCKOTO
MPUMEHEHUS [IPU €r0 TOCYAapCTBEHHOM pErucTpalniy;

I) 3a MPOBEACHHUE DKCHEPTU3bl KAauecTBa JIEKAPCTBEHHOT'O CPEJICTBA U DKCHEPTU3bl OTHOLICHHS
0’KM/Ia€MOM TO0JIb3bl K BO3MOKHOMY PUCKY NMPUMEHEHHUsI JIEKAPCTBEHHOTO Ipenapara Jjisi MEAUIIUHCKOrO
NPUMEHEHHUS, B OTHOIIEHWH KOTOPOTO IPOBEAEHbl MEXKIyHapOJHble MHOTOIIEHTPOBBIE KIMHUYECKHE
UCCIIEIOBAHMsI, YacTb M3 KOTOpbIX IIpoBeaeHa B Poccuiickoil denepanuu, npu  OCYIIECTBICHUU
roCy/1apCTBEHHOW PETUCTPAllUU JIEKApCTBEHHOTO Mpernapara;

11) Hanuume coryacus HPOU3BOIUTEINS JIEKAPCTBEHHOIO Ipenapara, MPOM3BOACTBO KOTOPOIO
ocymiecTsisiercss 3a npeaenamu  Poccuiickonn  ®enepanuu, Ha POBEACHHE HWHCIEKTHPOBAHUSA
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IPOM3BOIUTENS HA COOTBETCTBUE TPEOOBAHUSAM IIPABIII HAJIEKAIIEH IPOM3BOJICTBEHHOM MPAKTHKH;

12) Hanu4aue coryacus, MPeAyCMOTPEHHOTO YacThio |8 HACcTOAIICH CTaThy;

13) yka3zanwe BHAA JIEKAPCTBEHHOTO IperapaTra, MPEACTAaBIEHHOIO Ha PETUCTPAIUIO
(pedbepeHTHBINE  JEKApCTBEHHBIM  MpemapaTr,  BOCIPOM3BEICHHBIM  JIEKAPCTBEHHBIH  Ipemnapar,
OMOJIOTHYECKHA JIEKApCTBEHHBI TpernapaTt, OM0aHAIOTrOBBIN (OMONMOJ00HBIN) JEKapCTBEHHBIN Mpenapar
(6buoanaior), romeonaTU4YECKH IEKapCTBEHHBIN Mpernapar, JIeKapCTBEHHBIN pacTUTEIbHBIN Mpernapar).

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-@3 uwacme 3 cmamovu 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 saneaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
3. PeructpanmnoHHOE J0OChE Ha JICKAPCTBEHHBIN Mpernapar uisi MEJIUIUHCKOTO TPUMECHEHUS
peocTaBisieTcs: B popMe 00IIeTr0 TEXHUIECKOTO JOKYMEHTA.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 wacme 4 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
4. Paznen JOKyMEHTAIMH aJIMAHUCTPATHBHOTO XapaKTepa BKIOYAET B ceOs:
1) 3asBIEHUE O TOCYIAPCTBEHHON PETHCTpAIMH JICKApPCTBEHHOTO IMpernapara Juisi MEIUIUHCKOTO
NPUMEHECHHUS B DJIEKTPOHHOH opMe U Ha OyMaKHOM HOCHUTEIIE;
2) KOmWIO JIOKyMEHTa Ha PYCCKOM s3bIKE, 3aBEPCHHOTO B YCTAHOBICHHOM IIOPSJIKE |
MOJTBEPKIAIOIICTO MMPABOMOYHOCTh 3asBUTEINS I10/IaBaTh 3asBICHHE O TOCYIApCTBEHHOH pPErucTpanuu
JICKapCTBEHHOTO TIperiapara Jyisi MeIUITHHCKOTO MPUMEHEHHS (JOBEPEHHOCTB);

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

3) cBeseHUs O JaTe MPEJOCTaBICHHUS M PETHCTPAlMOHHOM HOMEpE JIMIIEH3WH Ha TPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEICHUS O JaTe MPEJOCTABICHHS U PETUCTPAIMOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBMM TPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM TPaBU  HaAJEKaleh
MPOU3BOJICTBEHHOM MPAKTUKH, BBIJAHHBIX (ITPEIOCTABIECHHBIX) YIIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM
VCIIOJIHUTEJIBHOM BJIACTH B OTHOLIEHHUH IIPOU3BOICTBEHHOM IIJIOIIAJKNA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npernapara, B ciiydae, €clii MPOM3BOJCTBO JIEKAPCTBEHHOrO MpemnapaTra OCYIIEeCTBIsAeTcs B Poccuiickon
®Denepauuu;

Wndhopmarist 06 n3MEHEHUSX:

Ilynkm 4 uzmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

4) KONUIO MPETOCTABICHHOW YIMOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOW3BOAMTENS JUIIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapara 1 ee MepeBoj Ha PyCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
MOPSIIKE, a TaKXKe KOMUI0 3aKIIOUYCHUS] O COOTBETCTBHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSM TpaBWJI HAAJEXKAIIeH TPOU3BOJACTBEHHOW TMPAKTUKHU, BBIAAHHOTO YIOJTHOMOYEHHBIM
dbenepaqbHBIM OPTaHOM HCHOJIHUTEIHFHONM BIIACTH B OTHOIICHWH TIPOM3BOACTBEHHOW TIJIOMIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TperapaTa, WM KOMHUIO PEHIeHHUs YIMOJTHOMOUYEHHOTO (henepanbHOro
OopraHa HWCTOJHUTEIBLHON BJACTH O TPOBEICHUHM HWHCIEKTHUPOBAHMS TPOW3BOIUTENS JIEKAPCTBEHHBIX
CpPeACTB, B clly4yae, €CJIM IMPOM3BOACTBO JEKAPCTBEHHOI'O Mperapara OCYIIECTBISIETCS 3a MpeAesiaMu
Poccuiickoit ®exneparnuu;

5) TOpOeKT HHCTPYKUMU TO MEIUIHUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOIO Ipemnapara,
coeprKallei Cleayrnme CBeICHUS:

a) HaMMEHOBaHWE JICKAPCTBEHHOTO TpemapaTa (MEXIyHapOoJHOE HEMaTeHTOBAHHOE, WU
TPYIIIUPOBOYHOE, WIIH XUMUUYECKOE U TOPTOBOE€ HAUMEHOBAHHUS );
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0) nekapcTBeHHas popMa ¢ yKazaHHMEM HAaMMEHOBAHUN M KOJMUYECTBEHHOT'O COCTaBa JCHCTBYIOLINX
BEIIECTB M KAUeCTBEHHOI'0 COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MpU HEOOXOIUMOCTH KOJIMUYECTBEHHOTO
COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) OIKMCaHUE BHEIIHETO BU/IA JIGKAPCTBEHHOTO Mpenapara Jjsi MeIULIUHCKOrO TPUMEHEHHUS;

r') (PU3UKO-XUMHUYECKUE CBOMCTBA (715 paxnodapMarieBTUYECKHX JIGKAPCTBEHHBIX MPETapaToB);

n) GapmakoTepaneBTHUECKas TpyIa, KOJ JEKapCTBEHHOIO Mpenapara JJisi MEAUIIMHCKOTO
MPUMEHEHHUS 110 aHATOMO-TEPANeBTHYECKO-XUMHUYECKON KIIacCU(UKAIINU, PEKOMEHI0BaHHON BcemupHOii
OpraHu3alel 31paBoOXPaHEHHUs, WM yKa3aHue "TOMeonaTHYeCKUi JIeKapCTBEHHbIN rpenapar’;

e) ¢dapmakoguHamuKka W (apMaKOKMHETHKa (32  HCKIIOYeHHEeM  (papMaKOKWHETUKU
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PaCTUTENbHBIX JIEKapCTBEHHBIX MIPENapaToB);

) TTOKa3aHMsl ISl IPUMEHEHMUS;

3) IPOTUBOIOKA3aHUs JIJIsl IPUMEHEHUS;

1) MEpBI [IPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) yKa3aHH€ BO3MOXXHOCTH M OCOOCHHOCTEH MPUMEHEHHs JIEKapCTBEHHOrO TMpemnapara A
MEAMIMHCKOTO MNPUMEHEHUS OEpeMEHHBIMU O KCHIIMHAMH, JKEHIIMHAMU B [EpUOJ TPYJHOTO
BCKapMJIMBAHMUSI, IETHbMH, B3POCIIBIMU, UMEIOIIUMU XPOHHUECKHE 3a00JIeBaHUS;

J) PeKUM JTO3UPOBAHHUS, CIIOCOOBI BBEACHUS M MPUMEHEHUS, IPU HEOOXOIUMOCTH BpeMs TpuemMa
JICKapCTBEHHOT'O MperapaTa A MEAUIIMHCKOTO MIPUMEHEHHSI, TPOIOJKUTENIHOCTD JICYSHHUSI, B TOM YHCIIE
y A€TEN JO U MOCIIE OJJHOTO roja;

M) BO3MOXKHBbIE HEKENATEJNbHbIE pEaklUd TpU MPUMEHEHHU JIEKapCTBEHHOTO Mpernapara A
MEAMLIMHCKOTO IPUMEHEHHS;

H) CUMIITOMBI TIEPEI03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIY IPU EPET03UPOBKE;

0) B3aMMOJIEICTBHE C APYTUMH JIEKAPCTBEHHBIMU NpenapaTaMu 1 (W) MUIIEBbIMU IPOAYKTAMU;

1) GopMBbI BBITYCKA JIEKAPCTBEHHOT'O MIPerapara;

p) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEH IEHCTBHS JIEKapCTBEHHOIO Ipernapara s
MEAMIMHCKOTO IPUMEHEHHUS TP NIEPBOM IIPUEME UJIU TIPU ETO OTMEHE;

c) omucaHue (Mpu HEOOXOAMMOCTH) JNeHcTBUII Bpaua (¢enpamepa) u (WiM) NanueHTa MOpu
IPOIyCKE IpHUEMa OJHOM WJIM HECKOJBKHMX J103 JIEKapCTBEHHOIO IIpernapara JUisi MEIULUHCKOTO
PUMEHEHUS;

T) BO3MOJKHOE BIIMSHHE JIEKQpCTBEHHOIO Ipenapara il MEIUIMHCKOrOo IIPUMEHEHHs Ha
CIIOCOOHOCTH YIPABIISATh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU;

y) CpPOK TOAHOCTM M YyKa3aHHME Ha 3alpeT IPUMEHEHHs JIeKapCTBEHHOIO Ipernapara Juls
MEAMIIMHCKOTO MPUMEHEHHUS 110 UCTEYEHUH CPOKa FOJIHOCTH;

&) ycnoBus XpaHeHuUs;

X) yKa3zaHue Ha HEOOXOAMMOCTh XpaHEHHs JIEKapCTBEHHOrO Ipernapara Uisi MEIULUHCKOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIHBIX I JETEH;

1) yka3zaHue (Ipu HEeOoOXOIUMOCTH) CIELUUATbHBIX MEP MPEIOCTOPONKHOCTU NMPU YHUUTOKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENAPATOB I MEAUIIMHCKOIO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

1) HAMMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJOK MPOU3BOIUTENS JIEKaPCTBEHHOTO
npemnapara;

II) HaMMEHOBAaHWE, aJpec OpraHU3alluH, YIOJIHOMOYEHHOW JepXaTeileM WIM BlajeiblieM
PEruCTPaIlIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOIO Ipernapara Ui MEIUIIMHCKOTrO NMPUMEHEHHs Ha
NPUHATHE MIPETEH3UI OT MOTPeOUTENIS;

6) MHCTPYKIIMIO 110 METUIUHCKOMY MPUMEHEHUIO WIN KPaTKyl0 XapaKTepUCTHKY JIEKapCTBEHHOTO
npernapara, yTBEpXkACHHbIE B CTpaHe IPOU3BOINUTEIS;

7) MPOEKThl MAKETOB MEPBUYHOI YIMAKOBKM M BTOPUYHON YHNAKOBKM JIEKAPCTBEHHOTO IpernapaTa
JUISL MEJULIUHCKOTO IPUMEHEHMS],

8) MpOEKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMAaTHBHOTO JOKYMEHTa Ha JI€KapCTBEHHBII
npenapar JUisi MEAMIIMHCKOTO MpUMEHEHHs T100 yKa3zaHHe COOTBETCTBYIOIIEH apMaKONeHHOM CTaThu;
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9) mOKyMEHT, cojaepKalui MHPOPMAIIUI0 O HAIWYHHM MM 00 OTCYTCTBHH (DAaKTOB PErHCTpaldd
JIEKapCTBEHHOTO Ipernapara Al MEJUIIMHCKOro IpUMeHeH s 3a npenenamu Poccuiickoil denepannu;

10) xomuu IOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOpPSAKE M MOATBEPXKIAIOMMX (HaKT
perucTpalyy JIEKapCTBEHHOI'O IpenapaTa B MHOCTPaHHBIX TOCyJapcTBaXx B KadyecTBE Op(aHHOIro
JEKapCTBEHHOT'O IIPENnapara;

11) mnnan ynpaBieHHsT pUCKaMU Ui OMOJOIMYECKMX JICKApCTBEHHBIX IpenapaToB JUls
MEIUIIUHCKOTO TIPUMEHEHHS;

12) nokymeHT o cucreMe (papmMakoHaa30pa JepiKarens WIM BIaJesbllda PEruCTPALMOHHOTO
yOCTOBEPEHHs JIEKApPCTBEHHOI'O IIpenapara;

13) 1OKyMEeHT, MOATBEPKIAIOIIMI KayeCTBO JIEKAPCTBEHHOI'O Ipernapara TPeX MPOMBIIUICHHbBIX
cepuii (IIPOTOKOJ aHAJIN3a WIN CepTU(UKAT aHaNIn3a), OHA CEPHsI KOTOPOTO J0JDKHA COBHAATh C cepuei
o0Opa3la JIEKapCTBEHHOro IIpernapara s MEIMLIMHCKOTO IPUMEHEHMs, NpPEeICTAaBICHHONO0 Ha
rOCyJapCTBEHHYIO PETHCTPALUIO.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oOexkabps 2014 2. N 429-D3 wacme 5 cmamvu 18 nacmosiwyezo
DedepanbHoc0o 3aKOHA UBN0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
5. Paznen xumudeckoi, GpapManeBTUYECKOW M OMOJOTMYECKON JTIOKYMEHTAlUU BKIIIOYAeT B cels
JOKYMEHTBI, cojiepkaiine nHhopManuio o GpapManeBTHYeCKol CyOCTaHIIUU U JIEKapCTBEHHOM IIpernaparte
JUIE MEAMIIMHCKOTO TPUMEHEHUs, MPOLECCe €ro MPOU3BOACTBA W METOAAaX KOHTPOJS KavyecTBa, B TOM
YHCIIe:

Undopmarust 06 n3MEHEHUX:
Ilynkm 1 uzmenen c 28 oexabps 2019 e. - @edepanvusiii 3axkon om 27 dekabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio

1) Komuio JOKyMEHTa, COJepXallero ciueayouyw HHpopMamuio o dapManeBTHYECKON
cyOcTaHIMM WK (papManeBTUUYECKUX CyOCTaHIUSAX, BXOASIIMX B COCTaB JIEKAPCTBEHHOTO IMpenapara, 3a
UCKJIIOUeHHEeM HHpopMalnuu o (apMaleBTHUECKUX CyOCTaHIUAX, BKIIOYEHHBIX B TOCYIAapCTBEHHBIN
peecTp JEeKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThel 34 Hactodmero deaepaibHOro 3akoHa:

a) HaUMEeHOBaHMe (apMaleBTUUECKON CYOCTaHINH, €€ CTPYKTypa, o0II1e CBOUCTBA;

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTES;

B) TEXHOJIOTHsI MPOU3BO/CTBA C ONMMCAHMEM CTaJUi MPOM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTauAX MPOU3BOJCTBA;

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;

1) ONMCaHNE KOHTPOJISI KPUTUYECKUX CTAJUI MPOU3BOICTBA U MPOMEXKYTOUHOM MPOTYKIUY;

€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaIUIAIM) IPOLIECCOB U (MJIM) UX OLIEHKA,;

) CBOMCTBA U CTPYKTYpa JeHCTBYIOIUX BEIIECTB;

3) XapaKTepUCTHUKa pUMeECe;

1) cnenudukanys Ha (papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBaHHE;

K) AaHaJUTUYECKHME METOJMKH, HCIOJIb3yeMble TpPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
(bapmarnieBTUYECKON CyOCTaHIINH;

J) NOKYMEHTaJIbHOE MOJATBEPKICHHUE (BaJMJAIMsl) aHATUTHYECKUX METOAMK, UCIOJIb3YyEMBIX MPHU
OCYILECTBICHHUH KOHTPOJIS KauecTBa (papMalieBTUUECKOi cyOCcTaHIInY;

M) pe3yJIbTaThl aHAJIN3a CEPHil (hapMarleBTUUECKON CyOCTaHIIHNH;

H) MepeyYeHb CTAaHJAPTHBIX 00Pa3LIOB MIIM BEIECTB, UCIOIb3YEMBIX IPU OCYILIECTBICHUH KOHTPOJIS
Ka4yecTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaTEPHUAJTIOB U YKYIIOPOYHBIX CPEACTB;

1) JaHHBIE O CTAa0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;

P) CPOK rOJTHOCTH;

Wudopmanust 06 U3MEHEHHUSAX:

14.09.20233 Cuctema 'APAHT 44/152


http://ivo.garant.ru/document/redirect/70826338/1104
http://ivo.garant.ru/document/redirect/70826338/42
http://ivo.garant.ru/document/redirect/57503073/185
http://ivo.garant.ru/document/redirect/73355363/111
http://ivo.garant.ru/document/redirect/77688020/1851

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

Yacms 5 oonoanena nynkmom 1.1 ¢ 28 dexabps 2019 2. - @edepanvhsiii 3axkon om 27 dexkabps 2019 e.
N 462-D3

1.1) B orHomeHHH (apMaleBTHUECKUX CyOCTaHIMH, BXONAIIMX B COCTAaB JIEKAPCTBEHHOTO
mpenapata M BKJIIOYEHHBIX B TOCYAAPCTBEHHBIM PEECTp JIEKApCTBEHHBIX CPEICTB B COOTBETCTBUU CO
crateeil 34 Hacrosimero denepalibHOrO 3aKOHA, - KOMHUS JOKYMEHTa, COIEPKaIIEro CIeAYIOIIYIO
uHpopMaIuo:

a) HaMMeHOBaHMe papMaleBTUIECKOM CyOCTaHINH, €€ CTPYKTYpa, OOIIHe CBONCTBA;

0) HaMMEHOBAHUE U a/IPEC MPOU3BOAUTEIS;

B) pe3y/bTAThl aHATN3a cepuid (hapMarieBTHUECKON CYOCTaHIINH;

') CPOK F'OJTHOCTH;

2) JOKYMEHT, COJICpKallMi CIeIyloIue CBEIEHUS O JIeKapCTBEHHOM Ipernapare Jyis
MEAUIIMHCKOTO TPUMEHEHUS:

a) OMMCaHMUE U COCTAB JICKAPCTBEHHOT'O Mpenapara it MeIUIIMHCKOTO IPUMEHEHUS;

0) omucanue QapmaneBTUYSCKON pa3paboTku (0O0OCHOBaHHME BBIOOpPA COCTaBa, IEPBUYHOMN
YIIaKOBKU U UHOTO);

B) TEXHOJIOTHS MPOU3BOJICTBA C OMUCAHHEM CTaJIUN MPOU3BOJCTBA U METOJOB KOHTPOJIS HA BCEX
CTaJusIX IPOU3BOJICTBA,

I) ONHWCaHWE KOHTPOJS KPUTHYECKUX CTaguil Ipoliecca IMPOU3BOJACTBA M MPOMEKYTOUHOM
IPOJLYKLIHH;

1) HAUMEHOBAHHUE M aJpec MEeCTa OCYIIECTBICHHs MPOU3BOACTBA JIEKAPCTBEHHOTO Mperapara s
MEIUIIUHCKOTO TMpPHUMEHEHHs (B ClIy4ae HaIM4YUs HECKOJBKMX YYAaCTHHMKOB IIpOIEcca IMPOM3BOJCTBA
HEOOXOIMMO YKa3aTh KaXKIOT0 U3 HUX);

e) ¢apmaneBTUYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKHY;

3) MaTepuaIbHbIA OajlaHC 1715 MPOU3BOACTBA CEPUH FT'OTOBOTO MPOIYKTa;

1) OMMCAaHUE XapaKTEPUCTHK U CBOMCTB YIAaKOBOYHBIX MAaTEPUAJIOB M YKYITOPOUHBIX CPEJICTB;

K) JOKYMEHTaJIbHOE MOATBEPkKACHNE (BaluIalusl) MPOLECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;

J) TpeOOBaHUS K KayecTBY BCIOMOTaTeNbHBIX BEIIECTB (cepTUdUKAT, cneuudukanus Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA U UX 00OCHOBAHUE);

M) aHaJUTUYECKHE METOJIUKH, HCIONb3yeMble MpPHU OCYIIECTBICHUH KOHTPOJS KadecTBa
BCIIOMOTATEIHBIX BEUIECTB;

H) JIOKyMEHTAJIbHOE MOJTBEPXk/IECHUE (BaJIHMIAIMs) aHATUTUHYECKUX METOJUK, UCHOIb3yEMBIX MpPHU
OCYIIECTBIICHIUH KOHTPOJISI KAYeCTBA BCIIOMOTaTEIbHBIX BEIIIECTB;

0) uH(oOpMalus 00 HCMOIb30BAHUM BCIIOMOIATENIbHBIX BELIECTB YEJIOBEYECKOIO M KHUBOTHOTO
IPOMCXOXKICHUS;

1) nHpopmanus 00 UCIOIb30BaHUH HOBBIX BCIIOMOTATENIbHBIX BEILECTB;

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOTO IIpernapara sl MEIHIIMHCKOTO IPHMEHEHHS
(ceptuuxkar, cnenudukanys Ha JeKapCTBEHHBIH Mpenapar ¥ UX 000CHOBaHUE);

C) aHATUTHYECKHE METOAMKH, WCIOIb3YeMble TIPH OCYIIECTBICHHUH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS;

T) JOKYMEHTAJIBHOE TOATBEPKICHNUE (BAIHUIANNS) aHATUTHYECKUX METOAUK, UCMOIB3YEeMBIX MPH
OCYILECTBIIEHMH KOHTPOJISI KauecTBa JIEKapCTBEHHOTO IpenapaTa Ui MEUIUHCKOTO IPUMEHEHHUS;

y) pe3yJbTaThl aHAJM30B CEPUI JIEKAPCTBEHHOTO TpernapaTa JUisi MEMIIMHCKOTO TPUMEHEHHS;

&) xapakTepucTHKa puMecei;

X) TIepeueHb CTaHIApPTHBIX O00pa3IOB, HCIIOJIB3YEMBIX INPH OCYHIECTBICHHH KOHTPOJIS KadecTBa
JIEKapCTBEHHOT O Mpenapara JJisi MEIUIIMHCKOTO IPUMEHEHUS;

1) JAaHHBIE O CTAOMJIIPHOCTH JICKAPCTBEHHOTO TIperapara JUisi MEAUIIMHCKOTO MTPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 6 cmamovu 18 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, scmynarowell 8 cuiy ¢ 1 aneaps 2016 .
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
6. Paznen ¢dapmakonornyeckoil, TOKCUKOJIOTHYECKONW TOKYMEHTAllMU BKIIIOYAET B ce0sl OTUETHI O
pe3ysbTarax JOKJIMHUYECKUX MCCIEA0BAHUMN JIEKAPCTBEHHOIO CPEACTBA JUIsl MEAUIIMHCKOTO IPUMEHEHUS,
B TOM YHCIIE:
1) otuer 0 papMaKOAMHAMHYECKUX HUCCIICAOBAHUSIX;
2) otueT 0 hapMaKOKMHETHUECKUX HCCIEA0BAHUSAX;
3) OTYET O TOKCUKOJIOTHUYECKUX MUCCACTOBAHMSIX.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKOHA 0ONoOIHeHa wacmoio 7, scmynaroweil 6 cuny ¢ 1 sneaps 2016 e.

7. Paznen KIMHUYECKOW NOKYMEHTAlMU BKJIIOYAeT B c€0sl OTYETHI O pe3yibTaTaX KIMHUYECKUX
UCCJIEIOBAaHUM JIEKaPCTBEHHOT'O IIpernapara Jyuisi METUIIUHCKOTO MPUMEHEHHS], B TOM YHUCIIE:

1) ordersl 00 WuCCIEIOBAaHHUIX OWOMOCTYTHOCTH U OHMOIKBHUBAICHTHOCTH, WCCIEIOBAHUSX,
YCTaHABIMBAIOIIUX KOPPEJSAIUIO PE3YyIbTATOB, IOJYYEHHBIX B YCIOBUAX 1n Vitro u in vivo;

2) oTueThl 0 (PapMaKOKMHETUICCKUX HUCCIICIOBAHMSIX;

3) otueTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAHUSX;

4) OTYETHI O KIIMHUYECKUX HCCIIEOBAHUAX Y(PPEKTUBHOCTH U OE30IaCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHUS (ITPHU HATHYWH ).

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKOoHa 0onoanena yacmoio 8, scmynaroweil 6 cuny ¢ 1 saneaps 2016 e.
8. TpeboBanus k 00beMy HH(DOPMAINK, PEIOCTABISIEMON B COCTaBE PETMCTPAIMOHHOTO JIOCHE,
JUTSL OTJICIBHBIX BUJIOB JICKAPCTBEHHBIX MPENApaToB ISl MEAWIIMHCKOTO TPUMEHEHHUS YCTaHABIMBAIOTCS
YIIOJIHOMOYEHHBIM ()e/IepalibHbIM OPTaHOM UCTIOJTHUTEIIBHOM BIIACTH.

Undopmarris 06 n3MEHEHUAX:
Yacms 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

9. B oTHOIIEHUHU JEKapCTBEHHBIX NMPENapaToB, Pa3pelICHHBIX JJI MEIUIMHCKOTO MPUMEHEHHS B
Poccuiickoit @enepanun Oojee ABagIaTH JIET U B OTHOIIEHHWH KOTOPBIX HEBO3MOXKHO IPOBEACHUE
MCCJIEJOBAaHUM X OMO3KBUBAJIEHTHOCTH (32 UCKIIOYEHHEM OMOJIOIMYECKUX JIEKAPCTBEHHBIX MPENaparoB),
JIOIyCKAeTCsl BKIIIOYEHUE B COCTaB pasjiena (papMakoJIOrHuecKOi, TOKCUKOJIOIMYECKONH JOKYMEHTAuN U
paszena KIMHUYECKOW JOKYMEHTAallud BMECTO OTueTa pa3paboTdyvka O pe3yjapTaTaX COOCTBEHHBIX
JOKJIIMHUYECKUX HMCCIIENOBAHUM JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX MCCIIECIOBAHMM JIEKAPCTBEHHBIX
IpenapaToB A MEIULUHCKOrO NMPUMEHEHUs 0030pa HaydHbIX paboOT O pe3yibTaTax JOKIMHUYECKUX
WCCIIEOBAHUM JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX MCCIEIOBAHMM JIaHHBIX JIEKAPCTBEHHBIX
IIPEnapaToB, B TOM YHCJIE BKIIIOYAs OIBIT UX MOCTPETUCTPALMOHHOTO IPUMEHEHUSI.

Wndopmarys 06 n3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweeo Dedepanbroco
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

10. Ilpu rocyaapCTBEHHOW PErucCTpalMM BOCHPOU3BEACHHBIX JEKAPCTBEHHBIX IpENnapaToB AJis
MEJUIIMHCKOTO TPUMEHEHMsI JIOMYCKAeTCsl BKIIOYEHHE B COCTaB pasnena (GapMaKoIOTHIECKOH,
TOKCUKOJIOTMYECKOM JIOKYMEHTAallMM M pa3fena KIMHUYECKOM JOKYMEHTaluh BMECTO OTueTa
pa3paboTunkKa O pPe3yJbTaTax COOCTBEHHBIX JOKIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB
0030pa Hay4HbIX pabOT O pe3yiabTaTax MAOKIMHUYECKHX HCCICTOBAHHA pedEpEeHTHOTO JIEKAPCTBEHHOTO
nmpenapara ¥ IpeICTaBICHHE BMECTO KIMHUYECKHX HCCIEOBAaHUN B MOJHOM OOBEME, YCTaHOBICHHOM
pa3enoM KIMHUYECKOW JTOKYMEHTAIlMHM, OTYeTa O pe3yjbTaTax HCCICIOBAaHUNM OHOIKBUBAIICHTHOCTH
BOCTIPOM3BEJICHHOTO JICKAPCTBEHHOTO TMpemnapara i MEIUIUHCKOro npumMeHeHus. He TpeOyercs
IpEeJCTaBICHUE OT4eTa O pe3yiabTaTax WCCIeIOBaHUN OHOIKBUBAJIEHTHOCTH BOCIPOU3BEAECHHOTO
JIEKapCTBEHHOIO Tpenapara il MEAUIIMHCKOTO MPUMEHEHHUS, €CIIM PErUCTPUPYIOTCS BOCIIPOU3BEICHHBIE
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JIeKapCTBEHHBIE MPENapaThl Uil MEIUIIUHCKOTO IPUMEHEHUS, KOTOPBIE:

1) nmpenHasHaueHbl AJI MAPEHTEPAIBHOIO (IOJKOKHOTO, BHYTPUMBIIIEYHOI'O, BHYTPHUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHApHOTO) BBEACHUS U
IPEICTaBISIOT cO00M BOAHBIE PACTBOPHI;

2) npeICTaBISIIOT COOOH PacTBOPHI AJIsl NEPOPATILHOTO PUMEHEHMUS;

3) npou3sBenieHsl B OpME NOPOLIKOB UM JHO(DUIN3ATOB Ul IPUTOTOBICHUS PACTBOPOB;

4) SIBASIOTCS ra3amu;

5) ABJSIOTCA YIIHBIMU WM IJIa3HBIMM JIEKAPCTBEHHBIMU IpenapaTaMy, IpOU3BEAEHHBIMU B (hopMe
BOJIHBIX PACTBOPOB;

6) npenHa3HA4YEHbl [l MECTHOT'O IPUMEHEHHsSI U IIPUTOTOBJIEHBI B (hOpMe BOJHBIX PACTBOPOB;

7) mpencTaBIsAOT cO00i BOAHBIE PACTBOPHI JUIS UCIIONIB30BaHUS B (HOPME MHTAISIUNA C TTIOMOIIBIO
HeOynaii3epa WK B Ka4eCTBE Ha3aJIbHbBIX CIPEEB, IPUMEHAEMBIX C IOMOILBIO CXOIHBIX YCTPONUCTB.

Wndopmarius 06 M3MEHEHUAX:
Yacms 11 usmenena c 22 oexaops 2020 e. - Dedepanvuwiii 3axkon om 22 oexaops 2020 2. N 444-D3

CMm. npedvloywyro pedaKyuio

11. Jns cinydaeB, yka3aHHbIX B mnyHktax | - 3, 5 - 7 wactu 10 HacTosimed cTaThu,
BOCIIPOM3BEJICHHBIN JICKAPCTBEHHBIM mpenapar Juisi MEAUIUMHCKOrO IMPUMEHEHHs JOJDKEH COJEpKaTh
TaKHe K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX KE KOJIMYECTBAX, KaK U pedepCHTHBIN JICKapCTBCHHBIN
npenapar. Ecam cocTtaBel BCIIOMOIaTelIbHBIX BEUIECTB PA3IMYAOTCS, 3asBUTEIb JOJKEH IPEICTaBUTh
JI0KA3aTeJIbCTBA TOTO, YTO HCIMOJb3YEMBbIE B JAHHBIX KOHUEHTPALMSAX BCIOMOTATENIbHBIE BELIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (wiH) 3¢pGEeKTUBHOCTh JIEKAPCTBEHHOI'O Mpernapara Ui MEIUIIMHCKOTO
npuMeHeHus. B cinydae, ecnu 3asBUTENIb HE MOXKET MIPEACTABUTH TAKUE JI0KA3aTEIbCTBA U (UJTM) HE UMEET
JIOCTYIIa K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOLME HCCICAOBAHUS IS
JI0KA3aTeJIbCTBA OTCYTCTBUSI BJIMSIHHUSL PA3HbIX BCIOMOTATENIbHBIX BEMIECTB WJM BCIIOMOTATEIbHBIX
YCTPOMCTB Ha 0e30macHOCTh U (WiH) 3(PPEeKTUBHOCTH JEKAPCTBEHHOTO MperapaTa AJi MEIUIUHCKOTO
MIPUMEHEHHUS B COOTBETCTBUU C aKTaMH, COCTABIISIIOIIUMH TTpaBo EBpa3uiickoro SKOHOMHUYECKOTO COKO3a.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamos 18 nacmoswezco Dedepanvroco
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 2.

12. Tlpm rOCYAapCTBEHHOM  pErUCTpaliii  KOMOWHAIMA  paHee  3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENnapaTroB sl MEAUIUHCKOTO TPUMEHEHHUS I0MYCKAETCs BKIIOUEHHE B COCTAB pa3jena
(bapMaKoJOTUYECKONW, TOKCHUKOJIOIMYECKONM JOKYMEHTAllMM U pas3jefia KJIWHUYECKOW JIOKyMEHTaluU
BMECTO OTuYeTa pa3paboTymMka O pe3ylbTaTaXx COOCTBEHHBIX JOKIMHUYECKUX HCCIIeTOBAaHUMN
JIEKapCTBEHHBIX CPEACTB 0030pa Hay4yHbIX paboOT O pe3yapTaTax JOKIMHUYECKUX HCCIIeI0BaHUMN
pedEepeHTHBIX JIEKAPCTBEHHBIX TMPENaparoB, BXOASIIMX B COCTaB KOMOWHAIIUU JIEKAPCTBEHHBIX
[IpenapaToB, ¥ 00 OTCYTCTBUU UX B3aUMOJICHCTBUS B OJJTHOM JIEKapCTBEHHOM (hopMe.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweco Dedepanbroco
3aKoHa oonoanena yacmoio 13, ecmynaroweti 6 cuny c 1 aneaps 2016 e.

13. Ha okcmepTusy pasiuyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKapCTBEHHOTO
npenapara Juisi MEIMIMHCKOTO TPUMEHEHUs 3asBUTENb MPEJCTABIsAET OTAEIbHbIE 3asBIICHUS U
perucTpalnoHHbIe JOChe Ha KaXylo JIeKapcTBEHHYI0 (popmy. Ilpu ycnoBum ogHOBpeMEHHON MOJa4u Ha
9KCHEPTU3Y OJHOM JIEKapCTBEHHOH (OPMBI C pa3IMYHBIMU JI03UPOBKOM, KOHIIEHTpauuei, oO0beMom
3asiBUTEIIb MPEACTABIISET OAHO 3asBJICHHE U PETUCTPALMOHHOE I0ChE C MPUIIOKEHHEM MAKETOB YIIaKOBOK
Ha KaXIYIO J03UPOBKY, K&KAYI0 KOHIIEHTPAINIO, KAXKAbII 00beM U KaX/10€ KOJIUYECTBO /103 B YIIAKOBKE.

Wudopmanust 00 U3MEHEHUIX:

Deodepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo DedepanvHoco
3aKoHa donoanena yacmoio 14, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.
14. Tlpu rocymapCTBEHHOW perucTpanuud Op¢paHHOTO JIEKAPCTBEHHOTO IMpermapaTa 3asBUTEINb
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npezcTaBisieT nHpopMaIHio, HeOOXOAUMYIO 1751 GOPMHUPOBAHUS pa3zesa KIMHUYECKOH TOKyMEHTalluu, B
00bemMe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (pe/IepabHbIM OPraHOM HCIIOJHUTEIbHON BIACTH.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 o. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoio 15, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

15. Ilpu perucrtpanuu OHOJOTHYECKOrO JIEKAPCTBEHHOI'O Ipenapara, MOJyYeHHOTO U3 KPOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE€ PErMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIN IpemnapaTr yis
MEAMIMHCKOTO MPUMEHEHHUS JOJKHBI OBITh MPEACTAaBICHBI JOMOJIHUTEIBHO:

1) B pasmene JOKyMEHTalMM aIMHHHCTPATUBHOTO XapakTepa JOKYMEHT, COJepKalluii
uHpopmaruo o cyobekTax oOpaleHus JOHOPCKON KPOBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, IJie OblIa
ocyliecTBlieHa JAoHanus (KpoBH M (WJIM) TUIa3Mbl KPOBH), a TaKkKe JaHHbIE 00 WHQEKIIMOHHBIX
3a00JIeBaHUSAX, NEPENAIOUINXCA MapeHTepaIbHbIM IyTeM, HUH(pOpMalus O CyObeKTax oOpalieHus
JIOHOPCKOM KpOBM M (MJIM) €€ KOMIIOHEHTOB, B OTHOLICHHH KOTOPBIX OCYIIECTBIISETCS KOHTPOIIb
JIOHOPCKOM KPOBU U (MJIHM) €€ KOMIIOHEHTOB;

2) B pazaernie XUMUYECKOH, (hapMareBTHUECKONW U OMOJIOTHYECKON JOKYMEHTAIUH:

a) KPpUTEpUU U CIOCcOoObl 0TOOpa, TPAHCIIOPTUPOBAHUS M XPAHEHUS JTOHOPCKOM KPOBU U (WIIH) ee
KOMITOHCHTOB;

0) pe3yabTaThl HCCIeI0BaHUNH OTOOPaHHBIX JOHOPCKOW KPOBU M (WJIM) IJIa3MbI KPOBU U IIYJIOB Ha
Hammune Bo3OymuTeneil uHEKnuWil, BKIO4as wHPOpManmuio 00 HCIONB30BaHHBIX  METOAMKAX
UCCIIEIOBAaHUM W B CIlydyae MHCCIEAOBAaHUS IIyJOB IJ1a3Mbl KPOBU PE3YJIbTAaThl JOKYMEHTaJIbHOTO
MOITBEPKICHUS (BTHIAINH ) UCTIOJIB30BAHHBIX METOIHK;

B) TEXHMUYECKHE XapaKTEPUCTUKHU YIIaKOBKH I OTOOpa JOHOPCKOM KPOBH U (HMJIN) TJIa3Mbl KPOBH,
BKJTI0Yast HHPOpMAIHIO 00 MCIIOIb30BaHHBIX PACTBOPAX aHTHKOATYIISTHTOB.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmosiwezco Dedepanvroco
3aKoHa oononxena wacmoio 16, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.
16. Knunudeckue ucciieJoBaHMsI JIEKapCTBEHHOTO IpernapaTa Ui MEAUIMHCKOIO MPUMEHEHUS B
LEeIAX €ro TOoCYyIapCTBEHHOW perucrpanuu mnposoxadarcs B Poccuiickonn denepauuu B MOPSIKE,
YCTaHOBJIEHHOM cTaThiMu 38-44 Hacrtosimero @enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
UCCIIEIOBAHNAX BKIIFOYAETCS B COCTaB pasjeila KIMHUYECKOW JOKYMEHTALMU PETUCTPAMOHHOIO J0ChE Ha
JIEKApCTBEHHBIM IIpenapar il MEJULUHCKOTO INpUMEHEHHMs. JUIsi JeKapCTBEHHBIX IpEenapaToB Ui
MEJULUHCKOIO IPUMEHEHHs, B OTHOUICHUU KOTOPBIX B pE3YyIbTaTe JKCIEPTHU3bl JOKYMEHTOB,
IIPEACTABJICHHBIX JUIA OINpPEAENICHNUs BO3MOKHOCTHM pacCMaTpHWBaTh JIEKAPCTBEHHBIM Ipenapar i
MEUIIUHCKOTO NMPUMEHEHUSI B KadyecTBe Op(aHHOIO JICKapCTBEHHOI'O Iperapara, Takash BO3MOXKHOCTh
IIPU3HAHA W B OTHOIICHMM KOTOPBIX IIPOBEICHBI KIWHUYECKHE WCCIEAOBAHMS, BBIITOJIHEHHBIE 32
npenenamu Poccuiickoit depepanny B COOTBETCTBUH C MTPABUIAMU HaAjiekallel J1abopaTopHON MPaKTUKU
W IIpaBUJIaM{  HAJJIeXKalled KIMHUYECKOM IIPaKTUKH, JOIYCKAaeTCs BKIIOYEHHE B COCTAaB pasfena
KJIIMHAYECKOW JOKYMEHTAlMU BMECTO OTYETA O PE3yJbTaTax KIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHOIO
npenapara Uil MEIUWLIMHCKOrO NpUMEHEHUs, npoBeneHHbIXx B Poccuiickoir ®enepanuum, oryera o
pe3ynbTaTax KIMHUYECKUX UCCIIENOBAaHUH, BBIIIOJHEHHBIX 3a npeaenamu Poccuiickon denepannu.

Wudopmanust 06 U3MEHEHHUAX:
Yacmw 17 usmenena c 1 ausapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedakyuio
17. B cnyyae HenpeaCTaBIECHUs C 3asIBJIEHUEM O TOCYAApPCTBEHHOW PErMCTPallU JIEKAPCTBEHHOIO
npernapara it MEIULMHCKOrO MPUMEHEHUS JTOKYMEHTOB, MOATBEPKAAOIIMNX YIUIATy FOCYAapCTBEHHOMN
MONUIMHBI W yKa3aHHbIX B TniyHkTe 10 wyactm 2 HacTOAIIEW CTaTbM, a TAaKXe€ BbIIaBa€MbIX
(peaoCcTaBIsIeMbIX ) YIIOTHOMOYEHHBIMU (eIepaIbHBIMU OPTaHaMU UCTIOTHUTENLHOM BIIACTH TOKYMEHTOB
(cBeneHmil), yKa3aHHBIX B TTYHKTax 3 W 4 4acTu 4 HACTOAIIEH CTaThH, YIOJHOMOUYCHHBIN (eaepaabHbIi
OpraH WCIOJIHUTENBHON BIIACTH 3ampallliBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHUS) B TMOPSIIKE
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MCXKBCIAOMCTBCHHOTI'O I/IH(I)OpMaI_II/IOHHOFO BBaHMOﬂeﬁCTBHH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKoHa oononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

18. He nmomyckaercs HCHOJB30BAaHUE B KOMMEpPYECKHX MEIsIX HWHGPOpPMAIMU O pe3yibTaTax
JOKJIIMHUYECKUX HMCCIIETOBAHUM JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX HCCIETOBAHHUM JIEKAPCTBEHHBIX
npenaparoB Uil MEAUIMHCKOTO TMPUMEHEHHMs, TMPEICTAaBICHHON 3asBUTENIEM [UJIi TOCYAapCTBEHHOM
perucTpalMu JIeKapCcTBEHHOTO TMpemnapara, 0e3 ero corjacusi B TEYEHHE MIECTH JIeT C JaThl
rOCy/IapCTBEHHOU PerucTpanuu pedepeHTHOro JeKapCTBEHHOTO Npemnapara B Poccuiickoit eneparuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa oonoaxena wacmoio 19, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

19. Jlepxatens win Biiajenel] perucTpallMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO TperapaTa Ha
OMOTEXHOJIOTHYCCKUI WM Op(aHHbIN JIEKapCTBEHHBIN Ipenapar o0s3aH IMPEIOCTaBIsATh HA BO3ME3IHOM
OCHOBE 00pa3ibl peepeHTHOTO JIEKAPCTBEHHOT'O MperapaTa 3asBUTEISIM JIJIsl MPOBEACHUS KIMHUYECKUX
uccienoBanuii. CTouMOCTh 0Opasna pePepeHTHOro JICKAPCTBEHHOTO Ipernapara, BKIHOYECHHOTO B
repeveHb )KU3HEHHO HEOOXOAMMBIX M BaXKHEMINNUX JIEKAPCTBEHHBIX MPENapaToB, HE JOJKHA MPEBBIIIATH
3aperucCTPUPOBAHHYIO TPEICIbHYIO0 OTIIYCKHYIO LIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIN MIpenapar Hid
IIEHY Ha JIEKApCTBEHHBIN Mpenapar B CTpaHe MPOU3BOIUTENS.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezco DedepanvHoco
3akoHna oonoanena wacmoio 20, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.
20. 3asBiieHHE O TOCYJAPCTBEHHON PErucTpallii BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOTO IMpernapara
JUIST MEIUIMHCKOTO TPHUMEHEHUsS MOXXET OBITh IOJAaHO B YIOJIHOMOYEHHBIH (enepanbHblii opraH
WCIIOJIHUTEIIbHOW ~ BJIACTH, OCYIICCTBIISIIOIIMNA  TOCYIAapCTBEHHYIO  PETUCTPAIMIO  JIEKAPCTBEHHBIX
IpernapaToB, MO HUCTEUEHHWU YETHIPEX JeT C JaThl TOCYJapCTBEHHOM perucTpanuu peQepeHTHOro
JIEKapCTBEHHOTr0 npenapara B Poccutickoit @enepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmoswezco Dedepanvroco
3aKoHa oononxena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.

21. 3asBneHue O TOCYHAapCTBEHHOW  perucTpamuu  OuoaHajioroBoro (OMOMOA0OHOTO)
JIEKapCTBEHHOTO Mpenapara (OroaHanora) MoxeT ObITh MOJAAHO B YIIOJTHOMOUYEHHBIH (eiepanbHbIil OpraH
WCIIOJTHUTEIIbHOW  BJIACTH, OCYIICCTBIISIONIMNA  TOCYIAapCTBEHHYIO  PETUCTPAIMI0  JIEKapCTBEHHBIX
mpemnapaToB, IO UCTEUEHHUH TpPeX JeT C JaThl TOCYJapCTBEHHOM perucrpanuu pedepeHTHOro
JIEKapCTBEHHOr0 nipenapara B Pocculickoit @enepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroco
3aKoHa 0onoanena yacmoio 22, ecmynaroujeni 6 cuny ¢ 1 aneaps 2016 e.

22. Jlepkarenbp WIM BIaJeNel] PEruCTPAllMOHHOIO YJIOCTOBEPEHMS JIEKQpCTBEHHOrO Ipernapara
MPEJCTaBIsIeT B YHNOJHOMOYEHHBIN (eepalbHbIi OpraH WCHOJHUTEIBHON BIIACTH, OCYIIECTBIISIFOIIHIA
(GYHKIIMHM MO0 KOHTPOJIIO M HA/A30py B cdepe 31paBOOXpaHEHUs, OTYET MO pe3ynbTrataM (hapmMakoHaa3opa
OJIMH pa3 B LIECTb MECALIEB B TEUEHHUE JIBYX JIET NOCJIE TOCYJapCTBEHHON PErMCcTpanyuy JIEKapCTBEHHOTO
npenapara B Poccuiickoit denepannu, €KeroqHo B TEUCHUE MOCIEAYIONIMX TPEX JIET U B JaJbHEUIIEM
OJIVH pa3 B MATh JIET.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 18 HacTosimero denepaibHOTO 3aKOHA

Wndopmarys 06 n3MEHEHHSAX:
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Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 19 nacmoswezo Dedepanvroo
3AKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynaroweti ¢ cury ¢ 1 urons 2015 e.

Cm. mexcm cmambu 8 npeovloywel peoaKyuu
Cratbsa 19. [Ipunsarue peiuieHus o Bblaue dKCIEPTHOMY YUPEKICHHUIO 3aJaHUsl Ha MPOBEACHHE
JKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEICTBA

1. B Teuenue necatu pabovmx JAHEH CO JHS MPUHATH 3asiBICHHS O TOCYAapCTBEHHOW PETUCTpAINU
JIEKapCTBEHHOT'0 IIperapaTa COOTBETCTBYIOLIHUI yIIOJIHOMOYEHHBIN (peiepaibHbIi OpraH UCIOIHUTENbHOM
BJIACTH MPOBOJUT NPOBEPKY MOIHOTHI, JOCTOBEPHOCTH U MPABHIBHOCTH O(POPMIICHHS MPEICTaBICHHBIX
JOKYMEHTOB PErHMCTPallMOHHOIO JIOChE HA JIEKAPCTBEHHBIM IIpenapaTr U MPUHUMAET PEIICHHUE O BbLIaye
3a/1aHMs Ha IIPOBEJICHUE:

1) sKcnepTH3bl JOKYMEHTOB, IPEACTABICHHBIX JI ONPEAEICHUs BO3MOXKHOCTH PacCMaTpUBATh
JIEKApCTBEHHBIM IIpernapar Uil MEAMIMHCKOIO INPHUMEHEHMS IIPU OCYILIECTBICHHM TOCYAapCTBEHHOMN
perucTpanuy B KauecTBe OppaHHOro JEKapCTBEHHOT'O Mpenapara;

2) BKcHepTU3bl JIEKAPCTBEHHOIO CPEACTBA B YAaCTU OSKCIEPTU3bl KadecTBa JIEKAPCTBEHHOTO
CpPEICTBA M DOKCIEPTU3bl OTHOIIECHUSA OXUIAEMOM TMOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOIO IIpenapara s MEJUIHUHCKOrO IPUMEHEHHS;

3) oSKcmepTH3bl JIEKAPCTBEHHOIO CPEJICTBA B YACTH SKCIEPTU3bl KauecTBa JIEKApCTBEHHOTO
CpencTBa M OKCHEPTHU3bl OTHOLICHMS OXUIAEMOM II0Jb3bI K BO3MOYKHOMY pHCKY IIPUMEHEHUs
JIEKapCTBEHHOI'0 IIpernapara [ulsi MEIULUHCKOIO IPUMEHEHHUs B IOPSAJIKE YCKOPEHHOH MpoLeryphl
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO cTaThel 26 HacTosmero denepanbHOro 3akoHa;

4) sKcnepTU3bl JICKApPCTBEHHOI'O CpEJICTBA B OTHOLIEHHWM JICKAPCTBEHHOIO IIperapara Jyls
BETEPUHAPHOI'0 IIPUMEHEHUS.

2. YHOIHOMOYEHHBIH (hefepalibHbli OpraH UCHOJHUTENIBHONW BIACTU YBEJOMIISIET B JIEKTPOHHOU
dopme Wi Ha OyMa)KHOM HOCHTENE 3asBUTEIS M IKCIEPTHOE YUPESKICHHE O MPHHATOM DPEUICHUU O
BbIJIay€ 3aJJaHUI Ha IIPOBEJECHUE DKCIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOAILLEH CTaTbU, U B CIydac
HEoOXOMMOCTH O BblIaue paspelieHus Ha BBO3 B Poccuiickyto ®denepainnio KOHKPETHOW MapTUH, CEPUU
3apETUCTPUPOBAHHBIX M (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM 00 OTKa3e B
IIPOBEICHUH NPEYCMOTPEHHBIX SKCIEPTU3 C YKa3aHUEM IPUYUH TAaKOI'0 OTKa3a.

3. B cnydae BbISBIEHUS OTCYTCTBHMS WJIM HEJOCTOBEPHOCTH HH(OpPMALUHU, coAepxalleiics B
IPEJICTAaBICHHBIX 3asBUTEIEM JOKYMEHTaX, YHNOJHOMOYEHHBINH (QenepalibHblil opraH HCHOJHUTEIbHOU
BJIACTH HAmpaBisieT 3asBUTENIO 3ampoc 00 yTOYHEHHMH »HToil uHopManuu (namsee - 3ampoc
YIIOJTHOMOYEHHOTO (peZiepaIbHOr0 OpraHa HCIHOJHUTENIbHON BJIAacTH), KOTOPBIH MOXKET OBITh IepenaH
YIOJIJHOMOYEHHOMY IIPEICTABUTEIIO 3asiBUTENA JIMYHO IOJ DPACIKCKY, HAIIPaBIEH I10 IOYTE 3aKA3HBIM
NUCHbMOM WJIM MNEpelaH B AJIEKTPOHHOW (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm cBs3u. B ciyuae
HalpaBJIEHUs 3arpoca YIMOJHOMOYEHHOro (ellepalbHOr0 OpraHa MCIOJHUTEIbHON BJACTH MO TMOYTE
3aKa3HbIM IMCbMOM OH CHYMTAETCS IOJYYEHHBIM II0 MCTEYEHHMM INECTH JHEH C JaThl HANpPaBICHUS
3aKa3HOI0 MMUChMa.

4. 3asBuTenp 0053aH MPEJCTaBUTH OTBET Ha 3alpoc YIMOJIHOMOYEHHOro (henepajbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIMIAIOIINN JIEBSHOCTA PabOYMX THEH CO JHS €ro MOoJTy4eHus.
Cpok, yka3aHHBIM B 4acTu | HacTosUIed CTaTbH, MPUOCTAHABIMBAETCSA CO JIHS HAIIPABJICHUS 3asBUTEIIO
3arpoca yIoJIHOMOYEHHOTo (eepaJbHOro OpraHa HCIOJHUTEIbHON BIACTU IO THS MOJNYYEHUS HM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMeEM JUIs OTKa3a B OpraHU3alluy AKCIEPTU3, MPEAYCMOTPEHHBIX 4YacThio | HacTosIen
CTaTbH, SBJSIETCS NPEJCTABICHHWE HEOOXOAWMBIX [JIsi MPOBEIEHUS MPEIYCMOTPEHHBIX HKCHEPTHU3
JIOKYMEHTOB B HETIOJIHOM 0O0beMe MJIM HEIpe/CTaBlICHHE 3asBUTEJIEM B YCTaHOBIIEHHBIH CPOK OTBETa Ha
3aMpoc YMOJIHOMOYEHHOTO (elepallbHOrO OpraHa HCIOJHUTENIbHON BJAacTH, a TaKkKe IpeACTaBlIeHUE
JIOKYMEHTOB, HE COAEPIKAIIMX HCUEPITBIBAIOIIETO MEPEYHs] HEOOXOAMMBIX CBEJICHHIM.

Wudopmanust 06 U3MEHEHUIX:

Cmamuws 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 ageycma 2019 e. N
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297-D3
6. IIpu oTKaze B OpraHM3alMM 3KCIEPTU3bI, MPEAYCMOTPEHHON NyHKTOM 4 yacTu | Hacrosien
CTaTbM, JIOKYMEHTBI, BXOJSIIME B COCTAB PErMCTPALMOHHOIO JOChE€ HA JIEKAPCTBEHHBIN IpemnapaTr i
BETEPUHAPHOI'O IPUMEHEHHUs, MOTYT ObITh BO3BpAIlEHbl 3asiBUTENI0 HA OCHOBAaHMM €ro MHUCBbMEHHOI'O
3arpoca, HalpaBJIECHHOTO B YIOJHOMOYEHHBIH (enepaibHbIii OpraH UCIOJIHUTEIBHOW BIACTH B TCUCHHE
TpUAUATH paboUYMX AHEN CO JHS MPHUHATUS YIOJHOMOUYEHHBIM (eiepajbHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH peIIeHUsI 00 OTKa3e B OPraHM3ALMU TAKOH SKCIEPTH3Bl. YTIOJIHOMOUYEHHBIN (enepanabHblii opran
UCIIOJIHUTEJIBHOW BJIACTH BO3BPALIAET 3asBUTEII0 YKa3aHHbIC JOKYMEHTbI B TE€UEHHE JECATH PabOdMx
JTHEH CO JIHS MTOJIy4€HHUsI COOTBETCTBYIOILETO 3a1IpOCca 3asiBUTEIS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 19 HacTosIero (-Deﬂepa.]'ILHOFO 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 20 nacmosuwezco Dedepanvroco
3AKOHA UBI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamovu 8 npedbloyuell pedaKyuu
Crarba 20. DOxcneprh3a JOKYMEHTOB, IPEACTABICHHBIX [UJIl ONpPEAETICHUS BO3MOXXHOCTU
paccMaTpuBaTh JICKAPCTBEHHBIN Ipenapar i MEAUIMHCKOrO TPUMEHEHUs TMpu
OCYIIECTBIICHUH TOCYIapCTBEHHON PEruCTpaliy B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO
npernapara

1. DkcnepTtH3a JTOKYMEHTOB, MPEACTABICHHBIX IJsl ONpPEAEIICHHs BO3MOXKHOCTH paccMaTpUBaTh
JIEKApCTBEHHBIA TperapaT s MEAMIIMHCKOTO MPUMEHEHHUS IMPU OCYIIECTBICHUU TOCYIapCTBEHHOU
pEerHCTpalluk B KadecTBe Op(aHHOrO JIEKAPCTBEHHOI'O IMperapara, COCTaBICHHE KOMHCCHEH IKCIIEPTOB
3aKJIFOYEHUS O BO3MOYKHOCTH WJIM HEBO3MOXHOCTHM pPacCMaTpuBaTh JIEKAPCTBEHHBIM mpenapar s
MEAUIIMHCKOTO MPUMEHEHHS TIPHU OCYIIECTBICHUH TOCYJapCTBEHHON PErucTpanuu B KauecTBe ophaHHOTO
JIEKAapCTBEHHOT'O TIpenapara W HalpaBJICHUE JaHHOTO 3aKJIIOYEHUsS B YIOJHOMOYEHHBIN (eaepanbHbIil
OpraH MCTOJHUTEIHHOM BIACTU OCYIIECTBIAIOTCS B CPOK, HE MPEBBIMIAOIINN TPUALIATA pabOUYNX THEH CO
JTHS TIONYYEHUsI DKCIEPTHBIM YUpPEXKACHUEM 3aJaHHs YIOJIHOMOYEHHOro (enepaipbHOr0 opraHa
UCTIOTHUTENIHOM BIAaCTH W B DJIGKTPOHHOW QopMe WM Ha OyMaKHBIX HOCHUTENSIX HEOOXOAMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHktax [, 2, 5, 6, 10 wactu 4 m B uvactu 7 crarbu 18 HACTOSMIETO
®denepanbHOTO 3aKOHA.

2. JIOKyMEHTBI, COJEpIaIlHecsi B PETUCTPAIMOHHOM JIOCh€ Ha JIEKApCTBEHHBIM Tpemapar u
MOCTYMHBIINE HA OyMa)KHBIX HOCHUTENSX B OKCIEPTHOE YUPEKIACHHE I OCYIIECTBICHUS UX SKCTIEPTU3BI
I OMPENENICHUST BO3MOYKHOCTH pacCMaTpHBaTh JIEKAPCTBEHHBIA TMpenapar sl MEIHIUHCKOTO
NpPUMEHEHHUs B KauecTBE Op(aHHOrO JEKapCTBEHHOIO TMpemnapara, MOAJexar BO3BpaTy B
YIIOJTHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIIOUEHUSIMHU
COOTBETCTBYIOLIUX AKCIEPTHU3.

TAPAHT:

CMm. xommeHTapuu Kk ctarbe 20 HacTosmero denepalbHOTO 3aKOHA

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamovsa 21 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamvu 8 npedbloyujel peoaKyuu
Crarba 21. Pemenwe 0 BO3MOXKHOCTM pacCMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar mpu
OCYIIIECTBJIEHUH TOCY/IapCTBEHHON pErucTpanuy B KayecTBe op(haHHOTO JIEKapCTBEHHOTO
npernapara
1. B cpok, He MpeBBIIAIOMUN TATH pad0YnX THEH CO THSA MOJYYCHHS 3aKIIOUCHUsS], YKa3aHHOTO B
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gactu | crateu 20 Hacrosimero @enepanbHOTO 3aKOHA, YIOJIHOMOYEHHBIM (QenepanbHbIil opraH
VCIIOJIHUTEJIBHOM BJIACTH OCYIIECTBIISIET OLICHKY IIOJYYEHHOIO 3aKIIOYEHHs U1 ONPEACICHHs €ro
COOTBETCTBHUS 33JaHHUI0 HA IPOBEACHHUE COOTBETCTBYIOLIEH S3KCIEPTU3bI U YBEIOMIIAET 3asBUTENS B
IEKTPOHHOH (opMe MiIM Ha OyMaKHOM HOCHUTENE O pe3ylbTaTaX IPOBEJCHHON HKCHEPTH3Bl C
NPUIIOKEHUEM KOIIMU AKCIIEPTHOTO 3aKII0UEHUs (C COXpaHEeHHEeM KOH(HUACHIMATLHOCTH HH(OpManuu o
COCTaBe HKCHEPTHONU KOMUCCHM) M O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKAPCTBEHHbII
npenapar i MEIULUHCKOTO INPUMEHEHHS IMpPU OCYLIECTBIEHUU TIOCYAApPCTBEHHOM pErucTpaluu B
Ka4yecTBe Op(paHHOro JEKapCTBEHHOT'O Mpenapara.

2. Ilpu BBIHECEHMM KOMMCCHEH DOKCIIEPTOB 3aKJIIOUEHUS O BO3MOYKHOCTH paccMaTpuBaTh
JICKapCTBEHHBIN IpenapaTr i1 MEIULUHCKOrO INPUMEHEHHsS IPH OCYILIECTBICHHH TIOCYJapCTBEHHOMN
perucTpanyy B KauecTBe OpPaHHOTO JIEKAPCTBEHHOTO IpenapaTa yrnoJHOMOUYEHHBIH (efepaibHbIid Oprad
UCIIOJIHUTENIBHOW BJIACTU B CPOK, HE MPEBBILAIOUIMNA NATH pabouux AHEH CO JHS MOJIYy4EHHUsS JTaHHOTO
3aKJIIOYEHUs, IPUHMMAET pELIEHHWE O BbAAYe 3aJaHMsl Ha IIPOBEJIEHUE DJKCIEPTU3bl KayecTBa
JIEKapCTBEHHOI'O CPEACTBA M OKCIIEPTU3bl OTHOLICHMS OXHMJA€MOM IOJIb3bl K BO3MOXKHOMY PHUCKY
IPUMEHEHHUs JIEKAPCTBEHHOTO Ipernapara s MEAUIMHCKOTO IPHUMEHEHUS B HOPSAIKE YCKOPEHHOU
IIPOLEAYPBl JKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBUM €O CTaThbell 26 HACTOALIETO
®denepanbHOro 3aK0Ha.

3. B ciry4ae npuHATHSA PELIEHUs O HEBO3MOXKHOCTH PACCMATPUBATh JIEKAPCTBEHHBIN IIpenapar AJis
MEAMIMHCKOTO MPUMEHEHUS IIPU FOCYAapCTBEHHONW perucTpaiuy B KauecTBe op(aHHOro JIEKAPCTBEHHOTO
npenapara yHOJIHOMOYEHHbIN (elepanbHblii OpraH HMCHOJHUTENBHOM BIACTH MpPEKpallaeT MNpoLeaypy
rOCYJapCTBEHHOM perucTpanuy JIEKApCTBEHHOTO TIpemnapara. 3asBHUTENIb BIIpaBE OOpaTUTHCS B
PETUCTPUPYIOILNK OpraH € 3asBJIEHUEM O IOCYJAapCTBEHHOM PErMCTpalud YKa3aHHOI'O JIEKapCTBEHHOI'O
Ipenapara B COOTBETCTBHHM €O cTaThell |8 Hacrosanero @eaepaabHOro 3aK0Ha.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 21 HacrosIero q)ez[epanLHoro 3aKOHa

Crartbs 22. Yrparuna cuny ¢ 1 urons 2015 r.

Wndhopmarust 06 n3MEHEHUSX:
Cm. mexcem cmamou 22

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamosa 23 nacmosuwezco Dedepanvroo
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamovu 8 npedbloyuell pedaxKyuu
Crarbs 23. OkcrepTu3a KayecTBa JIEKAPCTBEHHOTO CpPEICTBA M HKCIEPTH3a OTHOILICHHUS
0’KMJIa€MOH TI0JIb3BbI K BO3MOXXHOMY PUCKY IIPUMEHEHHMs JIEKApCTBEHHOIO IIpernapara s
MEJIUILUHCKOTO IPUMEHEHHS

1. OkcnepTr3a Ka4ecTBa JIEKAPCTBEHHOIO CPEICTBA U DKCIEPTU3a OTHOLIEHUS OKUIAEMOM MOJIb3bI
K BO3MOXXHOMY PHCKY NPHMEHEHHUsS JIEKapCTBEHHOIO IIpernaparta Il MEIULIHUHCKOrO IPUMEHEHMS,
COCTABJICHME KOMHUCCHAMH OKCIEPTOB 3aKIIOUYEHHUW [0 pe3yiabTaTaM IPOBEACHHBIX JKCIEPTU3 U
HaIpaBJIEHUE STUX 3aKIIOUYEHUH B YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHON BIACTH
OCYILECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIONINI CTa JeCITH paboUYMX JHEH co JHS MOJy4YeHHs SKCIEPTHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO 3aJaHMs YIOJHOMOYEHHOTO (eepaibHOro opraHa HCIOJHUTENbHON
BJIACTH U HEOOXOJAUMBIX JOKYMEHTOB B 3JICKTPOHHOH (popMe min Ha OyMakHbIX HOCUTEIISX.

2. B TedeHme AeBSHOCTA THEW CO JHS TOJYYCHHS PEIICHUS YIMOJIHOMOYEHHOTO (enepabHOro
OpraHa HMCIOJHUTEJIBHOM BIACTH O IMPOBEIEHUHU DKCIEPTU3, NMPEAYCMOTPEHHBIX 4YacThbi0 | HacTosmen
CTaThU, 3asBUTEIb MPEACTABISIET B JKCIEPTHOE YUPEXKACHHUE ISl MPOBEICHHS SKCIEPTU3bl KadecTBa
JIEKapCTBEHHOTO CpeACTBAa 0Opa3lbl JIEKAPCTBEHHOTO IIpernapara s MEIUIUHCKOro MPUMEHEHHUS,
IIPOU3BEIEHHOTO B COOTBETCTBHM C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO U (MJIM) HMPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEPXKACHHBIX PYKOBOIUTEIEM IPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB, a TAKXKE B
COOTBETCTBYIOIIMX CIy4yasx 00paslbl (papManeBTUUECKONH CyOCTaHIIUU, TECT-IITaMMa MUKPOOPTaHU3MOB,
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KYJBTYPBI KJIETOK, 00pa3libl BEUIECTB, MPUMEHIEMBIX JJIs1 KOHTPOJSI KauecTBa JEKapCTBEHHOTO CPE/ICTBA
IIyTEeM CPaBHEHMS C HUMM HCCIIEAYEMOIO JIEKAPCTBEHHOIO CPE/ICTBA, B KOJUYECTBAX, HEOOXOIUMBIX IS
BOCIIPOM3BEJICHUS METOJOB KOHTPOJIS KauecTBa.

3. Ilpu nmomyueHun oOpa3LOB JIEKAPCTBEHHOrO Ipemnapara M (apMaleBTUYECKOH CyOCTaHLUU
DKCIIEPTHOE YYPEKIACHUE BBIIACT 3aBUTEII0 JOKYMEHT, IOATBEPKIAIOIIMNA ITOJYYEHHE YKA3aHHBIX
00pa3LoB, U B CPOK, HE MPEBBIIAIOIUN TpeX pabounx AHEH, yBeIOMIISET B 3JIEKTPOHHOM (opMe Miu Ha
OyMa)KkHOM HOCHUTEJIE 00 3TOM YITOJTHOMOUYEHHBIN (eiepaabHbIi OpraH UCIOTHUTEIBHOM BIACTH.

4. Yka3aHHbIE B 4acTsIX 2 M 3 HACTOSILEH CTaTbu CPOK AJIS MPEJICTABICHUS 3asiBUTEIEM 00pa3LOB
JIEKapCTBEHHOTO IMpernapara W (apManeBTUYECKOH CyOCTaHLIMM W CPOK YBEJOMIJICHHUS SKCIIEPTHBIM
yupexaeHueM 00 3TOM Ha OyMa)XHOM HOCUTENe YIOJIHOMOYEHHOIro (QelepaibHOro opraHa
VCIIOJIHUTEJIBHOM BJIAcTU HE BKIIIOYAIOTCSA B CPOK MPOBEACHUS IKCIEPTU3, MPEAYCMOTPEHHBIX 4YaCTbIO |
HACTOAILIEH CTAaThH.

5. JIOKyMeHTBI, NOCTYIMBIIME B 3KCIEPTHOE YUYPEKICHUE [UI IPOBEACHUS DKCIIEPTU3,
IPEIYCMOTPEHHBIX YacThi0 | HAaCTOALIEH CTAaThH, MOJJIEKAT BO3BPATy B YIIOJHOMOUYEHHBIH (heaepabHbIN
OpraH HCIIOJIHUTEIIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOYECHMSMH, IIOJYYEHHBIMH II0 pPE3yJbTaTaMm
COOTBETCTBYIOIUX 3KCIIEPTHU3.

TAPAHT:

CM. koMMeHTapuu K cTartbe 23 HacTosuero denepabHOr0 3aKOHA

Crarbs 24. OkcrepTu3a KadecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0’KU/1aeMOH T0JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOI'O Mpernapara Jyist
BETEPUHAPHOTO IPUMEHEHMUSI

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 13 wuions 20152, N 241-D3 6 uacmev 1 cmamvu 24 nacmosuezo
DedepanbHoc0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. DkcnepTr3a Ka4ecTBa JIEKAPCTBEHHOIO CPEICTBA U DKCIEPTU3a OTHOLIEHUS OKUIAEMOM MOJIb3bI
K BO3MOXHOMY pPHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O IIpemnapara il BETEPUHAPHOIO IPHUMEHEHMS,
COCTaBJIEHUE KOMHUCCUSMH IKCIIEPTOB 3aKJIFOUEHUH 10 pe3ybTaTaM YKa3aHHBIX dKCIIEPTU3 U HaIlPABJICHUE
TaKUX 3aKJIOYEHUN B YIOJIHOMOYEHHBIN (eiepalbHbI OpraH UCIOJIHUTEIbHON BIACTU OCYILECTBIISIFOTCS
B CPOK, HE IMPEBBIAOIIMNA CTa JecsITH pabouux JHEW cO THS MOJTYy4eHHUs SKCIEPTHBIM YUpeKACHUEM
3a/laHusl  YIOJHOMOYEHHOTrO (peepaJbHOrO oOpraHa HCIOJIHUTEIBbHOW BJIACTH C  JIOKYMEHTaMH,
YKa3aHHBIMM B uacTu 3 cTaThy 17 HacTosmero denepalbHOTO 3aKOHa.

Wndhopmarust 06 n3MEHEHUSX:

Yacmo 2 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

2. B Teuenue TpuAnaTH paboyuxX JAHEH CO JHS TOJYYEHUS pEIIeHUS YHIOJIHOMOYEHHOIO
¢denepaabHOro OopraHa MCHOJIHUTEIBHOM BIACTH O MPOBEAECHUM YKa3aHHBIX B 4acTH | HACTOAILIEH CTaTbu
9KCIIEPTHU3 3asBUTENb MPEJCTABISIET B OKCHEPTHOE YUPEKIEHHUE ISl MPOBEIEHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOIO IMpernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHHUSIMH TEXHOJOTUYECKUX PErilaMEHTOB, YTBEPKICHHBIX
PYKOBOAMTENEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKKE€ B COOTBETCTBYIOLIUX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYPhI KJIETOK, 00pa3iibl (hapMalleBTUUECKO cyOcTaHIIMM, 00pa3iibl
BELIECTB, IIPUMEHSIEMbIE NIl KOHTpOJII KaydecTBa JIEKAPCTBEHHOI'O CpPEJICTBA, B KOJUYECTBAX,
HEOOXOIUMBIX JIJIsl BOCIIPOU3BEACHHSI METO/I0B KOHTPOJIS KauecTBa.

3. Ilpu momyueHun oOpa3LOB JIEKAPCTBEHHOrO IMpemnapara W QapMaleBTUYECKOH CyOCTaHLIUU
9KCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPKAAIOIMMN TMOJIydeHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIMIAIOIINN TpeX pabouux JHEH, yBeJOMISIET B MUCBbMEHHON GopMe 00 3TOM

14.09.20233 Cuctema 'APAHT 53/152


http://ivo.garant.ru/document/redirect/71127950/15
http://ivo.garant.ru/document/redirect/57402046/241
http://ivo.garant.ru/document/redirect/72362280/27
http://ivo.garant.ru/document/redirect/77670914/242

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

YIIOJIHOMOYEHHBIN (heiepalbHbIii OpraH UCIOJHUTEIBHO BIACTH.

4. Cpok nans MpencTaBleHUs 3asBUTENEM OO0pa3lloB  JICKApCTBEHHOIO Ipernapara M
(dapmareBTHYeCKOi CyOCTaHIINH U CPOK YBEJIOMIICHUS SKCIIEPTHBIM YUPEXKACHUEM 00 STOM B MUCbMEHHOMN
(dopMe yIOJTHOMOUYEHHOIO (e/lepabHOro OpraHa HCIOJHUTEIbHON BJIACTH, YKa3aHHbIE B yacTix 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IPOBEACHUS YKa3aHHBIX B 4acTW | HacTosALIEH CTaTbu
JKCIIEPTH3.

5. JIOKyMEHTBI, ITOCTYNHUBIIME B 3KCIEPTHOE YUYPEKIACHUE I IPOBEACHUS YKAa3aHHBIX B dactu |
HACTOSILIEH CTaThbU DHKCHEPTH3, IMOAJEKAaT BO3BpPATYy B YIOJHOMOYEHHBIH QenepaabHbll OpraH
VCIIOJIHUTEJIBHOM BIIACTU OJTHOBPEMEHHO C 3aKJIFOUECHUAMM 110 PE3yJIbTaTaM YKa3aHHBIX dKCIIEPTU3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 24 HaACTOSIIETO d)ezlepanLHoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oekabps 2014 2. N 429-D3 naumenosanue cmamou 25 nacmosue2o
DedepanbHoeo 3aKOHA UBNONCEHO 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mekcm HAUMEeHOBAHUsA 8 Npedbloyuel peoaKyuu
Crarbs 25. [IoBTOpHOE MPOBEICHHE YKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms [ cmamvu 25 nacmosuezo
DedepanvbHo2o 3aKOHA 8HEeCEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. B ciydasx HEIOCTAaTOYHON OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aKJIIOUCHHS KOMHUCCHU
OKCIIEPTOB, HAIWYHS B HEM MPOTUBOPCUYMBBIX JAHHBIX, (aTbCHU(PUKAIUUA BBIBOJOB OSKCIICPTH3BI
JICKApPCTBECHHOTO CPEJICTBA, COKPBHITHS OT YIMOJHOMOYEHHOIO (heepasibHOro opraHa HMCIIOJHUTEIbHOU
BJIACTH OCHOBAaHWMH IS OTBOJA OJKCIEpTa BCIEICTBHE €r0 3aWHTEPECOBAHHOCTH B pe3yJIbTaTax
COOTBETCTBYIOIIEH SKCIIEPTU3bI, HATUYHSI JAHHBIX O MPSMOM JIMOO KOCBEHHOM BMEIIATENbCTBE B IIPOIECC
COOTBETCTBYIOIIEH SKCIIEPTHU3bI JIMI[, HE YYaCTBYIONIMX B €€ MPOBEJICHUH, HO OKA3aBIIUX BIHMSHHC HA
MPOIECC M PEe3yNbTaThl €€ MPOBEACHUS, YIIOTHOMOYEHHBIM (eaepaibHbIM OPraHOM HCIOJIHUTEIBHON
BJIACTH HAa3HAYAETCS TIOBTOPHASI SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) TUYECKas IKCIIEPTH3a.

Wndopmarys 06 H3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamou 25 nHacmosuweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
2. TloBTOpHAast HKCHEPTU3A JIEKAPCTBEHHOTO CPEJICTBA TPOBOIMTCS C YUETOM pPEe3yNbTaTOB paHee
MPOBEJCHHONW JKCIEePTHU3bl B CPOK, YCTAHOBJICHHBIN YIOJTHOMOYEHHBIM (efepalbHbIM OPraHOM
WCTIOJTHUTEIIEHOM BJIACTH M HE TPEBBIMIAIONINN TPUANATH Pab0OUnX JTHEH CO JIHS MOJIyUYEHHUsS IKCIEPTHBIM
YUpEXKIEHUEM 3aJaHUsI Ha TPOBEJICHIE MTOBTOPHOM IKCIIEPTU3BI IEKAPCTBEHHOTO CPEICTBA.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 3 cmamvu 25 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem uacmu 6 npeovioyujeti peoaxkyuu
3. ®unancoBoe oOeclieyeHHE BBINIOJHEHUS 33JaHMSI Ha TPOBEACHHE MOBTOPHOW HKCIEPTU3BI
JIEKaPCTBEHHOI'O CPEJCTBA HE OCYLIECTBIIAETCS.
TAPAHT:

CM. KOMMeHTapuH K cTaTthe 25 HacTosmero denepanbHOro 3aK0Ha

Cratbs 26. YCcKkopeHHas IpoLeypa SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB
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Wndopmarus 06 H3MEHEHHSX:
Yacmo I usmenena c 1 cenmsaobps 2023 e. - @edepanvhviii 3axkon om 28 anpens 2023 2. N 171-D3

CMm. npedvloyuyro pedaKyuio

1. YckopeHHas mpoleaypa SKCIEpTHU3bl JIGKAPCTBEHHBIX CPEACTB B LEISAX TOCYAapCTBEHHOM
perucTpanyy JEKapCTBEHHBIX IPENapaToB TMPUMEHSETCS B OTHONICHWH OP(AHHBIX JEKAPCTBEHHBIX
MpenaparoB, MEPBBIX TPEX JICKAPCTBEHHBIX IMPENapaToB, perucTpupyeMbix B Poccuiickoit deaepannu B
KAaueCTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX IMPEMApaTOB, OYEPEAHOCTh KOTOPHIX OIpPEACNACTCS B
COOTBETCTBMM C HOMEpPOM M JIaTOM BXOJAIIMX 3asABJIEHUH O TOCYJApCTBEHHON pErucTparuu
JIEKAPCTBEHHBIX TMIPEMapaToB B paMKaxX OJHOTO0 MEXIYHAapOJHOTO HEMaTeHTOBAHHOIO HAUMEHOBAHUS
JIEKAapCTBEHHOI'O0 Ipenapara WM TPYHNIUPOBOYHOTO HAWMEHOBAaHUS JIEKAPCTBEHHOI'O IIperapara,
JIEKApCTBEHHBIX IMIPEMapaTroB JUisi BETEPUHAPHOrO TMPUMEHEHHS, MPEIHA3HAYCHHBIX IS JICYCHUs
JIOMAIITHUX XUBOTHBIX, oNpeAesieHHbIXx DenepanbHbiM 3akoHoM oT 27 aexadbps 2018 roga N 498-D3 "O06
OTBETCTBEHHOM OOpAIlleHUH C XKUBOTHBIMH M O BHECCHHWU W3MEHECHUU B OTACIbHBIC 3aKOHOAATEIHHBIC
akThl Poccuiickoit ®Deneparuu, U 3aperuCTPUPOBAHHBIX B KAueCTBE JICKAPCTBEHHBIX IPENapaToB s
MEJIUIIMHCKOTO TPUMEHEHUS, U JIEKAPCTBEHHBIX MPENaparoB, MPEIHA3HAUYCHHBIX HCKIIOUUTEIBHO IS
MPUMEHEHHUS HECOBEPIIICHHOJIETHUMH I'PakIaHaAMH.

Undopmaris 06 n3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uacmes 2 cmamvu 26 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm wacmu 6 npedvloyuell pedaxKyuu
2. YckopeHHas IMpoleaypa IKCHEPTU3bl JEKApPCTBEHHBIX CPEICTB B LEISAX TOCYAapCTBEHHOM
pETHCTpAIVH JISKAPCTBCHHBIX MPENApaTOB HE IPUMEHSICTCS B OTHOIIICHHH:
1) 6uoanaioroBsIx (OMOMOAOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);
2) pedepeHTHBIX JIEKapCTBCHHBIX IIpenaparoB (3a HMCKIIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpenaparoB);

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 3 uzmenen c 1 cenmsabps 2023 2. - @edepanvhuiii 3akon om 28 anpensn 2023 . N 171-D3

CMm. npedvloywyro pedaKyuio

3) BOCHPOU3BEACHHBIX JIGKAPCTBEHHBIX TMpenaparoB (3a UCKIIOYEHHEM TEPBBIX  Tpex
peructpupyeMbix B Poccuiickoit @enepanuu B Ka4e€CTBE BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEenapaToB
u JIEKApCTBEHHBIX Mpenaparos, NpeAHa3HaYeHHbIX HCKIIIOYUTEIIEHO IS MIPUMEHEHUS
HECOBEPIICHHOJETHUMHU TpPaKJaHAMU, a TaKKe JIEKapCTBEHHBIX IMpenapaToB, MPeIHA3HAYCHHBIX IS
JieYeHUsl JOMAITHUX >HUBOTHBIX, OmNpeAeNeHHbIXx @DenepalbHbIM 3akoHOM OT 27 nekadps 2018 roma
N 498-®3 "OO OTBETCTBEHHOM OOpAIIEHWH C YXUBOTHBIMH W O BHECEHHWU HM3MEHEHUU B OTICIIbHBIC
3aKoHo/AaTenbHble akThl Poccuiickoit denepanuu', U 3aperucTpUpOBaHHBIX B KAUECTBE JIEKAPCTBEHHBIX
MpenapaToB ISl MEAUITUHCKOTO MPUMEHEHHS );

4) HOBBIX KOMOMHAILIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) neKkapCTBEHHBIX TMpenapaToB, 3apETUCTPUPOBAHHBIX pPaHEE, HO TPOU3BEACHHBIX B APYTHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUM C IEpEeuyHEM HAWUMEHOBAHHH JIEKApPCTBEHHBIX ()OPM U B HOBOH
JIO3UPOBKE;

Wndopmarys 06 M3MEHEHHSAX:

Yacmo 2 dononnena nynkmom 6 ¢ 1 cenmsaops 2023 2. - @edepanvhuiii saxon om 28 anpens 2023 2. N
171-D3
6) JeKapCTBEHHBIX MpenaparoB JJii MEIUIUHCKOTO MPUMEHEHHUs, FOCylapCTBEHHAs! perucTpanus
KOTOpBIX OTMEHEHA, IPU MX PETUCTPALlUM B KauyecTBE JIEKAPCTBEHHBIX IPENApaTOB Ul BETEPUHAPHOTO
MPUMEHEHHUS.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-@3 uacmv 3 cmamvu 26 nacmoswezo
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DedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3. YckopeHHas Mpoleaypa SKCHEPTH3bI JICKAPCTBEHHBIX CPEICTB NPOBOIUTCS [0 PEIICHHIO
COOTBETCTBYIOILIETO YIIOJHOMOYEHHOTO (heJiepalbHOro opraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAHUU
3asBJICHUS 3asBUTEISI B CPOK, HE NPEBBIMIAOIINNA BOCBMHIIECITH padounx nHei. [Ipu 3ToM skcnepTusa
JIOKYMEHTOB, COJEPKAIINXCS B PETUCTPALMOHHOM JOChE Ha JIEKAPCTBEHHBIM IMpemnapar, MPOBOJUTCS B
CPOK, HE MPEBBIMIAIONINI IecATH pabouuX IHEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CPEJICTBA U
OKCIIEPTH3a OTHOIIEHHUS OXHIaeMOH TMONb3bl K BO3MOXHOMY PHCKY HPHUMEHEHHUS JIEKApCTBEHHOTO
npernapara MpoBOAATCS B CPOK, HE MPEBBIIAIONINIA IECTUACCATH pabounX JTHEH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekabpsa 2014 2. N 429-D3 cmamuvsa 26 nacmosuweco Dedepanvrozo
3aKoHa oonoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.

3.1. B ortHomeHun opdaHHBIX JIEKAPCTBEHHBIX IIPENaparoB MOTYT OBITh MPEIACTaBICHBI
pe3yNbTaThl JOKIMHUYCCKUX HCCIICOBAHUM JICKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIEAOBaHUN
JIEKapCTBEHHBIX IPENapaToB JJIsi MEAMIIMHCKOTO IPUMEHEHUS, BBIMOJHEHHBIX 3a MpeneaamMu Poccuiickoit
Odenepaniii B COOTBETCTBUM C MpaBUWIaMH Ha/JIekameldl 1abopaTOpHON TPAKTHKA W TIPaBHIAMU
HaJyIeKaIeld KIMHUYECKOW MTPAKTHUKH.

4. VYckopeHHas TpoIeaypa SKCIEPTU3Bl JICKAPCTBEHHBIX CPEICTB IPOBOIUTCS B TIOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepabHOrO 3aKOHA, U HE O3HAYAET CHUKEHUS
TpeOoBaHU K O€30IMaCHOCTH, Ka4eCTBY U 3PPEKTUBHOCTH JICKAPCTBEHHBIX MTPETIAPATOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 26 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Cratbs 27. Pemenue o rocyapcTBEHHOM perucTpaliy JICKapCTBEHHOTO Mperapara

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmo 1 cmamou 27 Hacmosueco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. B cpok, HEe mpeBbIIAIOMINNA JeCATH pabounx JHEH CO JHA MOJYYEeHHUs 3aKIOYEHUH KOMHCCUU
9KCIIEPTOB MO pE3yJIbTaTaM JKCIEPTU3bl Ka4eCTBA JIEKAPCTBEHHOI'O CPEACTBA M HKCIEPTU3bI OTHOLIEHUS
O’KMJaeMOM TMOJIb3bl K BOZMOKHOMY PUCKY NPUMEHEHHS JIEKAPCTBEHHOTO IpernapaTa, COOTBETCTBYIOLIHIMA
YIOJIHOMOYEHHBIN (heiepalibHbI OpraH UCIOJHUTEIbHOMN BIIACTH:

1) pa3meriaer Ha cBoeM OPUITHATBLHOM caiiTe B ceTH "MHTepHET" COOTBETCTBYIOIINE 3aKITIOUCHUS
KOMHUCCHHM D3KCIIEPTOB M OCYLIECTBJISIET HX OLEHKY JJs OIpEAEICHUS COOTBETCTBUS 3aJaHUI0 Ha
IPOBEJICHUE 3TUX IKCIIEPTU3;

2) mpUHHMAET pellleHHe O I'OCYJapCTBEHHOM pPETHCTpalMy JIEKapCTBEHHOIO Ipernapara Win 00
0TKa3e B TOCYJapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpenapara;

3) BHOCUT NpH NPUHATUM PELIECHUS O TOCYJapCTBEHHON pErucTpaliy JeKapCTBEHHOTO Ipenapara
JaHHBIE O 3apEruCTPUPOBAHHOM JIEKAPCTBEHHOM Ipenapare, B TOM 4YHclie O (apMaleBTHYECKON
cyOCTaHIIMM, BXOJIIEl B coOCTaB JIEKAPCTBEHHOIO Tpenapara, B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJAET 3afBUTEIIO0 PETUCTPALIMOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOTO
npenapara, ¢opmMa KOTOPOro YTBEpP:KJIAeTCs YIOJIHOMOUYEHHBIM (peiepanibHbIM OPraHOM MCIOJIHUTEIBHOM
BJIACTH, COIJIACOBaHHBbIE HOPMATHBHYIO JOKYMEHTAI[MIO, HOPMATHUBHBIA JOKYMEHT, HMHCTPYKLHIO IO
IPUMEHEHNIO JIEKAPCTBEHHOI'O IIpernapaTa M MAaKeThl IEPBUYHOM YNAKOBKM M BTOPUYHOMU
(MoTpeOUTENbCKOM) YIMAKOBKM C YyKa3aHMEM Ha HUX HOMEpa pPETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTI'O IIpernapaTa 1 1aThl €ro rocyAapCTBEHHOM perucTpaliy Wi B CIy4ae MPUHATUS PELICHUS
00 OTKa3ze B TOCYIapCTBEHHOW pPETUCTPAllMU JIEKApCTBEHHOrO IMpenapara yBeIOMIISIET B MHCbMEHHOU
dopme 3asBUTENs 00 3TOM C YKa3aHHEM HPUYMH TAaKOro OTKa3za. 3a BbIJa4y pPETHCTPALlMOHHOTO
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YIOCTOBEPEHUSI JIEKAPCTBEHHOI'O Mpernapara B3UMAeTCsl TOCYAapCTBEHHAs MOLUIMHA B COOTBETCTBUU C
3aKoHo1aTeLcTBOM Poccutickoit deneparu o Hajgorax u coopax.

Wndopmarius 06 M3MEHEHUSX:
Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro
2. OcHOBaHUEM AJI OTKa3a B IOCYJapCTBEHHOM PETUCTpalMM JIEKaPCTBEHHOIO Ipernapara it
MEIUIUHCKOIO IPUMEHEHUS SIBIISIETCS 3aKIF0UEHHE COOTBETCTBYIOIETO YIIOJHOMOUYEHHOIO (heiepalbHOro
OpraHa HCIIOJHUTENIBHOM BIACTH O TOM, YTO KadecTBO W (WiH) 3(PPEKTUBHOCTb PETUCTPUPYEMOTO
JIEKapCTBEHHOT'0 IpenapaTa sl MeIULUHCKOr0 IPUMEHEHHsI HE MTOATBEPKACHBI MOIYyY€HHBIMU JAHHBIMU
WIM 4TO PUCK IPUYMHEHUS Bpela 30pOBBIO UEIOBEKA BCIIEICTBUE IIPHEMA JIEKAPCTBEHHOI'O Ipernapara
JUIS MEIMIIUHCKOIO IIPUMEHEHUS MpeBbIIaeT 3PPEKTUBHOCTb €r0 IPUMEHEHUS.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uacme 3 cmamvu 27 nacmosuezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
3. TloBTOpHOE mpeACTaBICHHWE B COOTBETCTBYIOUIMI YIOJTHOMOYCHHBIH (enepaabHblii OpraH
UCIIOTHUTENIbHOM BJIAacTH JIEKAPCTBEHHOTO IIpermapaTa, B OTHOIICHWHM KOTOPOTO TMOJNy4eH OTKa3 B
roCy/1apCTBEHHOW pErucTpalvy U KOTOPbIN BIIOCIEACTBUM IOJBEPIcs MU3MEHEHHUIO B YacTU €ro COCTaBa,
paccMaTpuBaeTCsl Kak MpeACTaBlICHHE HOBOIO JIGKAPCTBEHHOTO Iperapara Ha €ro rocyAapCTBEHHYIO
perucTpanuo He3aBUCUMO OT COXPAHEHHS! €r0 MEPBUYHOIO0 HAUMEHOBAHHUS.

Wudopmarus 06 H3MEHEHHSX:

Cmamuws 27 oonoanena yacmoto 4 ¢ 15 uwona 2018 . - @edepanvuuiii 3axkon om 4 uons 2018 2. N
140-D3
4. Tlpu mpenoCTaBlICHUM 3asBUTEJIEM B COCTaBE PETUCTPAIMOHHOTO JIOChE Ha JIEKApPCTBEHHBIN
mpenapar A BETEPUHAPHOTO MPUMEHEHHsI KOMUU PEIICHUs YIIOJTHOMOYEHHOTo (heaepaibHOro opraHa
WCITOJTHUTEJILHON BJIACTU O MPOBEJCHUN WHCIIEKTUPOBAHUS TPOU3BOIUTEISI JICKAPCTBEHHBIX CPEJICTB CPOK
NPUHATUS PEUIEHUSI O TOCYJApCTBEHHOW PEruCTpaluM JIEKApCTBEHHOrO Mpenapara Jyisi BETEpUHAPHOTO
MPUMEHEHHUS MPUOCTAHABIMBACTCA CO JHS TOJYYCHHUs 3aKJIIOUCHUM, YKa3aHHBIX B YacTu | HacTosIIeH
CTaThH, IO THS MPUHATHS YIIOJTHOMOUYEHHBIM (pe/iepalbHbIM OPraHOM HCTIOHUTEIHHON BIACTH PEIICHUS O
BbIJIaue WJIKM 00 OTKa3e B BBIJAYE 3aKIFOYCHUS O COOTBETCTBUH MPOU3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM MPaBUIT HAJUIekKAIIed TPOU3BOJCTBEHHON MPAKTUKH, HO HE 0oJiee YeM Ha CTO BOCEMbJIECST
pabouux gHEH.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 27 oonoanena yacmoto 5 ¢ 15 uwons 2018 2. - @eodepanvruiii 3axon om 4 uons 2018 2. N
140-D3
5. OcHOBaHuEM JUIsl OTKa3a B TOCYJAapCTBEHHOM pErucTpalMM JIEKapCTBEHHOTO Ipernapara ajs
BETEpUHAPHOIO TPUMEHEHHUs SBISIETCS 3aK/IIOUEHHE YIOJIHOMOYEHHOro (eaepanbHOrO opraHa
UCIIOJTHUTENIbHOM BJacTM O TOM, YTO KayecTBO M (Wiau) dSPPEKTUBHOCTb PETHUCTPUPYEMOTO
JIEKapCTBEHHOTI'O IIpemnapara Jilsl BETEPUHAPHOIO IPUMEHEHMSI HE NTOATBEP:KIEHBI IOTY4EHHBIMU JAHHBIMU
WIM 4TO PUCK NMPUYMHEHHUS Bpelia 30POBbIO JKUBOTHOI'O BCIIEACTBHE MpHEMa JIEKapCTBEHHOTO Mpernapara
JUIS. BETEPUHAPHOTO NMPUMEHEHHsI PEBBIIAET 3P PEKTUBHOCTD €0 MPUMEHEHHS, 0TKa3 YIOJIHOMOUYEHHOTO
denepanbHOro opraHa UCHOJHUTENBLHOM BIAacTH B BbIJAU€ 3aKIFOYEHHSI O COOTBETCTBUU MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUAM IpPaBUII HaJJIEXKAIIEH MPOU3BOJICTBEHHON MPAKTHKH IS KaxkIOH
MPOU3BOJCTBEHHON IUIOHIA/IKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IIpernapaTa s BETEpPUHAPHOTO
IIPUMEHEHHUS B CIIydae, €ClIM IIPOU3BOJICTBO JIEKApPCTBEHHOIO IIpenapaTa [yl BETEPUHAPHOIO PUMEHEHUS
OCYILIECTBIsIETCS 32 npenenamMu Poccuiickoi denepanuu, MM OTCYTCTBUE TAKOTO 3aKITIOUECHMUS.
TAPAHT:

CM. koMMEHTapuu K cTaTthbe 27 HacTosmero denepalbHOTO 3aK0Ha
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Wndopmarus 06 H3MEHEHHSX:
Cmamuws 27.1 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oekabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio
TAPAHT:

Y1IoTHOMOYEHHBIH (peepanbHbIi OpraH UCIIOMHUTEIbHON BiacTu a0 1 saBaps 2021 roma onpenenser
B3alMO3aMEHSIEMOCTb JIEKAPCTBEHHBIX IIPEMNapaToB Uil MEAMLMHCKOIO IIPUMEHEHUsS, KOTOpbIE
3apETrUCTPUPOBAHBI JI0 JHS BCTYIUICHUS B cuiny denepanbHOro 3akoHa oT 27 aexadpst 2019 r. N 475-D3
U B3aMMO3aMEHSAEMOCTb KOTOPBIX paHee HE Oblia ONpE/esIeHa, B MOPSIKE, YCTAaHOBIEHHOM HACTOALIEH
CTaThei, 32 UCKIIOUEHHEM JIEKApCTBEHHBIX MPENaparoB, YKa3aHHBIX B yacTu 4 ctatbu 3 DenepanbHOro
3akoHa ot 27 nekadps 2019 r. N 475-D3

Crarbs  27.1. B3aumo3aMeHSIEMOCTb JIEKAPCTBEHHBIX IPENaparoB s  MEIULUHCKOIO

MPUMEHEHUS

1. B3auMo3aMeHSE€MOCTb JIEKAPCTBEHHBIX IpENapaToB Ui MEAUIMHCKOTO IPUMEHEHUS
OTIpeIeINIAETCSl YIOJTHOMOUYEHHBIM (peiepalIbHBIM OPraHOM HCHOJHUTENBHOM BJIACTH, OCYIIECTBISIONINM
roCy/IapCTBEHHYIO PErUCTPALIUIO JIEKAPCTBEHHBIX IIPENapaToB JIsi MEAUIIMHCKOrO PUMEHEHHS, B paMKax
OJIHOTO MEXJIYHAPOJHOTO HEMATeHTOBAHHOTO (MJIM XMMHUYECKOT0, WJIH TPYIIUPOBOYHOI0) HAUMEHOBAHUS
Ha OCHOBE 3aKJIIOYEHHMS KOMHCCHM DSKCIEPTOB HKCIEPTHOIO YUPEXKJIEHUS O B3aHMMO3aMEHSIEMOCTH
JICKapCTBEHHOT'O Mpernapara A MEIUIMHCKOTO MPUMEHEHHS THO0 O TOM, YTO JICKApCTBEHHBIN Mpenapar
JUIsL  MEIUIMHCKOrO IpPUMEHEHHUs He SBIEeTCS B3auMo3aMeHseMbIM. [lopsiiox  ompeneneHus
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX TPENaparoB s MEAUIMHCKOrO0 TMpUMEHeHuss u  ¢dopma
3aKJIIOYEHUS KOMMCCHU 3KCIEPTOB AKCIEPTHOIO YUPEXKJIEHUS O B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX
IpernapaToB JUisi MEIUIIMHCKOTO MPUMEHEHHs JUO0 O TOM, 4YTO JIEKapCTBEHHBIA mperapar Jyis
MEJMIMHCKOTO MPUMEHEHUS HE SBJSETCS B3alMO3aMEHSEMbIM, ycTaHaBiuBaroTca [IpaButenbcTBOM
Poccuiickoit @enepanuu.

2. Komuccusi 3KCHepToB 3KCIEPTHOIO YUPEKIEHHUS JaeT 3aKJII0YEHHE O B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO Ipernapara Ui MeIUIMHCKOI0 MPUMEHEHUs 100 O TOM, YTO JIEKapCTBEHHBIH Mpenapar
JUISL METUIIMHCKOTO IPUMEHEHUSI HE SIBJIIETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBAHUU CJIEYIOIUX KPUTEPUEB
(XapaKTepUCTHK):

1) oKkBUBaJIEHTHOCTh (Isi OMOAHAIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(6M0aHaJIOrOB) - CONOCTAaBUMOCTbD) KaUY€CTBEHHBIX U KOJIMYECTBEHHBIX XapaKTePUCTHK (papMalieBTHYECKUX
CyOCTaHIIMII MM COMOCTaBMMOCTh AHTUIE€HHOTO COCTaBa BakIUH. lcronb3oBaHME pa3iIMuYHBIX COJEH,
3(hUpPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUIMYECKHX (OPM M JIPYTrUX NMPOU3BOAHBIX OJHOTO U TOTO XK€
JEHCTBYIOIIErO BEIIECTBA HE SBISIETCS MPENATCTBUEM JUIsl ONpEIENIEHUs B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHbIX  IpernaparoB, €cId NpU  MPOBEACHUU  HUCCIEAOBaHHS  OMO3KBUBAJIEHTHOCTU
JIEKapCTBEHHOI'0 Ipernapara WIM HCCIEJOBaHMS TEparneBTHUUECKON SKBHUBAJIEHTHOCTH JIEKApPCTBEHHOTO
npernapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKM 3HAUYUMBIX pa3iuyuii (papMakOKMHETHUKH | (WJIH)
a¢dexTrBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO TPUMEHEHNUS;

2) SKBHUBAJIEHTHOCTH JEKApCTBEHHOW (Gopmbl. [loa SKBUBaNCHTHBIMH JIEKAPCTBEHHBIMH (OpMaMU
MOHMMAIOTCSI pa3HbIe JIEKAPCTBEHHBIE (DOPMBI, MMEIOIIME OJMHAKOBBIE CIOCOO BBENEHHUS U CHOCOO
OpUMEHEeHHs, OO0JIaJalolie  COMOCTaBUMBIMM  (DapMAaKOKMHETHMUECKUMHM  XapaKTEepUCTHKaMU U
(dapMaKoJIOTHYECKUM JIeHCTBUEM U O0ECIEeUNBAIOIINE TaKXKe JTOCTHKEHHE HEOOXOAUMOIro KIMHUYECKOTO
spdekra. Paznmuumsa nekapcTBEeHHBIX (GOPM HE SABISIOTCA MPENATCTBHEM JUIS  ONpEAeTeHHS
B3alMO3aMEHSEMOCTH  JIGKAPCTBEHHBIX  IpernapaToB, €CIM MpH  NPOBEICHUH  HUCCIEAOBAaHUSA
OMOPKBUBAJIEHTHOCTH  JICKQPCTBEHHOTO  Tpemapara WM WCCIEAOBAaHUS  TEparneBTUYECKOH
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUUMBIX pa3iuuuid
dapmakokuHeTUKH W (MiaM) 3(G(GEeKTUBHOCTH M O€30MaCHOCTH JIEKAapCTBEHHOIO Iperapara i
MEAMIIMHCKOTO TPUMEHEHHUS;

3) SKBUBAJIEHTHOCTb WJIM COIIOCTABUMOCTb COCTaBa BCIIOMOTATENIbHBIX BELIECTB JIEKAPCTBEHHOIO
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npernapara A8 MEAUIMHCKOrO INpUMEHeHus. Pasznuuusg cocTaBa BCIOMOIATEIbHBIX — BELIECTB
JICKapCTBEHHOI'O Ipenapara HeE SBIAIOTCA NPENATCTBUEM I ONpPENEICHMsS B3aMMO3aMEHIEMOCTH
JEKapCTBEHHbIX  IIpPEnapaTroB, €ciId Ipud  [POBEAECHUU  MCCIEAOBaHUS  OMOIKBHUBAJIEHTHOCTU
JICKapCTBEHHOI'0 IIpenapara WIM HCCIEJOBaHMs TEPaleBTUYECKONM SKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O
npenapara JI0Ka3aHO OTCYTCTBHE KJIMHHYECKH 3HAYUMBIX pa3inyvidi (papMakOKMHETHKH | (WJIH)
3¢ (GeKTUBHOCTH M 0€30MaCHOCTH JIEKApCTBEHHOro Ipernapara Uil MEIUIMHCKOro npumeHeHus. llpu
HAIMYUU KIMHAYECKU 3HAYMMBIX Pa3inuuii papMakOKHHETUKH U (UiaH) 3(HEKTUBHOCTH U OE30MaCHOCTH
JICKapCTBEHHOI'0 IIpernapara uisi MEIULUHCKOrO IPUMEHEHUs B3aMMO3aMEHSEMOCTb OIPENEISETCS C
YKa3aHHWEM Ha MCKJIFOUEHUE OTJENIbHBIX IPYIII MTallUEHTOB;

4) MAEHTUYHOCTB CIIoco0a BBECHUS U CIIoco0a MPUMEHEHMS,;

5) COOTBETCTBHE MPOM3BOAUTEIS JIEKAPCTBEHHOTO CPEJCTBA TPEOOBAHUSAM IpABWII HaJJeKallel
IIPOU3BOJCTBEHHON IIPAKTHUKHU.

3. OmnpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB Jis
MEAMIMHCKOrO NMPUMEHEHHUs, yKazaHHbIX B uacTu 10 cratem 18 Hactosmero denepaJbHOrO 3aKOHa,
OCYIIECTBIISICTCS 0€3 HEOOXOIMMOCTH JTOKA3aTeIbCTBA UX OMOAKBUBAIICHTHOCTH.

4. OcoOeHHOCTH  OIpeJeNeHUs]  B3aUMO3AMEHSEMOCTH  OMOJIOTMYECKUX  JIEKAPCTBEHHBIX
[IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coAepKallux KOMOMHAIUIO ABYX U Oojee
JNEUCTBYIOIMX  BEIIECTB), JIEKAPCTBEHHBIX  IIPENapaTroB Il [ApeHTEePaJbHOIO  MUTAHUA U
HEJIO3MPOBAHHBIX JIEKAPCTBEHHBIX IIpenaparoB ycraHaBiauBaroTcs [IpaBurensctBoM  Poccuiickoit
®enepanuu.

5. OmpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBIISETCS B OTHOLIEHUM JIEKApCTBEHHBIX
pacTUTEIBHBIX NPENApaTOB, TOMEONIATUYECKUX JIEKaPCTBEHHBIX IIPENApaTOB.

6. @opMupoBaHUE NEPEYHS B3aHMMO3aMEHSAEMbIX JIEKaPCTBEHHBIX MPENapaToB JJIsl MEIULIUHCKOIO
IPUMEHEHUS OCYILECTBIISAETCS HKCIEPTHBIM YUPEXKJIEHHUEM IOCPEACTBOM OOBEIMHEHUS JIEKAPCTBEHHBIX
IPENnapaToB B OTAEJbHbIE TPYMNIbI, B KaXJ0H M3 KOTOPBIX JIEKAPCTBEHHBIE IpEnaparbl SBIAIOTCA
B3aMMO3aMEHSAEMbIMHU.

7. B ciydae BKJIIOYEHHMS B HHCTPYKLHIO 1O MEIUIIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO
npenapara Ha OCHOBaHHMM PE3YJIbTaTOB COOTBETCTBYIOIIMX HCCIEIOBAaHUM INOKAa3aHUW AJI MPUMEHEHUS,
KOTOpBIE OTIMYAIOTCS OT MOKA3aHUM JJIs MPUMEHEHHs IPYTHX JIEKAPCTBEHHBIX IpPENnapaTroB U3 TPYIIIbI
B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IIPENapaToB, B IIEPEYHE B3aUMO3AMEHSAEMBIX JIEKAPCTBEHHBIX
IIPEnapaToB JUIsk MEJUIIMHCKOTO IPUMEHEHHSI TOJIKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMALIHSL.

8. Ilepeuensr B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENApaToOB JUIsl MEIULUHCKOIO IPUMEHEHUS
pa3MeniaeTcs yNoJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJHUTENBHON BIIACTH, OCYIIECTBISIOIIUM
rOCYIapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX IIPENAPATOB JIsl MEAUIIMHCKOTO TPUMEHEHHS, HA CBOEM
ouimansaom caiite B cetd "MHtepHer". MHbopMalus B nepeyHe B3aMMO3aMEHSEMBIX JIEKaPCTBEHHBIX
IpenapaToB Ui MEIUIMHCKOIO TNPUMEHEHUS OOHOBIISIETCS YKa3aHHBIM (efepalbHbIM OpPraHoM
UCIIOJTHUTENIbHOM BJIACTH C YYETOM HOBBIX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB IS
MEAMIMHCKOTO MPUMEHEHHSI U BHECEHHBIX U3MEHEHUN B JOKYMEHTBI, COIEPKALIUECS B PETUCTPALIMOHHBIX
JI0ChE€ Ha 3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaThl A1l MEAUIIMHCKOTO TPUMEHEHHS.

9. ITopsi/10K UCTIONB30BaHUS MH(POPMALIMU O B3aMMO3aMEHSEMBIX JIEKApCTBEHHBIX Mpernaparax s
MEAMIIMHCKOTO TPUMEHEHHMs] M TMOPSAJOK Jayd pPa3bsICHEHHH MO BOIPOCaM B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IIPEMNapaToB Ul MEAUIMHCKOrO IPUMEHEHMs ycTaHaBiauBaroTcs IIpaButenbcTBoM
Poccuiickoit @enepanuu.

TAPAHT:

Cwm. xomMmeHTapuu K ctatbe 27.1 HacTosiero denepanbHOroO 3aKOHa

Cratbs 28. PerucrpanimoHHOE y10CTOBEPEHHE JIEKAPCTBEHHOIO IIpenapaTa
1. PerucrpannoHHoe ya0CTOBEpEHUE JEKApCTBEHHOIO Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dopM M J03MPOBOK BBIIAETCI OECCPOYHO, 3a MCKIIOYEHHEM PEruCTPALMOHHOTO YIOCTOBEPEHUS
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JIEKapCTBEHHOIO TMpernapaTa, BbJ1aBaeMOro CO CPOKOM JEHCTBUS ISITh JIET, HA BIIEPBbIE PETUCTPUPYEMbIC B
Poccuiickoii denepaiyu jeKapCTBEHHBIE MTPENapaThl.
TAPAHT:

l'ocynapcTBeHHast perucrtpanusi JIEKapCTBEHHBIX IIPENaparoB Uil BETEPUHAPHOTO IPUMEHEHUS,
neiicTBue kotopoil ucrekaer ¢ 14 mapra 2022 r. no 31 nexadps 2022 r., npoasieBaercs Ha 12 mMecsies
2. Ilo ucTeyeHMM yKa3aHHOrO B uacTU | HacTOsIIEH cTaThbM CpoKa BbLAAaeTCs OeccpouHoe
pPEruCTpallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IpU YCIOBUM IOATBEPXKACHUSA €ro
roCyJapCTBEHHOH perucTparum.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dekabpsa 2014 2. N 429-D3 cmamusa 28 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoio 3, ecmynatoweil 6 cuny ¢ 1 urons 2015 2.

3. B cnydae BHeceHUs B COOTBETCTBUU cO craThsimu 30 u 31 HacTosimero denepanbHOro 3aKOHA
U3MEHEHUN B COJEpXKalllMeCcs B PErMCTPALIMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIA JIEKAPCTBEHHBIN
mnpenapar JOKYMEHTBI, 3aTParvBaloOIIUX CBEACHUS, OTPAKEHHBIE B PETUCTPALMOHHOM YIOCTOBEPEHUU
JICKapCTBEHHOTO Tpernapara, YIOJTHOMOYCHHBIN (enepanbHblii OpraH HCIOTHUTEIHHOW BIACTH BBIJACT
HOBOE PETUCTPALIMOHHOE YAOCTOBEpEHHUE JEKApPCTBEHHOIO MperapaTa, CojAepiKallee BHECEHHBIE B HETO
W3MEHEHHUSI.

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamuvsa 28 nacmosuwezco Dedepanvroco
3aKoHa 0ononnena wacmoio 4, scmynatoweii 6 cuny ¢ 1 uons 2015 e.

4. B ciywae yTpaThl WU TOBPEKICHUS PETHCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapata 1O 3asBJICHHIO B IMHCBMEHHOH ¢dopMe JepkaTells WM BIAAENblla PErucTPAlMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara Wik yIOJIHOMOUYEHHOTO UMH JPYTOoro IPUANYECKOro JUIA O
BbIlaye yOJIMKaTa perucTPAllMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Mperapara yIOJTHOMOYEHHBIH
(denepanbHBIN OpraH MCIOJHUTEIBHON BIACTH B CPOK, HE MPEBBIMAIONIMN ASCATH pabodnX THEH co THS
MOCTYIJICHUSI 3asiBICHHUA, BbIIaeT JyONMKAT pPETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara. 3a Bbady JIyOfMKaTa PETrUCTPAIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO Ipemapara
B3UMAETCsl TOCYIApPCTBEHHAs MOUUIMHA B COOTBETCTBUU C 3aKOHO/aTesbecTBOM Poccuiickoit @eaepannu o
Hajorax u coOopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThEC 28 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarrust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamuvsa 29 nacmosuweco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 aueaps 2017 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
TAPAHT:

I'ocynapcTBeHHass perucrpanusi JIEKapCTBEHHBIX MPENaparoB [Ulsl BETEPUHAPHOIO INPUMEHEHMS,
neiictBue kotopoii ucrekaet ¢ 14 mapra 2022 r. mo 31 pexadbps 2022 r., npoaneBaercs Ha 12 mecsieB
Cratbs 29. [TonrsepkaeHue rocy1apCTBEHHOW pErMCTpalivy JIEKAPCTBEHHOTO Mpernapara
1. IloaTBEepxkAEHNE TOCYAAPCTBEHHOW PErMCTpaly JIEKAPCTBEHHOIO Mpenapara OCyIECTBISIETCS
Ipy Bblade OECCPOYHOrO PETUCTPALMOHHOIO YJOCTOBEPEHMsI JIEKAPCTBEHHOIO IIpernapara B Cilydae,
YKa3aHHOM B uacTu 2 cTarbu 28 Hactosmero denepaJbHOr0 3aKoHa, B CPOK, HE IPEBBIMIAIOIINN
HIeCTUJECATH pabouux THEH cO JHS IMOJIy4E€HHsI COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM HCIOJHUTEJIBHOM BJIACTU 3asBJICHUS O TOATBEPKICHUM TOCYAAPCTBEHHOW pErucTpanuu
JIeKapCTBEHHOro mpemnapara. He ocyiiecTBisieTcss MOATBEPXk ACHHUE TOCYJapCTBEHHOW pETrUCTpaluu B
OTHOILIEHUHM JIEKApCTBEHHOTO Iperapara, He HaxoAuBIIerocs B oopamenuu B Poccuiickoit dexepannu B
TE4YEeHUEe Tpex U Oojee JIeT, a TakkKe B OTHOLIEHUWHU JIEKapCTBEHHOTO CPEJCTBA, NPOU3BEICHHOIO C
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HapyLIeHHEeM TpeOOBaHMsI, YCTAHOBICHHOTO 4acThio 3.7 crathu 71 HacTosmero deaepanbHOro 3aKoHa.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
2. 3asBJICHHE O TOJTBEPKICHUU TOCYIApPCTBEHHON PErHCTpalliy JISKAPCTBEHHOTO Tpenapara s
MEIWIIMHCKOTO TPUMEHEHUS MPEICTABISACTCS B COOTBETCTBYIONIMI YIIOJTHOMOYEHHBIN (eaepaibHbIN
OpraH UCIIOJIHUTEIILHOW BJIACTH HE paHee YeM 3a CTO BOCEMBJECAT JHEH JI0 MCTEYCHHUSI CPOKa JCHUCTBUS
PETHCTPAIIOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara ik MeAUIIMHCKOTO MIPUMEHEHHSI.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 29 oonoanena uacmoto 2.1 ¢ 13 aseycma 2019 e. - @edepanvhwiii 3akon om 2 aseycma 2019 e.
N 297-@D3
2.1. 3asBieHue 0 MOATBEPKICHUN rOCYAApCTBEHHOM pErucTpaliy JICKapCTBEHHOTO MpernapaTa AJis
BETEPUHAPHOTO TMPUMEHEHHs TMPEACTABIACTCS B COOTBETCTBYIOIIUN YIOJTHOMOYEHHBIN (eaepanbHbIil
OpraH WCIIOJHUTEILHOW BJIACTA HE PAaHEE YeM 3a CTO BOCEMBJECAT THEH 0 UCTEUYCHHS CpOKa JCHCTBUA
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara Ui BEeTEPUHAPHOTO MPUMEHEHUS U He
M037IHEE OKOHYAHUS CPOKA €ro JIEHCTBUS.
3. [loaTBepxkaeHNE TOCYAAPCTBEHHONW PErHCTpalMK JIEKAPCTBEHHOTO Mpenapara OCYIIeCTBIsETCS
M0 pe3yJbTaTaM HKCIEPTU3bl OTHOIICHHUS OXHIA€MOW TMOJb3bl K BO3MOXKHOMY PHCKY TPUMEHEHUS
JIEKapCTBEHHOT'O IpernapaTa Ha OCHOBAHUU PE3YJIbTaTOB MOHUTOPHHra 3(pPeKTUBHOCTU U OE30MaCHOCTH
JIEKapCTBEHHOI'O  Ipenapara, I[POBOJMMOIO JIep)KaTeleM WM  BIAAEIbLEM PErucTPaliOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOT'O Mpenapara Ju00 YIOIHOMOYEHHBIM UMHU IOPUIUYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eZiepaibHbIM OPraHOM HCIOJHUTEIBLHON BIACTH B COOTBETCTBUU
¢ TpeboBaHuAMHU cTaThu 64 HacTosero PenepalbHOrO 3aKOHA.

Undopmaris 06 n3MEHEHUAX:
Yacmwb 4 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

4. K 3asgBieHHI0O O MOATBEPkKACHUU TOCYIApPCTBEHHOW PETHUCTpAIlMU JIEKAPCTBEHHOTO MperapaTa
JUTSL MEJTUITUHCKOTO TIPUMEHCHHSI IPUITAraloTCs:

1) JOKyMEHTHI, cojaep)Kallue pe3yabTaTbl MOHHTOpPHHTa 3(P(GEKTUBHOCTH U 0e30MacHOCTH
JICKapCTBEHHOTO TMpemnapara JUIsli MEAWIIMHCKOTO0 TIPUMEHEHHWs, IPOBEICHHOTO JepKaTelieM WU
BJIQJICTIBIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO TpemapaTta JAis MEIUIIMHCKOTO
NPUMEHECHUS JIMOO YIOJHOMOYCHHBIM WM FOPHIUYECKHUM JIHIOM, 10 (dopMme, YTBEPKIACHHOU
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM MCIIOHUTEILHON BIACTH;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 2 uzmenen c 1 saunsapsa 2021 a. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

2) cBeleHHsI O JaTe€ MPEJOCTABIICHUS W PETHCTPAIMOHHOM HOMEpE JIMIICH3WH Ha TPOHM3BOJCTBO
JIEKapCTBEHHBIX CPEICTB UM CBEACHHUS O JaTe MPEJOCTaBICHUS U PETUCTPAIIMIOHHOM HOMEPE 3aKITI0YECHUs
O COOTBETCTBHM TIPOM3BOJMUTEINSI JIGKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSM TIPaBUII  HaJJIEKAIICH
NPOM3BOJICTBEHHON  NPAaKTUKW, MPEJOCTABIEHHBIX  YINOJHOMOYEHHBIM  (efiepalbHbIM  OpraHoOM
UCTIOJTHUTENIHOW BJIACTH B OTHOIICHWHW MPOW3BOJICTBEHHOH IJIOMIAIKK JIEKAPCTBEHHOTO Tperapara s
MEIUIIMHCKOTO MPUMEHEHHsI, TOCYIapCTBEHHAsI PErUCTpallusi KOTOPOTo MOATBEPXKIAETCSA B ciydae, ecliu
NPOM3BOJICTBO JIGKAPCTBEHHOTO TIperapara Uil MEIUIIMHCKOTO TPHMEHEHHs] OCYIIEeCTBISECTCS B
Poccuiickoii denepanuy;

Wudopmanust 00 U3MEHEHUIX:
Ilynxkm 3 usmenen c 1 sneaps 2021 2. - @edepanvuwiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
3) Komus TPETOCTaBICHHONW YIOJHOMOYCHHBIM OPraHOM CTPaHBI MPOW3BOJUTEIIS JIMIICH3UHA Ha
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IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpemnapara A MEAUIMHCKOrO NMPUMEHEHUS U €€ MEpPEBOJ Ha PYCCKHM
A3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IIOps/IKEe, a TakXe KOMMsA 3aK/IIOUeHHs O COOTBETCTBUHU
NPOM3BOJUTENS JIGKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM TIPaBWII  HAAJIEKAIIEH MPOU3BOJICTBEHHOM
IPAaKTUKH, BBIJJAHHOTO YIIOJHOMOUYEHHBIM (eiepaibHbIM OPIaHOM UCIOJHUTEIbHOM BJIACTH B OTHOILIEHUHU
IIPOM3BOJCTBEHHONW  IUIOIIAJKM JIEKAPCTBEHHOIO Ipernapara JUisi MEIULUHCKOIO IMPUMEHEHUs,
roCyJapCTBEHHAs PErucTpalus KOTOPOIo IOATBEPXkAAeTCs, WJIM KOMNHS PELICHUS YIOJIHOMOYEHHOI'O
¢denepaabHOrO OpraHa MCIOJHUTENIFHOW BIACTH O TMPOBEJCHUM WHCIIEKTUPOBAHUS MPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB B Ciydae, €ClIM MPOU3BOACTBO JIEKAPCTBEHHOrO IpenapaTa A MEeIUIMHCKOTO
IIPUMEHEHUs OCYILECTBIIAETC A 3a npenenamu Pocculickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 29 dononnena wacmoto 4.1 ¢ 15 uronsn 2018 . - @edepanvuwiii 3akon om 4 uona 2018 e. N
140-D3
4.1. B oTHOMIEHUU OUOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUITMHCKOTO MPUMCHCHHUS
3asiBUTENIb JIOMOJIHUTENBHO TMPEACTABISET PE3yJIbTaThl MEPONPHUATHH, MPEeIyCMOTPEHHBIX IUIAHOM
VIIPaBICHUS PHUCKAMH, YTBEPXkKJICHHBIM YIIOJHOMOYCHHBIM (heJepaabHbIM OPTaHOM HCIOJHUTEIILHON
BJIACTM TMPU OCYIIECTBICHUU TOCYAapCTBEHHOW pErucTpanuu JIEKapCTBEHHOro Mpenapara Jyis
MEIUIIMHCKOTO IIPUMEHCHHSI.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 4.2 usmenena c 13 aseycma 2019 e. - Dedepanvruiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio

4.2. K 3asBIEHHUIO O TOATBEPKICHUH FOCYIapCTBEHHONW PETUCTPALlMU JIEKAPCTBEHHOTO MperapaTa
JUIST BETEPUHAPHOTO MPUMEHEHHS MPUJIAraloTCcsl JIOKYMEHTBI, COJEpXkaIlue pe3yiabTaThl MOHUTOPWHIA
¢ dexTuBHOCTH H 0OE30MACHOCTH JICKAPCTBEHHOIO TMpenapara Jjs BETEPUHAPHOTO MPUMEHEHHUS,
MPOBOJIUMOIO  JIEp>KaTejeM WA BIAACIbIEM PErHUCTPALIMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOIO
mpenapaTta Al BETEPUHAPHOTO MPUMEHEHHs JHOO0 YIOTHOMOYEHHBIM UM IOPUIUYECKHM JIHIIOM, IO
dbopme, YTBEPKIECHHON YIOJHOMOYECHHBIM (eJepaibHBIM OPraHOM HCIHOJHUTEIHLHON BIIACTH, W
JTOKYMEHTBI, yKa3aHHbIe B nyHKTax |, 2 - 2.2, moamynkrax "a", "0", "k", "n" nynkra 4 wactu 3 ctateu 17
HacTosuero denepanbHOro 3aKkoHa. B OTHOIIEHNH MMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB
JUIsl BETEPUHAPHOTO MPUMEHEHUSI HE MPEJCTABISAIOTCS CBEIACHUS, YKa3aHHbIE B 1onyHkTe "K' myHkTa 4
yactu 3 ctateu |7 HacTosmero denepaibHOro 3aKOHA. B OTHOIIEHWM JIEKApCTBEHHBIX MpenapaToB s
BETEPUHAPHOTO MPHUMEHEHHUS, TMOJYYEHHBIX C MPUMEHEHHEM TeHHO-HUHKEHEPHO-MOIUPUIIUPOBAHHBIX
OpPTaHWU3MOB WJIA COJACPIKAIINX TAKUE OPTaHU3MBI, JIOTIOJTHUTEIILHO TIPEICTABIISIOTCS CBE/ICHHUS, YKa3aHHBIC
B niyHkrte 13 wactu 3 crareu 17 HacTosmero denepanbHOro 3akoHa.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 4.3 usmenena c 1 aunsapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

4.3. 3agBuTens BIpaBe MPEACTABUTh C 3asBICHUEM O TMOATBEPKICHUH TOCYAapCTBEHHOM
pEeTHCTpaliK  JICKQpCTBEHHOTO  Tpermapara  KONHUIO  JIOKYMEHTa,  IMOATBEPXKTAMOIICTO  YIUIaTy
rOCY/IapCTBEHHOW TIONUIMHBI 33 TIOATBEPKICHUE TOCYIapCTBEHHOW pErucTpaly JeKapCTBEHHOTO
mperapara, a TakkKe BbIJaBaeMble (ITPEIOCTABIISIEMBIC) YIOJHOMOYCHHBIMU (efepaTbHbIMA OpTaHAMH
MCTIOTHUTENILHOM BJIACTH TIOKYMEHTHI (CBEJIEHUS), YKa3aHHBIE B TTYHKTAX 2 U 3 4acTH 4 HACTOSIIEH CTaThU.
B cmydae wx HempeJCTaBIICHUS YIIOJHOMOYCHHBIH (elepalbHBIi OpraH WCIIOTHUTEILHOW BIIACTH
3ampanimBaeT yKa3aHHBIE JOKYMEHTHI (CBEIEHHS) B MOPSIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO
B3aUMOJICHUCTBUSL.

5. B Tteuenme pecaru pabouymx JHEH CO JHS TPHUHITUS 3asABICHHUS O TMOATBEPXKICHUU
TOCY/IApCTBEHHOW PETUCTPANMU JIGKAPCTBEHHOTO TIperapaTa W JOKYMEHTOB, COJEPKAIINX pPe3yIbTaThl
MOHHUTOpHUHTA () (HEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOTO IMpernapara, MPOBOAMMOIO JIepiKaTeIeM
WUTH BJIQJICITBIIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TIperapara MO0 YIIOTHOMOYEHHBIM
MU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYEHHBIN (eepalbHbIi OpraH NCIOTHUTEILHOM BIACTH:
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1) mpoBOAMT HPOBEPKY MOJHOTHI CBEACHUI, COAEPKALIUXCS B IPEACTABICHHBIX 3asSBUTEIEM
JOKYMEHTax;

2) npUHUMAaeT peuleHHe O MPOBEACHUU MM 00 OTKa3e B MPOBEACHUHU SKCIEPTU3BI OTHOLICHHUS
OKMJAEMOH IOJb3bl K BO3MOKHOMY PHCKY INPHUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAHHHU
pe3yabTaTOB MOHUTOPHHTA 3(PPEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, MpOBOAUMOTO
JiepKaTeeM WINM BIIAJeNbLEM PEruCTPalMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOro Ipernapara Jnbo
YIOJIHOMOYEHHBIM UMHU FOPUIMUYECKUM JIULIOM, a TaKkkKe (peepasbHbIM OPTaHOM HCIIOJHUTEIHHON BIacTH
B COOTBETCTBHHM C TPEOOBAaHUAMM cTaThy 64 HacTosAuero denepaabHOro 3aKOHa;

3) yBenoMisieT B DJIGKTPOHHOW (opMe WM TUChMEHHOW ¢GopMe 3asdBUTENS U SKCIEPTHOE
yUpEXKAECHUE O MPHUHATOM pEUIeHHH JMOO0 B Cilyyae INPHUHATUSA pelIeHus 00 OTKa3e B INPOBEICHUU
AKCIEPTU3BI yKa3bIBAE€T IPUUYMHBI TAKOTO OTKA3a.

6. B cioyuae BbIABICHMS HEJOCTOBEPHOCTM M (WJIM) HEJOCTATOYHOCTH HH(MOpMAIUH,
coJepKalieiics B IMPEICTaBICHHBIX 3asBUTENEM IOKYMEHTaX, YIOJHOMOYEHHBIH (eaepanbHbIi OpraH
UCTIOJIHUTENIbHOW BJIACTH HAIPABJISET 3asBUTENIO 3alIPOC 00 YTOUHEHUH YKa3aHHOW MH(pOopMaluu. 3anpoc
YIIOJIHOMOYEHHOTO  (peIepabHOr0 OpraHa HCIOJHHUTEIBHOH BJIACTH MOXET OBITh  IepenaH
YIIOJTHOMOYEHHOMY INPEICTABUTENIO 3asBUTENSA JMYHO IOJ PACHUCKY, HAIpPaBJEH IO IIOYTE 3aKa3HBIM
NUCHMOM WJIM TIEpEe/iaH B AIIEKTPOHHOH (opMe 1Mo TeIeKOMMYHUKAIIMOHHBIM KaHajaM CBsI3H. B ciydae
HalpaBJIEHUs 3arpoca YIMOJHOMOYEHHOIo (elepalbHOr0 OpraHa HCIOJIHUTENBHOM BJIACTH IO I0OYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IOJIYYEHHBIM [0 HCTEUEHUM IIECTH JTHEH ¢ JaTbl HalpaBiICHUS
3aKa3HOI'O MHUCbMA.

7. 3asBUTENHh 0053aH TMPEICTABUTH OTBET Ha 3allpOC YIIOJIHOMOYEHHOTO (enepaabHOro oprana
UCIIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cO JHS ero MOJTy4eHUs.
Cpok, yka3zaHHBIA B 4acTU 5 HACTOSIIEW CTAaThbU, IPUOCTAHABIMBAETCSA CO JHS HAIPaBJICHUS 3asSBUTEIIO
3arpoca yIOJIHOMOYEHHOro (efepaJbHOro OpraHa MCIOJHUTENBHOW BIACTH A0 JHS HOJYYEHUS WM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBACTCS IPU UCUMCICHUH CPOKA MOATBEPK/ICHUS FOCYAapCTBEHHOM
PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara.

8. OcHoBaHMEM [UIsl OTKa3a B IPOBEJIEHUU HKCIEPTHU3bl OTHOIICHMS OXKHIaeMOM MOJb3bl K
BO3MO)XHOMY PHUCKY IPHMMEHEHHs JIEKApCTBEHHOI'O IIpernapara SBISETCS NPEICTaBICHHUE JOKYMEHTOB,
CoJIepKallliX pe3yabTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTU U OE30MIaCHOCTHU JIEKApCTBEHHOTO Mpernapara, u
(M) B OTHOUIEHWH OWOJIOTMYECKUX JIEKApPCTBEHHBIX NPENapaToB pPEe3YyJIbTAaTOB OCYIIECTBICHUS
MEPONPUITUA B COOTBETCTBUM C IUIAHOM YIPABJIEHUS PHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIOJHUTENIBHOW BJIACTU HPU OCYLIECTBICHUM I'OCYJApCTBEHHOM pErucTpalnuu
JIEKapCTBEHHOI'0 Ipenapara, B HEMOJHOM o0beMe, OTCYTCTBHE WH(OpMalUU, MOATBEpXKAArOIEeN (akT
YILIaThl TOCYJApPCTBEHHOM MOLUIMHBI 33 MOATBEPKACHUE IOCYAAPCTBEHHOM PErUCTPALIMH JIEKaPCTBEHHOTO
npemnapara, J100 HelpeICTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBII CPOK OTBETAa HA YKa3aHHBIN B 4acTH 6
HACTOSIILEH CTaThU 3alpoC YIMOJHOMOUYEHHOIO (he/iepalbHOro OopraHa MCIOJHUTEIbHON BIACTH, a TAKKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX MH(pOpMaIMH, KOTOpas J0JKHA ObITh B HUX OTPaXkKeHa.

9. Okcneprusa OTHOLIEHMS OKHJAEMOW TIOJIB3bI K BO3MOXXHOMY PHCKY TIPUMEHEHUs
JIEKapCTBEHHOI'0 Tpemnapara B LENsAX MOJATBEP)KIEHUS TOCYAapCTBEHHOW perucTpanuu JeKapCTBEHHOTO
npenapara MpOBOAUTCS KOMHUCCHUEH 3KCIIEPTOB AKCIEPTHOTIO YUPEXKAECHHUS B CPOK, HE IPEBBILIAOIINN
COpOKa pabouux JTHEH.

10. B cinyyae HEIOCTaTOYHOCTH NPEACTABIEHHBIX 3KCIEPTY MATEPHATIOB JUIS Ja4M 3aKIFOUYEHHUS
JKCIIEpPT oOpamaercs K pyKOBOAUTENIO SKCIEPTHOTO YUpPEXKICHUS O MPEIOCTaBICHUN €My HEO0OXOIUMBIX
MaTepHajoB. PyKOBOIUTENb SKCHEPTHOTO YUYPEKICHHUS OOpaIIaeTcsi ¢ COOTBETCTBYIOIIUM 3alpocoM B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BIACTH, BBIOABIIMK 33JaHHE HA NPOBEICHUE
9KCIIEPTU3bl OTHOIIEHUS OXHUAAEMOH IOJIb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHs JIEKApCTBEHHOTO
mpernapata Ha OCHOBAHMHU JIOKYMEHTa, COJAEPIKAIlero pe3yibTaTbl MOHUTOPHHra 3()QEeKTUBHOCTU H
0€30aCHOCTH JIEKapCTBEHHOTO Npenapara. B TeueHne naTi paboymux JHEH co JTHS MOCTYIJICHUS 3ampoca
PYKOBOJUTENS ASKCIEPTHOIO YUPEKICHHS YKa3aHHBIA (efepanbHbIi OpraH HCIOJHUTENBHON BIIacTU
HalpaBisgeT 3asABUTENIO 3alpoc O MPEJCTABICHUHM HEOOXOJUMBIX MaTepHalioB, KOTOPBHIM MOXET OBITh
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nepeJaH yINOJIHOMOUYEHHOMY IPEICTABUTENIO 3asBUTENS JUYHO IOJ PACHMCKy, HAIpaBlIEH II0 IOYTE
3aKa3HbIM MHUCHMOM HJIM NEPEAaH B ANEKTPOHHOU GopMe MO TeJIEKOMMYHHKAIIMOHHBIM KaHajlaM CBs3U. B
cllyyae HaIpaBlICHHs 3arpoca YMOJIHOMOYEHHOTO (elepalibHOTO OpraHa HMCIOJHUTENBHOW BJIACTH II0
IIOYTE 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJYYECHHBIM 10 UCTEYEHHUM IIECTU JTHEW C JaThl HAIPABIICHUS
3aKa3HOI0 MUChMa.

11. 3asButens 00s3aH MPEICTAaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOro (enepalibHOTO OpraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIAIOMIMN MIECTUACCATH pabO4MX JHEH CO JHS TMOTyYCHHS
YKa3aHHOTO 3ampoca. YMOJIHOMOYEHHBIN (enepanbHbli OpraH HCHOJIHUTENBbHOM BJIACTH, BbIIABIIUI
3a/laHue Ha IIPOBEJCHUE KCIEPTU3bl OTHOIIEHUS OXKHAAEMOM IOJIb3bl K BO3SMOXXHOMY PUCKY IPUMEHEHUS
JIEKApCTBEHHOI'0 IIpernapara Ha OCHOBAHUM JOKYMEHTA, COJAEpXAIIEro pe3yiabTaThl MOHUTOPHUHIA
3 PEeKTUBHOCTH M 0€30IMaCHOCTH JIEKAPCTBEHHOT'O Ipernapara, B TEYCHHE NATH pabouux JHEH CO THS
MOCTYIICHUSI OT 3asBUTENISI OTBETA HA 3aIPOC YIIOJIHOMOUYEHHOTO (efepanibHOro OpraHa UCIOJHUTENbHOM
BJIACTU HAIPABJISIET 3TOT OTBET B JKCIIEPTHOE ydpexkAcHHE. B ciydae HenpencTaBiIeHUS IO UCTEYCHUHU
HIeCTUECATH paboumx JHEW 3asBUTENIEM OTBETa HA yKa3aHHBIM 3ampoc YMOJIHOMOYEHHBIN (enepanbHblii
OpraH MCIIOJIHUTEIbHON BJIACTH, BHIJABIIMN 33/1aHUE HA MIPOBEJICHUE IKCIEPTU3bl OTHOLIEHUSI 0KH1aeMOM
MOJIb3bl K BO3MOXXHOMY PHUCKY NIPHUMEHEHUs JIEKapCTBEHHOI'O Ipernapara Ha OCHOBAHUM JOKYMEHTAa,
COJIepIKAIIETO PE3yIbTaThl MOHUTOPUHTA 3(h(heKTHBHOCTH 1 0E301MaCHOCTH JICKApCTBEHHOTO Ipernapara, B
TE€YEHHE MATU paboYMX JHEH HampaBisSeT B HKCIEPTHOE YUPEKICHHE YBEIOMIIEHUE O HEMpEACTaBICHUU
3asBHATENIEM OTBETA Ha 3alpoC YKa3aHHOrO OpraHa. Bpems co JQHS HampaBieHHUsS 3ampoca 3KCIEPTHOTO
YUpEXKJIEHUSI B YINOJIHOMOYEHHBINH (heliepanbHblii OpraH WCHOJHUTEIBHON BJIACTU IO JHS MOJTYYCHHS
DKCIIEPTHBIM YUPEKICHUEM OTBETA HA 3aIIPOC WIIM YBEAOMIICHHUs O HEIIPEACTABICHUHM OTBETA HA 3aIIpOC HE
YUUTHIBAETCSI NPU HCUYUCICHUM CPOKa IPOBEACHHUS SKCIEPTHU3bl OTHOLICHHUS O0XXHAAEMOW MOJb3bl K
BO3MOKHOMY PHUCKY IPMMEHEHHMs JIEKAPCTBEHHOI'O IIpernapara Ha OCHOBAHUHU JIOKYMEHTA, COJAEPKAILEro
pe3ynbTaThl MOHUTOPHHTA YP(PEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO MIpernapara.

12. B cpok, He TPEBBIIAIINNA AeCITH PadOYnX THEH CO JHS MOJyYeHUS 3aKIFOUYCHUS KOMHCCUU
9KCIIEPTOB IO pE3yJIbTaTaM »JKCIEPTU3bl OTHOLIECHUS OXHJAeMOM IOJB3bl K BO3MOXKHOMY PHUCKY
IPUMEHEHHUs JIEKAPCTBEHHOIO Mpernapara, COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIH (enepalibHblil opra
VCIIOJIHUTEJILHOH BJIACTH:

1) ocymiecTBisieT OLIEHKY 3TOr0 3aKJIOUYEHHS JJIsl ONMPEIENIEHUsI €ro COOTBETCTBUS 3a/laHUIO0 Ha
IIPOBEJCHUE YKa3aHHON DKCIIEPTU3BI;

2) NpUHUMAET pEelIeHHE O MOJATBEP)KJIEHUU TOCYIapCTBEHHON PETrUCTPAlMU JIEKapCTBEHHOIO
npenapara Uik 00 0Tka3e B MOATBEPKIEHUH rOCy1apCTBEHHON PEerucTpalluy JEKapCTBEHHOT' O Mpenapara;

3) BHOCUT TMpU NPUHATUU PELIEHUS O TMOATBEPKACHUU TOCYIapCTBEHHONW pETrUCTpaluu
JIEKapCTBEHHOI'O Ipernapara CBEJEHUS B TOCYJAapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEIACTB M BbINAET
3asIBUTEII0 OECCPOUHOE PErMCTPAIIMIOHHOE YA0CTOBEPEHHUE JIEKAPCTBEHHOTO IIpernapara.

Wndopmarys 06 H3MEeHEHHSAX:
Yacmw 13 usmenena c 15 uons 2018 2. - @edepanvhuiii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvioyuyro pedaKyuio
13. OcHoBaHMeM AJis OTKa3a B MOATBEPKIECHUU TOCYJApPCTBEHHON perucTpanuu J€KapCTBEHHOTO
mpenaparta  SBISETCS 3aKJIIOYEHHE COOTBETCTBYIOLIETO YIOJHOMOYEHHOro (eAepalbHOro OpraHa
WCIIOJIHUTENIbHOM BJIACTU O TOM, UYTO PHUCK MPUYMHEHHUS Bpeda 3J0pOBbIO0 YEJIOBEKAa WM >KMBOTHOTO
BCJIEZICTBUE TIPHEMa JICKAPCTBEHHOTO IIpernapara mpeBbIaet 3PpPEeKTUBHOCTh €T0 MPUMEHEHHS.
14. B mnepuon mnpoBeAeHUS MpoLEAypbl MOATBEPKACHHUS TOCYAapCTBEHHOM perucTpaiun
JIEKapCTBEHHOTO Tpernapata ero oopamierue B Poccuiickoit deaepannn He MPUOCTAaHABINBACTCA.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 15 usmenena c 13 aseycma 2019 2. - Dedepanvuuiii 3akon om 2 aszycma 2019 2. N 297-D3

Cm. npedvioyuyro pedakyuio
15. Jlomyckaercsi oOpaiieHue JeKapCTBEHHBIX MpEnapaToB J0 HCTEUEHHUS CpPOKa TOJHOCTH,
MPOM3BENICHHBIX B TEYCHHWE CTa BOCBMHUIIECATH KAJICHIAPHBIX JHEW T1IOCIe JaThl MPUHATHS
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YIIOJTHOMOYEHHBIM  (peiepalibHBIM OpPraHOM HWCTIOJHUTENLHON BIACTH PEIIeHUs O MOJITBEPKICHUU
rOCy/IapCTBEHHOW pErucTpaluy, B COOTBETCTBHM C HH(OpMAIMEH, coaepkalieics B JIOKyMEHTax
PErUCTPALIMOHHOTO TOChE Ha JIEKAPCTBEHHBIN Mpernapar 10 AaTbl IPUHATUS TAKOTO PEIICHUSI.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 29 HacTOSIIEro (-Deﬂepa.]'ILHOFO 3aKOHa

Crarba 30. Buecenne nU3MeHEHUM B JIOKYMEHTBI, COAECPKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar Uisi MEAUIIMHCKOTO TPUMEHEHUS

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

1. B memnsix BHeCEHUS M3MEHEHHWI B JIOKYMEHTHI, COJICPIKAIIUECS B PErHCTPAIIIOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBCHHBIM Tpenapar Uil MEIUIIMHCKOTO TNPUMEHEHUs, ICepiKaTellb WU
BJIAJIENIEl] PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Tpernapara WIM YHOJHOMOYEHHOE UM
JPyroe PHINYECKOe JIHIO (Jajiee B HACTOSIICH CTaThe - 3assBUTENb) MPEACTABISICT B YIIOJTHOMOYCHHBIH
denepanbHBI OpraH HCIIOJIHUTEIPHON BJIACTH 3asBJICHHEC O BHECCHMHM TaKMX HW3MEHEHUH 1o (opme,
YCTAHOBJICHHOHN YIOJHOMOYEHHBIM (heiepalibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH, U TPUJIaracMble K
HEMYy M3MCHEHUS B YKa3aHHBIE JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOATBEPKIAIONINE HEOOXOAUMOCTh
BHECCHUS TAKMX U3MCHCHUH.

Undopmarris 06 n3MEHEHUAX:
Yacmo 1.1 usmenena c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

1.1. Ilpu HEOOXOAUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIIMECS B PETUCTPAITMOHHOM JIOChE HA
3apETUCTPUPOBAHHBIA  JIGKAPCTBEHHBIM Mpenapar g MEAMIMHCKOIO MPUMEHEHUs, W3MEHEHUH,
YKa3aHHBIX B ITYHKTE 3 4YacTu 2 HACTOALIEH CTaThU U TPEOYIOIMMX MPOBEACHUS SKCIEPTHU3BI KauecTBa
JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJIHUTEIHHO MPEACTABISET B YIOJTHOMOYEHHBIN (eaepanbHbIil
OpraH WCIIOJTHUTEIILHON BJIACTH CBEJICHUSI O JIaTe MPEAOCTABICHUS M PETUCTPAITMOHHOM HOMEpE JTUICH3UU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEJIEHHUS O JaTe MPEJOCTABICHHUS U PETUCTPAMOHHOM
HOMEpPE 3aKJIIOUYECHHUS] O COOTBETCTBUU IMPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSM IPaBUI
Ha/JIeXKalleld MPOU3BOJICTBEHHOW TMPAKTHKH, BBIJAHHBIX (MPEIOCTABIECHHBIX)  YIOJTHOMOYEHHBIM
dbenepabHBIM OPraHOM HCIOJIHUTENBHON BJIACTU B OTHOIICHWH W3MEHEHHOW W (WJIHM) JOTOJTHEHHOU
MPOU3BOJCTBEHHON IUIOIIAAKK JIEKAPCTBEHHOrO Ipemapara, B clydae, €Cld IPOU3BOACTBO
JIEKapCTBEHHOT0 TIperapara ocymectBisercss B Poccuiickoit ®eneparuu, 1100 CBEACHHS O JaTe
NPEAOCTABIEHNUS M PETUCTPALMOHHOM HOMEPE BBIIAHHOW YIOJHOMOYEHHBIM OPraHOM CTpaHbl
MIPOU3BOUTEIS JTUIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO TIpernapara U €€ MepeBoj Ha PYCCKUM SI3bIK,
3aBEpPEHHBIE B YCTAHOBIICHHOM TOPSJIKE, a TAaKK€ CBEACHUS O JaTe MPEJOCTABICHUS U PETUCTPALUOHHOM
HOMEpPE 3aKJIIOYCHHUS] O COOTBETCTBHUU IMPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM TIPABUI
Ha/JIeXKAlleld MPOM3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eepalbHbIM OpraHOM
WCIIOJTHUTEIIbHOW BJIACTU B OTHOIIEHWW W3MEHEHHOW W (Wu) JOTMOJTHEHHOW TPOW3BOJICTBEHHOU
IJIOLIAJKA JIEKAPCTBEHHOTO IMpenapara, WIM CBEACHHUS O JaTe MPEAOCTaBICHUS M PErHCTPALlMOHHOM
HOMEpE peIlIeHUsl YIOJHOMOYEHHOIo (heepaqbHOr0 OpraHa HCIOJIHHUTEIbHOW BJIACTH O MPOBEACHHUU
WHCIIEKTUPOBAHMS  MPOU3BOAMUTENSI  JIEKAPCTBEHHBIX CPEACTB B  Clly4yae, €CJIM IPOU3BOACTBO
JIEKapCTBEHHOTO MpernapaTta OCyIIeCTBIAETCs 3a npenenamu Poccuiickoit denepannm.

Wndopmarys 06 M3MEHEHHSX:
Yacmy 1.2 usmenena c 1 saneapa 2021 2. - Pedepanvuviii 3axon om 27 oexabpa 2019 e. N 478-D3

CMm. npedvioyuyro pedaKyuio
1.2. Ilpu HEOOXOMMOCTH BHECEHHUSI B JOKYMEHTBHI, COJepXKAIecs B PeruCTPAlMOHHOM J0ChE Ha
3aperuCTpUPOBAaHHBIM  JIEKAPCTBEHHBIM IMpemapaT s MEIUIMHCKOrO TNPUMEHEHUs, W3MEHEHUH,
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yKa3aHHBIX B IMyHKTe 4 yacTu 2 HACTOALICH CTaTbU M TPEOYIOIIMX TMPOBEICHUS SKCHEPTH3bl KayecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENb JOMOJHHUTEIbHO IPEACTABISIET B YIOJIHOMOYEHHBINH (henepanbHbli
opra”n HCITOJTHUTEILHOM BIACTH CBCACHUA O JATC NPCAOCTABJICHUSA U PErUCTPAIMOHHOM HOMEPC JIMIICH3UN
Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB WJIM CBEIEHUS O AaTe MPEJOCTaBIECHUS U PErUCTPALIOHHOM
HOMEPC 3aKIIIOYCHHA O COOTBCTCTBUU IMPOU3BOAMTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM ImpaBuJjI
HaJJIeKalled IPOM3BOJICTBEHHON IMPAKTUKH, BBIJAHHBIX  (IPEJOCTABICHHBIX)  YIOJHOMOYEHHBIM
q)ellepa.HBHBIM OpraHom HWCIIOTHUTEILHOM BJIACTH B OTHOIICHHUU HpOHSBOI[CTBGHHOfI IIomaakKu
JIEKapCTBEHHOT O IIpernapara, B ciydae, €Clid IPOU3BOJICTBO JIEKAPCTBEHHOIO IIpenapaTa OCyIIeCTBISIETCS B
Poccuiickoit denepannu, 1100 CBEAEHUS O AAaTe PEAOCTABIECHUS U PErUCTPALIMIOHHOM HOMEPE BbIJAaHHOMN
YIOJIHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOAMTENS JIMIEH3MHM Ha IPOU3BOACTBO JIEKAPCTBEHHOI'O
Ipernapara u €€ MepeBojl Ha PYCCKUN S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IOPSJKE, a TAKXKE CBEACHUS O
JlaTe NPEJOCTaBIEHUS M PETUCTPALMOHHOM HOMEpE 3aKIKYEHUS O COOTBETCTBUM IPOU3BOAUTEINS
JICKapPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TPABHI HAJICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO
YIIOJIHOMOYEHHBIM (peZiepalibHbIM OPraHOM HCIOJHHUTEIBHON BJIACTH B OTHOIIEHUH NPOU3BOJCTBEHHOU
IUIOLIA/IKK JIEKAPCTBEHHOT'O Mpernapara, WiIM CBEIEHUS O JaTe IMPEeAOCTaBICHUS M PErUCTPAMOHHOM
HOMEpE pelIeHHUs] YHOJHOMOUYEHHOIo (heAepaJbHOr0 OpraHa HCHOJHHUTENBbHOM BJIACTH O IMPOBEAECHUU
UHCIIEKTUPOBAaHUS IPOU3BOAMTENS JIEKApCTBEHHOIO CpEACTBA B  ClIydae, €cClId IPOU3BOJACTBO
JIEKapCTBEHHOTO IIperapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit denepannu.

Undopmarist 06 n3MEHEHUAX:

Cmamuwsa 30 donoanena wacmoto 1.3 ¢ 15 urona 2018 2. - @eodepanvhuiti 3akon om 4 uonsa 2018 2. N
140-@3
1.3. IlpuHsATHE pelICHHS O BHECCHMM M3MEHCHHMH WM 00 OTKa3e BO BHECEHUM W3MCHEHH B
JOKYMEHTBI, COJACPIKAIIUECSs B PETUCTPAMOHHOM JOCh€ Ha 3apETUCTPUPOBAHHBINA JICKAPCTBEHHBIN
npenapar Juisi MeJUIIMHCKOTO IPUMEHEHHUS, B Cllydyae HEOOXOIMMOCTH MTPOBEICHUS IKCIEPTU3bI KaueCTBa
JICKAPCTBEHHBIX CPEACTB W (WJIM) SKCIIEPTU3bI OTHOIICHUS OXHIaeMOM TOJB3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHUS JIEKQpCTBEHHOTO IMpernapaTta Il MEIUIIMHCKOTO MPUMEHEHHs OCYIIECTBISETCS B CPOK, HE
MIPEBBINIAOIINIA JEBIHOCTA paOOYMX JIHEH, a B OCTAIBHBIX CIIyYasX B CPOK, HE MPEBBIMIAIONINA TPUAATH
pabounx IHEH cO AHS TPUHATUS YMOIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJHUTEIBHON BIACTH
3asIBJICHUS O BHCCCHUU TaKUX H3MCHCHHM.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 30 donoanena wacmoio 1.4 ¢ 1 mapma 2020 e. - Dedepanvviii 3axon om 27 dexaobps 2019 e. N
475-D3
1.4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJHUTENIBHON BJIACTH C YYETOM pe3YJIbTaToOB
(dapMakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIAIIUXCA B TPAKIAHCKOM
000pOTe, YCTAaHOBJEHHBIM TpPEOOBAHMSAM K HX KAuyeCTBY B TEUEHHUE JIeCATU pabouyux JHEH co JHA
IOCTYIUIEHUSI COOTBETCTBYIOIIEH HH(pOpMAIMM pa3MellaeT Ha CBOEM O(UIMAIbHOM CalTe B CETH
"UuTepHer" cBeleHUsT O HEOOXOAMMOCTH BHECEHHS B HMHCTPYKLHIO 10 MEIULHUHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOI'0 Ipernapara W3MEHEHMH B OTHOUIEHMM CBEACHMM O IMOKAa3aHUAX s NPUMEHEHHS M
MPOTUBOMNOKA3aHUAX JJIsi IPUMEHEHHUsI JIEKapCTBEHHOTO Iperapara, BBIABIEHHBIX MOOOYHBIX AEHCTBUSX,
HE)KENNATeNbHBIX PeaKkIMAX MpU NPUMEHEHUH JIEKapCTBEHHOI'O Ipernapara M yBeAOMJISeT 00 3TOM B
2JIEKTpOHHOU (popme wimm muchbMeHHOW (opMe (Ha OyMaKHOM HOCHUTENE) JeprKaTelsl WM Blajeiblia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKapCTBEHHOIO TMpernapara (WM YIOJIHOMOYEHHOE HM JApYyroe
IOPUAMYECKOE JIMILIO), a TakXKe JepaTelied WIM BIAJENblIeB PEruCTPAllMOHHBIX YIOCTOBEpEHHUN
JIEKapCTBEHHBIX NPENapaToB (MM YIOJHOMOYEHHBIX UMH IPYTHX IOPUAUUYECKUX JIUL), KOTOPBIE SIBIISIFOTCS
B3aMMO3aMEHSEMbIMH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamowsa 30 donoanena yacmoio 1.5 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 oexkabps 2019 2. N
475-D3
1.5. depxkaTtenb Wiau BIIaJieliel] pETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara, a
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TaK)Ke JAep KaTelu WIN BIAAEIblbl PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX NpEnapaToB (MU
YIIOJTHOMOYEHHbIE UMU APYTUE IOPUINYECKUE JTUIa), KOTOPbIE SBJISIOTCS B3aUMO3aMEHSEMbIMU, 00S3aHbI
NPEJCTaBUTh B YIOJHOMOUYEHHBIN (eiepanibHblil OpraH UCIOJHUTEIBHON BIIACTH 3asBICHHUS O BHECEHUHU
U3MEHEHUN B JOKYMEHTBI, COJEp)KAIIMECS B PETrUCTPALMOHHBIX JOChE HA 3apErUCTPUPOBAHHBIC
JIEKapCTBEHHBIE Ipenaparbl JUIsl MEIULUHCKOIO MPHUMEHEHUS, B OTHOILEHUU CBEACHUMN, YKa3aHHBIX B
MHCTPYKIUHU [0 MEAUIIMHCKOMY IMPUMEHEHHUIO JIEKAPCTBEHHBIX IPEnapaToB, B TEUEHHUE COPOKa pabouyux
OHEW €O JHSA pa3sMElICHHS YIOJIHOMOYEHHBIM (e/lepalbHbIM OPraHOM HCIOJIHUTENBHOW BIACTH
uH(popMalny, ykazaHHoU B yactu 1.4 Hacrosmieil crateu. JlanHoe TpeOoBaHUE HE pacHpOCTpaHsIETCs Ha
Cllydal BHECEHMsI B MHCTPYKLIMIO I10 MEAMIMHCKOMY IIPUMEHEHHIO JIEKApCTBEHHOrO IIpernapara
M3MEHEHUH B OTHOLLEHUHU HOBBIX MMOKa3aHUM ISl IPUMEHEHHUs JIEKAPCTBEHHOIO IpernapaTta Ha OCHOBAHUM
Pe3yJIbTaTOB COOTBETCTBYIOLMX UCCIIET0BAHUM.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 2 cmamvu 30 nacmoswezo
DedepanbHoe0 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm yacmu 6 npedvloyuell pedaKyuu

2. DKcnepTu3a JIEKapCTBEHHBIX CPEACTB B YaCTH DKCIIEPTHU3BI KAUeCTBA JIEKAPCTBEHHOTO CPECTBA
U (WJIH) DKCTIEPTH3bI OTHOILICHHS 0’KUIAEMOM IMOJIB3bI K BO3MOKHOMY PUCKY ITPHUMEHEHHUS JIEKAPCTBEHHOTO
npernapara Jisi MEAUIUHCKOTO NMPUMEHEHHUS POBOIUTCS B CIlydae BHECCHHS M3MEHEHUH B JOKYMEHTHI,
coJiepKaliecss B PErHMCTPAIMOHHOM JIOCh€ Ha 3aperdCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar, B
OTHOILICHUH:

1) cBeneHmii, yKa3aHHBIX B HMHCTPYKIMH 10 MEIUIIMHCKOMY INPUMCHEHUIO JICKApPCTBEHHOTO
npernapara:

a) JIeKapCTBeHHAs (hopMa C yKa3aHWEM HAUMEHOBAaHUH M KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOLINX
BEIIECTB M KAQYEeCTBEHHOTO COCTAaBa BCIIOMOTATENIBHBIX BEIIECTB (IIPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOT'aTEJIbHBIX BEIIECTB);

06) dapmakoguHamuka W (papMakokMHeTHKa (32  HUCKJIIOYEHHUEM  (PapMaKOKWHETHUKH
TrOMEOIAaTHUECKUX JEKAapCTBEHHBIX MPENapaToB U PaCTUTENIbHBIX JIEKAPCTBEHHBIX MIPENApaToB);

B) IMOKa3aHUs JUIsl IPAMEHEHHS,

I') IPOTUBOINOKA3aHUs JJIs1 IPUMEHEHUS;

1) MEPHI MTPEIOCTOPOIKHOCTH TIPH IPHUMEHEHHH;

€) YyKa3zaHHe BO3MOKHOCTU M OCOOCHHOCTEW NpPHUMEHEHMs JIeKapCTBEHHOIO Ipernapara s
MEIUIIUHCKOTO TPUMEHEHUS OCpeMEHHBIMH JKEHIIWHAMH, OJKCHIIMHAMH B TEPHOJA TPYIHOTO
BCKapMJIMBaHMs, I1€TbMH, B3pOCIBIMHU, UMEIOIIMUMHU XPOHUYECKUE 3a00JI€BaHuUS;

) PeXKHUM JO03UPOBAaHUS, CIOCOOBI BBEACHUS M MIPUMEHEHHS, TIPH HEOOXOAMMOCTH BpeMs prueMa
JIEKapCTBEHHOTO Ipernapara, MpoJ0JLKUTENbHOCTD JIEYEHHs, B TOM 4HUCle y JeTed A0 M IMOocie OJHOTro
roja,

3) BO3MOXHbIE TOOOYHBIE JEMCTBUS U HEXeNaTeIbHbIE PeaKIIUH MPH MPUMEHEHHH JEeKapCTBEHHOTO
npemnapara;

M) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILHU TPH MEePEeI03UPOBKE;

K) B3aUMOJICHCTBHE C APYTUMH JICKAPCTBEHHBIMH TTpeTiapaTaMy 1 (MITH ) MTUIIEBBIMU TPOTYKTaMH;

1) (OpMBI BBIITyCKa JIEKAPCTBEHHOT'O Mpenapara;

M) ykazaHue (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEM NEeHCTBHUS JIEKApCTBEHHOrO Ipemnapara Mnpu
HEPBOM IIPHEME WJIU TIPU €T0 OTMEHE;

H) CBEJICHHsI O BO3MOKHOM BIIMSTHUH JICKAPCTBEHHOTO TIpernapara JUisi MEIUITUHCKOTO TPHMEHEHHS
Ha CIIOCOOHOCTD YIPABIISATh TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK TOJTHOCTH M yKa3aHWE Ha 3allpeT MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara mo UCTCUYCHUH
CpOKa roJTHOCTH;

1) YCJIOBUS XpaHEHUs;

P) YCIIOBHUS OTITYCKA;
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2) cocTaBa JEKapCTBEHHOI'O IIpenapara Juisi MEAULIUHCKOTO IPUMEHEHMUS;

3) U3MEeHEeHUs MeCTa IPOU3BO/ICTBA JIEKAPCTBEHHOTO Ipernapara Juis MeJUIIMHCKOTO IIPHMEHEHNS;

4) n3MeHeHHs MoKa3aTeleil KauecTBa JeKapCTBEHHOTO TpernapaTa i MEAUIUHCKOTO TPUMEHEHHS
U (W) METOJIOB KOHTPOJISL KaUueCTBa JIEKAPCTBEHHOTO TIperapara /Uil MeJUIUHCKOTO TPUMEHEHUS;

5) U3MeHeHus CpoKa rOJHOCTH JIEKApCTBEHHOTO Mpernapara A MEJUIIMHCKOTO IIPUMEHEHUS;

6) cBeseHMI 0 HEOOXOAMMOCTH BHECEHHSI MHBIX M3MEHCHHH B MHCTPYKIHIO MO METUIUHCKOMY
NPUMEHEHHIO JICKQpCTBEHHOTO TIpenapara, a TakkKe B HHbIE JOKYMEHTBI, COJEepKaliuecs B
PETHCTPAIlMOHHOM JO0ChE€ Ha 3aperHCTPUPOBAHHBIN JIEKAapCTBEHHBIN mpemnapaT. Ilpum sToM pemenue o
IPOBEICHUH IKCIIEPTU3BI Ka4eCTBA JIEKAPCTBEHHBIX CPEJCTB U (MJIM) AKCIEPTH3bI OTHOIICHUS 0XKHUIAEMOI
HOJIB3BI K BOBMOYKHOMY PHCKY IPUMEHEHHS JIEKapCTBEHHOTO Tperapara JJIsi MeIUIIMHCKOTO TPUMEHEHHS
NPUHUMAETCS B COOTBETCTBHM C  YTBEP)KIACHHOH  yIOJHOMOYEHHBIM (hefiepaibHbIM  OpPraHoM
UCTIOJTHUTEJIFHON BIIACTH KIacCH(UKaluell W3MEHEHHH, BHOCHUMBIX B JOKYMEHTHI, COJAEpIKallfecs B
PETUCTPAIIIOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dekabps 2019 o. N 478-D3

CMm. npedvloywyro pedaKyuio

3. 3asBuUTENb BIPaBE NPEACTABUTH 110 COOCTBEHHON MHUILIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJIEpKalMecs B PEruCTPALlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar Al MEAMLMHCKOrO IPUMEHEHHs, KOMHMHM JOKYMEHTOB, IOATBEPXKAAIOLINX
YIUIATY TOCYAAPCTBEHHOW IIOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEPKAIIUECS B PETHCTPALMOHHOM
JI0ChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Uil MEIULIUHCKOTO IPUMEHEHUS, U3MEHEHUH,
TpeOyIOIIMX MPOBEAEHUS DSKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B YaCTU HKCIEPTHU3bl KayecTBa
JIEKapCTBEHHOT'O CPEJCTBA M (MJIM) HKCHEPTU3bl OTHOLICHUS 0KMJIAEMOI MOJIb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHHUs JIEKapCTBEHHOT'O IIpenapara Juisi MEAULUHCKOIO IMPUMEHEHUS, FOCYAApPCTBEHHOW NOIIJIMHBI
3a BHECEHHE B JIOKYMEHTBI, COJIEpXAIUMeCs B PErHMCTPallMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IpenapaTr Uil MEIUIMHCKOTO MPUMEHEHUs, U3MEHEHHUM, He TpeOyIOIMX MHpPOBEACHUS
9KCHEPTU3bl JIEKAPCTBEHHOT'O CPE/ACTBA, a TAKXKe BblaBaeMble (MpeAOCTaBIsieMble) YHOIHOMOYEHHBIMU
denepanbHBIMU OpraHaMH UCHOJHUTEIbHON BIAcTH JIOKYMEHTHI (CBEIEHHUsS), yKa3aHHbIe B yacTsax 1.1 u
1.2 macrosimedl crateu. B ciaydae uMX HempeacTaBieHUs YIOJIHOMOYEHHBIM (enepanbHbIi Oprax
UCIIOJTHUTENIbHOM ~ BJIaCTW  3ampaliuBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEIE€HHs) B  MOPSJIKE
MEKBEJJOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOJIEHCTBUS.

4. B Teuenue necsaTH paboyux JHEH cO JAHS MOCTYIUIEHHs YKa3aHHOI'O B 4acTy | HacTosIIen cTaTbu
3agBICHUsI U HEOOXOAMMBIX JOKYMEHTOB YHOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) mpoBOAUT NMPOBEPKY MOJTHOTHI U IOCTOBEPHOCTH CBEACHUH, COAEPKALIUXCS B MPEJCTaBICHHbIX
3asBUTEJIEM MaTepHalIax;

2) [OpUHUMAeT pelleHHe O TPOBEIEHHMM YKa3aHHBIX B 4YacTu 2 HACTOALIEH CTaThH
COOTBETCTBYIOIIMX 3KCIEPTU3 JIEKAPCTBEHHOI'O CPEACTBA UM 00 OTKa3e B UX IPOBEIACHHH;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 yacmu 4 cmamou 30 Hacmosiwe2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
3) yBemoMIIsIET B JICKTPOHHOM WIIM MUCBMEHHOU (hopMe 3asiBUTEIIS O MPUHSATOM PEIICHUH WU B
Clly4ae TPUHATUS pElIeHUus 00 OTKaze B MPOBEACHHUU COOTBETCTBYIONIEH OJKCHEPTHU3BI C yKa3aHUEM
MPUYHH TAKOTO OTKa3a.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 25 noabpa 2013 2. N 317-@3 cmamwva 30 nacmosawezo Pedepanbrozo
3aKoHa donoaxena yacmoio 4.1
4.1. B ciydae BBISBIECHHS HEIOCTOBEPHOCTU CBEJEHUM, COJEP)KALIMXCA B IPEACTAaBICHHBIX
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3asgBUTEJIEM MaTepHanax, YIOJIHOMOYEHHBINH (erepaabHbIii OpraH UCIOJIHUTEIBHOW BJIACTH HAIPABISIET
3agBUTENIO0 3alpoc 00 YTOYHEHMM YKAa3aHHBIX CBeleHHi. JlaHHBIA 3ampoc MoKeT ObITh mepenaH
YIIOJTHOMOYEHHOMY MPEJICTABUTEN0 3asBUTENS JUYHO IOJI PAaCHUCKYy, HAIpaBlEH IO IIOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpellaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajaM CBs3u. B ciydae
HAIpPaBJICHUS JIaHHOTO 3arpoca I0 M0YTe 3aKa3HbIM MCbMOM OH CUMTAETCS MOJIYYEHHBIM 110 UCTEUECHUU
LIECTH THEW C JaThl HANPABJIECHUS 3aKa3HOrO MUChMa.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 25 noaops 2013 2. N 317-@3 cmamws 30 nacmoaweco DedepanvbHoco
3aKOHA OONOJIHeHa Yacmuio 4.2
4.2. 3asBuTenb 0053aH MPEICTABUTh OTBET HA 3allPOC YIIOJIHOMOYEHHOTO (elepaabHOro opraHa
UCTIOJTHUTEIILHON BIACTH B CPOK, HE MPEBBIMAIONINN JEBSIHOCTa pabOYMX JHEW CO JHS TOTYYCHHS
naHHoOTrO 3ampoca. Cpok, yka3aHHBIH B 4YacTu 4 HACTOSIICW CTaThH, MPHOCTAHABIMBACTCS CO JHS
HATPABIICHUS 3asBUTENIO 3aIIPOCa YIOJIHOMOYCHHOTO (e[epaTbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH 10
JIHSI TIOJYYCHHUsSI UM OTBETa Ha JIaHHBIA 3allpOC U HE YYUTHIBACTCS NPU WCUUCIICHUHM CPOKAa MPUHSATHS
pEelIeHUsT O BHECEHWH HW3MEHCHHUH B JIOKYMEHTHI, COJEpXKAIIHeCs B PETHUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIH JICKAPCTBEHHBIH Mperapar sl MEIUIIMHCKOTO IIPUMEHEHHUSL.

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacmsv 5 cmamvu 30 nHacmosuezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm wacmu 6 npedvloyuell pedaxKyuu
5. OcHoBaHMEM Uil OTKa3a B MPOBEIACHUM YKA3aHHBIX B 4aCTH 2 HACTOSIIEW CTAaTbU HKCIIEPTHU3
SBJISICTCS] TIPEJICTABIICHUE JTOKYMEHTOB, IIEPEUMUCICHHBIX B YacTax | ¥ 3 HacTosmIell cTaThbu, B HEMOJIHOM
o0bemMe, HEempeICTaBICHHUE 3asBUTEIEM B YCTAaHOBICHHBIM CPOK OTBETa Ha YKa3aHHBIA B uacTu 4.1
HACTOSIIEH CTaThU 3alpPOC YIMOJIHOMOYEHHOTO (heepalbHOTrO0 OpraHa MCIOJHUTEIHHON BIACTH, a TAKKe
OTCYTCTBHE B IPEACTABIEHHBIX JOKYMEHTaX JOCTATOYHBIX CBEJCHHI, MOATBEPKAAOIINX HEOOX0IMMOCTh
BHECEHMS U3MEHEHUH, WM OTCYTCTBHE MH(OpMAIINHU, MOATBEPKAAIONICH (haKT yIuiaThl TOCYIapCTBEHHBIX
MOIUIMH, YKAa3aHHBIX B YacTU 3 HACTOSIIEH CTaThH.
6. YKka3aHHbIE B YacTH 2 HACTOSIIEH CTaTbU KCIEPTU3BI TPOBOJSATCS B TOPSJIKE, YCTAHOBICHHOM
crateell 23 Hacrosuiero deaepanbHOro 3aKOHa.

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacmv 7 cmamvu 30 nHacmosuezo
DedepanvbHo2o 3aKOHA 8HeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

7. B cpok, HE TPEBBIMIAOIINN ASCATH pabOYuX JTHEW CO JHS MOJYyYEHUS 3aKIIOYCHHN KOMHUCCHI
SKCHEPTOB IO pe3ylbTaTaM YKa3aHHBIX B 4YacTW 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YNOJIHOMOYEHHBIN
dbenepanbHBIN OpraH UCTIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pemieHHe O BHECEHWHM U3MEHEHWH B JOKYMEHTHI, COJAEp)Kalluecs B
PErUCTPAIlMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Tpemapar Uil MEIUIIMHCKOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUIA,

2) BHOCHT B TOCYJapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHUU pPEIICHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIM
JIEKapCTBEHHBIN TIpemnapar Jyisi MEIUIIMHCKOTO TIPUMEHEHHS, HEOOX0IMMbIE M3MEHEHHS M BO3BpAIlaeT UX
3asIBUTEIIIO;

3) BbIIaeT 3asBUTEII0 HOBOE PETUCTPAIIMOHHOE YAOCTOBEPEHHUE JIEKApCTBEHHOrO Ipernapara B
clly4yae U3MEHEHHS CBEJECHUMN, COJIepKAIINXCSA B HEM.

8. OcHoBaHHWEM i OTKa3a BO BHECEHWH W3MEHECHMA B JOKYMEHTHI, COJEp)Kalluecs B
PETHCTPALIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemapar sl MEIUIMHCKOTO
MIPUMEHEHUS, SBJICTCS 3aKIFOYCHHUE YITOTHOMOYEHHOTO (peepanbHOro opraHa UCIOJHUTEIILHON BIACTH O
BO3MOXXHOCTH CHI)KEHHUS 0€30MacHOCTH, KayecTBa, Y(PMEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIydyae
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BHECCHMS TaKMX M3MCHCHUH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 9 cmamvu 30 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxKyuu
9. Jlomyckaercsi oOpalleHHue JIEKapCTBEHHBIX IMPENapaTroB Ui MEAULIUHCKOTO HMPUMEHEHHUS 10
UCTEUYEHUs CPOKa T'OAHOCTH, IPOU3BEAECHHBIX B TEYEHHUE CTa BOCBMMJIECSATH THEH IMOcie AaThl MPUHATUSL
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTENIHOW BJIACTH PEIICHUS O BHECEHUH M3MEHEHUH B
JIOKYMEHTBI, COJIepKAIUECs B PETUCTPALIMIOHHOM J10Ch€, B COOTBETCTBUY C HH(OpMALUEH, coepIKalencs
B JOKYMEHTaX pErucTpaliOHHOIO JOChE Ha JIEKapCTBEHHBIM Ipernapar 0 JaThl MPUHATHS TAaKOTO
peLIeHMSL.

Wndopmarius 06 H3MEHEHUX:

Cmamuws 30 oonoanena yacmoto 10 ¢ 8§ mapma 2022 2. - @edepanvhuiti 3axon om 8 mapma 2022 2. N
46-D3
10. TIlIpaButenbctBo Poccuiickoii @enepanuu BrpaBe YCTAHOBUTh OCOOCHHOCTH BHECEHHS
U3MCHCHUH B JIOKYMEHTBHI, COJEpXKAIlHMeCs B PETHUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN
JICKApCTBCHHBIM TpenapaTr Ui MEIUIIMHCKOrO IPHMEHEHHs, B cCiydae JeQeKTYpbl WM pHCKa
BO3HUKHOBEHUS JEPEKTYphI JIEKAPCTBEHHBIX MPEMIapaToB B CBSI3U C BBEJICHUEM B OTHONICHUH Poccuiickoit
denepanyy OrpaHUYUTEIBHBIX MEP IKOHOMHUYECKOTO XapaKTepa.
TAPAHT:

CMm. xommeHTapuu Kk ctarbe 30 HacTosero denepaibHOTO 3aKOHA

Crarbsa 31. BHeceHue M3MEHEHUN B JTOKYMEHTHI, COJEPKALIUECS B PETMCTPALIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar uisi BETEPUHAPHOIO IPUMEHEHHUS

Wndopmarys 06 H3MEHEHHSAX:
Yacmw 1 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
1. B mensix BHecEHUS U3MEHEHMI B IOKYMEHTBI, COIEP)KALUECS B PErMCTPALMOHHOM JIOChE Ha

3aperuCTpUPOBAaHHBIM JIEKAPCTBEHHBIM TMpenapar A BETEpUHAPHOI'O MPUMEHEHUs, JepKaTellb WIn
BJIQJIEJIEL] PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapaTa WM YIOJHOMOYEHHOE MM
Jpyroe pUInYecKoe JIMIO (Jlanee B HACTOSIIEH cTaThe - 3asiBUTENb) MPEACTABISET B YIOJIHOMOYEHHBIN
(benepanbHBI OpraH HMCIOJHHUTEIBHOM BIIACTH 3asBJICHME O BHECEHUM TaKUX M3MEHEHHH 1o Qopme,
YCTaHOBJIEHHON YIOJHOMOYEHHBIM (pefiepaibHbIM OpPraHOM HMCIOJHUTENBbHON BIACTH, U MpUJIaraeMble K
HEMY H3MEHEHHs B YKa3aHHbIE JIOKYMEHTBI, a TakXe JOKYMEHTHI, MOATBEPKAAIONINEe HEOOXO0IUMOCTh
BHECEHHS TaKUX M3MeHeHUH. [Ipy HeoOXOAMMOCTH BHECEHUSI U3MEHEHHH B JJOKYMEHTBI, CoiepKallliecs B
PETUCTPALIMOHHOM JIOCBE HA 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIM Ipenapar A BETEPUHAPHOTO
INPUMEHEHHUS, B CIIydasx U3MEHEHUS U (W) TOTOIHEHHs IPOM3BOACTBEHHOM IJIOLIAIKH JIEKAPCTBEHHOTO
CPEICTBa, a TAaK)K€ M3MEHEHMs IOKa3aTeslel KadecTBa JIEKAPCTBEHHOIO Ipemnapara AJisi BETEPUHAPHOTO
NpUMEHEHUS M (WIM) METOJOB KOHTPOJIS KadecTBa JIEKAPCTBEHHOrO IMpernapaTta Ui BETEPUHAPHOTO
OPUMEHEHHs 3asBUTENb JIOTMOJHUTENILHO NPEACTaBIsieT B YHNOJHOMOYEHHBIN (enepanbHblii  opraxn
WCITOJTHUTEIIbHON BJIACTH CJIEYIONTNE JOKYMEHTHI (CBEICHUS ):

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 1 usmenen c 1 aneapsa 2021 . - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3

CMm. npedvioyuyro pedaKyuio

1) cBeneHust 0 nare MPENOCTaBIEHHUS M PETUCTPALIMOHHOM HOMEpE JIMLEH3MHM Ha MPOM3BOACTBO

JIEKapCTBEHHBIX  CPEJCTB, NPEJOCTABIEHHOW MPOM3BOAMUTENIO JIEKAPCTBEHHOIO Ipenapara  JUis
BETEPUHAPHOT'O MIPUMEHEHMSL, JUIsI POCCUMCKUX IIPOMU3BOAUTENEN;

Wudopmanust 00 U3MEHEHUSX:
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Ilynkm 2 usmenen c 1 aneaps 2021 2. - @edepanvhsiii 3akon om 27 dekabpsa 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

2) cBeleHMs O JaTe MPEJOCTaBICHUS M PErHMCTPAllMOHHOM HOMEpE JIMIIEH3MH Ha IPOU3BOJICTBO
JICKaPCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOU3BOIUTENIO (apMaIlEBTUYECKON CYOCTAHIINH, BXOSIIECH
B COCTaB JIEKAPCTBEHHOTO IIpemapara JJjsi BETEPUHAPHOTO MPUMEHEHUs, Uil POCCHUCKUX
MIPOU3BOAUTENEH;

3) xomusi JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJIUTENS MJIs
KQKJIOM NPOU3BOJCTBEHHON IUIOLIAAKU JICKAPCTBEHHOTO IIperapara Il BETEPUHAPHOIO NPUMEHEHUS U
MOJTBEP)KJIAIOIIETO COOTBETCTBUE IMPOM3BOAMTENS JIGKAPCTBEHHOrO Ipenapara TpeOOBaHUSAM ITPaBUII
HaJUIe)Kalled IPOM3BOJCTBEHHON IIPAKTUKHA, M €ro IIepeBOJ, Ha PYCCKUM S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TOPAJIKE, a TAaK)K€ KOMUS 3aKJIIOUEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHUSM  MpaBWJI  HAAJEKAIIEH  MPOM3BOJACTBEHHOM  MPAaKTHKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIOJHUTENBHON BIACTU JUISl KaXKJ10M MpPOM3BOACTBEHHOMN
IUTOINAAKH JIEKAPCTBEHHOTO IIperapara Uil BETEPUHAPHOTO TNPUMEHEHUs, JIMOO KOMHS pEIIeHUs O
MIPOBEICHUM HMHCIIEKTUPOBAHUS MTPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB, MPUHATOTO YHOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HWCIOJHHUTENBHOM BIACTH U KaXJOH TMPOM3BOJACTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOIO MpernapaTa sl BETEpPUHAPHOTO NPUMEHEHUS. Y Ka3aHHbIE JJOKYMEHTBI [IPEACTABIISIOTCS B
cly4yae, €Ciad IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpemapara JUisi BETEPUHAPHOIO  INPUMEHEHUs
ocyllecTBIsieTcs 3a npeaenamu Poceuiickoit @enepannu;

4) Komusg JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPIaHOM CTPaHbl MPOU3BOAMUTEIS
dbapmaleBTUYECKOM CYOCTaHIIMM U MOATBEPHKAAIOIIETO COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTUYECKOM
cyOCTaHIIMHM, BXOSIIEH B COCTaB JICKQPCTBEHHOIO IIperapara ajisl BETEPUHAPHOTO MPUMEHEHHS,
TpeOOBaHUSAM TPABUI HAJUICKAIICH MPOU3BOJICTBEHHOW MPAKTHUKU, U €ro MepeBOj] Ha PYCCKUU SI3BIK,
3aBEpPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, B CIIydae, €CIM MPOU3BOACTBO (papManeBTUIECKO cyOcTaHIIMN
ocyllecTBIsieTcs 3a npeaenamu Poccuiickoii @enepann.

Wndbopmairust 06 n3MEHEHUX:

Cmamuws 31 dononnena wacmoto 1.1 ¢ 15 uronsa 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
1.1. B cnyyae usmeHeHusl U (MJIK) JOTIOJHEHHS MPOU3BOJICTBEHHOM TMIIOMIAJKU JIEKAPCTBEHHOTO
CpencTBa JIOKYMEHTBI, YKa3aHHbIE B dacTu | HacTOAIIEH CTaThbW, NPEICTABISAIOTCS 3asBUTEIEM B
OTHOIIEHMH W3MEHSeMOW U (MJIM) JOMONHSEMOW MPOM3BOACTBEHHON IUIOMIANKH JIEKAPCTBEHHOTO
cpenctpa. Pemenne o BHECEHWH U3MEHEHHH B JJOKYMEHTBI, COJEPKAIMECS B PETUCTPAIIMIOHHOM J0Che Ha
3aperuCcTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jjs BETEPUHAPHOTO MPUMEHEHUs, Uil 00 OTKa3e B UX
BHECEHHMH NMPUHUMAETCS B Clydyae HEOOXOAMMOCTH MPOBEJCHUS HKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TPEBBINIAIOIINN JeBSHOCTA PabOUMX JHEH, a B OCTANBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIIHIA
TPUAIIATH PabOYNX THEW CO JAHS MPHUHSATHUS YIOJIHOMOYEHHBIM (PeepaIbHbIM OPraHOM HCIOJHUTEIHHOMN
BJIACTH 3asIBJICHUS] O BHECEHUU TaKUX U3MEHEHUM.

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 31 dononnena uacmoio 1.2 ¢ 13 aseycma 2019 e. - @edepanvuwiii 3akon om 2 aseycma 2019 e.

N 297-@3
1.2. B ciydae peopraHuszanuy AeprKaTessd WM BIIAJENbLIa PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Tpemnapara Juisi BETEpUHApHOTO NpPUMEHEHHus, pa3padoTuuMKa WJIW TMPOU3BOAUTENS
JIEKapCTBEHHOI'0 Ipenapara Juisi BETEPUHAPHOTO NPHUMEHEHUs B 3asBICHUU O BHECEHUU W3MEHEHUN B
JIOKYMEHTBI, COJIepKallMecs] B PETUCTPAMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar uid BETEPUHApPHOIO NPUMEHEHUS, YKa3bIBAIOTCSA [aHHBIE JOKYMEHTA, MOATBEPKIAIOIIETO
BHECEHHE COOTBETCTBYIOUIMX M3MeHEHUH B EAMHBIN rocyaapCTBEHHBIM peecTp IOpUINYECKHUX JIML (JJIs
OpraHM3aluii, 3aperucTpUpoOBaHHbIX Ha Teppuropun Poccuiickoit denepanum), UM MHOTO AOKYMEHTA,
MOJITBEP KIAIOLIETO PEOPTraHU3aLUI0 OPUINUYECKOT0 JUIa (JJIsl OpraHru3alnii, He 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit deneparun). 3asBaeHre 0 BHECCHUHN U3MEHEHUH B TOKYMEHTBI, COJEpKAIIUECS
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B PETUCTPALlMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar [uisi BETEPUHAPHOTO
IPUMEHEHHUs, U MpUIaraéMble K HEMY JOKYMEHThI MPEACTaBISAIOTCA B YIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIHOJHHUTEIBHOM BJIACTH HE IO3JHEe 4YeM depe3 TPUAIaTh pabouyux JHEH CO JIHS BHECEHUs
COOTBETCTBYIOLIMX M3MEHEHUIl B EJuHBIA rocynapcTBEHHBIH peecTp IOPUIMYECKUX JUL (A7
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoir denepanuu) Wik CO AHS MPUHITUS
COOTBETCTBYIOLLIETO JOKYMEHTa, IOATBEP)KIAIOIIEI0 PpPEOpPraHu3aluilo OPUAMYECKOro Jjuna (Juis
OpraHM3aluii, He 3aperucTpUpoBaHHBIX Ha Tepputopun Poccuiickoit @Penepanuu). B ciayqae
pEOpraHu3alMy  JAepiKareiass WM BIAAEIbla PETHCTPALIMOHHOIO yIOCTOBEPEHMs JIEKapCTBEHHOI'O
npenapara Uil BETEPUHApPHOIO IIPUMEHEHMs 3asBJIICHHE O BHECEHHM MW3MEHEHUH B JOKYMEHTHI,
coJlepKallvecs B PETUCTPALMOHHOM [JOChE€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar yisd
BETEPUHAPHOIO IIPUMEHEHUs, IOJACTCA IOPUAMYECKUM JIMIOM, KOTOPOMY B XOJAE pPEOPraHU3alUU
IepeJaHo IPaBo BIAJACHUS TAKUM PETUCTPALIMOHHBIM yIOCTOBEPEHUEM.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 2 cmamvu 31 nHacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. B cnyuyae BHeceHUsI U3MEHEHHH B JIOKYMEHTBI, COJEpIKAIIMecs B PETUCTPALIMOHHOM J0Che Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar Jis BETEPUHAPHOTO TNPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHbIX B nojnyukrax 'e", "x", "k", "n", "u", "c", "x" nynkrta 7 wactu 3 crarbu 17
HacTosuero denepajibHOrO 3aKOHA, W3MEHEHHS U (WIM) JOMOJHEHMsI MPOU3BOICTBEHHOM ILIOLIAJIKU
JICKapCTBEHHOTO CPEACTBa, a TakXKe B CilIy4yae H3MEHEHMs IoKaszaTeJell KayecTBa JICKapCTBEHHOIO
npenapara Jyisi BETEPUHAPHOTO NPUMEHEHUsT M (WMJIM) METOJOB KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO
mpenapara A BETEPUHAPHOTO MPUMEHEHUsS MPOBOAMUTCA SKCIEPTH3a JIEKAPCTBEHHOTO CPENCTBA IS
BETEPUHAPHOTO TpUMEHEHUs. B ciydae HEoOXOAMMOCTH BHECEHHSI WHBIX W3MEHEHHH B JOKYMEHTHI,
coJlepKallfecss B PETUCTPAllMOHHOM [0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpernapar i
BETEPUHAPHOTO NMPUMEHEHHUS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA VISl BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJIUTCS.

Wndopmarus 06 n3MEHEHHSX:
Yacms 3 usmenena c 1 sameaps 2021 e. - @edepanvusiii 3akon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio

3. 3asBUTENH BIPaBE NPEACTABUTH 110 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJEpKallUecs B PETHCTPAlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN IIpemnapar s BETEPUHAPHOIO IPUMEHEHHUs, KOIUU JIOKYMEHTOB, MOITBEPXKAAIOLINX
YIUIATY TOCYAAPCTBEHHOW IOIUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJAEPKAIIMECS B PETHCTPALMOHHOM
JI0OChE HA 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar AJi1 BETEPUHAPHOIO IPUMEHEHHUs, U3MEHEHU,
TPeOYIOLIMX MPOBEACHUS HKCHEPTH3bl JICKAPCTBEHHOI'O CpPEACTBA, WIM H3MEHEHHH, He TpeOyromux
IIPOBEJCHUS AKCIEPTU3Bl JIEKAPCTBEHHOI'O CpeAcTBa. B ciyyae HEOOXOAMMOCTH WM3MEHEHHs CBEJIEHUM,
COZIepXKAIIMXCS B PETUCTPALlMOHHOM YIOCTOBEPEHHUM JIEKAPCTBEHHOI'O Iperapara Ui BETEPUHAPHOIO
IIPUMEHEHNS, C 3asBJICHUEM, YKA3aHHBIM B 4acTH | HACTOSALIEN CTaThH, 3asIBUTENb BIIPABE MIPEACTABUTH I10
COOCTBEHHOM MHUIIMATUBE KOIHUIO JJOKYMEHTA, MOATBEPKAAIONIET0 YIUIaTy FOCyJapCTBEHHOMN MOIUIMHBI 32
BBIJIa4y PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara. 3asiBUTENb BIPABE NMPEACTABUTH
1o cOOCTBEHHON MHMIIMATHBE CBEICHHUS O JIMIEH3USX, YKa3aHHbIe B MyHKTax | ¥ 2 gactu | HacTosmen
CTaTbH, a TAaKXK€ BbIJIaBa€Mble YIOJIHOMOYEHHBIMU (helepaabHbIMU OpraHaMH HCIIOJIHHUTEIbHOW BIACTH
JIOKYMEHTBI, yKa3aHHbIE B IIYHKTE 3 4acTU | HacTosiel cTaTbu. B cilydae HempencTaBieHUs yKa3aHHBIX
JIOKYMEHTOB (CBEIECHUI) YIIOJIHOMOUYEHHBIN (eiepabHbIN OpraH MCIIOJIHUTEIBHON BJIACTH 3aIlpaliiBaeT
yKa3aHHbIE JOKYMEHTHI (CBECHUS) B MOPAIKE MEXKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMO/IEHCTBHS.

4. B cpok, He MpeBbIAOMUN AecATH pabounX JHEH co JTHSA MOCTYIUIEHUS! YKa3aHHOro B yacTh |
HACTOSIILEH CTaThbU 3asBICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (heaepalbHbli OpraH
VICITOJTHUTEJIBHON BIIACTH:

14.09.20233 Cuctema 'APAHT 72/152


http://ivo.garant.ru/document/redirect/70826338/1231
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/312
http://ivo.garant.ru/document/redirect/73355371/852
http://ivo.garant.ru/document/redirect/77691569/313

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

1) npoBOANT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTU CBEACHUMN, COAEPKAILNXCS B IIPEICTABICHHBIX
3asBUTEIIEM TOKYMEHTAX;

2) IpUHUMAET PEILEHUE O IPOBEIEHUH IKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA JIJIsl BETEPUHAPHOIO
IIPUMEHEHUs WK 00 OTKa3e B €€ IPOBE/IECHUMY;

3) yBenoMIIsIeT B MUCbMEHHOM (OopMe 3asiBUTENS O MPUHSATOM PELICHUH WX B CIy4ae MPUHATHUS
pemwieHuss 00 OTKa3e B MPOBEJEHUU DSKCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA [yl BETEPUHAPHOTO
IIPUMEHEHUs C YKa3aHUEM IIPUYMH TaKOro OTKAa3a.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 31 dononnena wacmoio 4.1 ¢ 15 uronsn 2018 2. - @edepanvuuiii 3akon om 4 uonsn 2018 e. N
140-D3
4.1. B ciiy4ae BbISIBIICHUS] HEIOCTOBEPHOCTH M (MJIM) HEJOCTATOYHOCTHU CBEJCHUMN, COJEPIKAILIUX CS
B IIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIMOJHOMOYEHHBIN (efepanibHbli OpraH UCHOTHUTEIbHOM
BJIACTH HAIPABJISICT 3asBUTENIO 3aMpoc 00 YTOYHCHHWHM YKA3aHHBIX CBEICHHM. 3ampoc MOXET ObITh
nepesaH YIoJIHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENS MO PACHUCKY, HAMpaBleH MO MOYTE 3aKa3HbIM
MUCBMOM WJIM TIEpEJlaH B AJICKTPOHHOW (hopMe MO TEeIEKOMMYHHKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBlIeHUs 3arpoca 00 YTOYHEHHH YKa3aHHBIX CBEJCHUU IO MOYTE 3aKa3HBIM MHCbMOM OH CUMTAETCS
MOJIYYCHHBIM 10 UCTEYCHHUH IIECTU THEH C AaThl HAIIPABJICHUS 3aKa3HOTO MHChMa.

Wuopmarus 06 H3MEHEHHSX:

Cmamuws 31 dononnena wacmoio 4.2 ¢ 15 uonsn 2018 e. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
4.2. 3asBuTenb 00s3aH MPEACTABUThL OTBET HA 3aMpPOC YIMOJTHOMOYEHHOTO (hemepaapbHOro opraHa
UCIIOTHUTENIbHON BIAcTH B CPOK, HE MPEBBIMIAIONINI JeBSHOCTa pabO4YMX AHEW CO JHS TOTY4YCHHS
nanHoro 3ampoca. CpokH, yka3aHHbIe B udacTu 1.l Hacrosiiedl ctatbu, NMPUOCTAHABIMBAIOTCS CO JHS
HAIpPaBIIEHUS 3asBUTENIO 3aIPOCa YIOIHOMOYEHHOTO (eZepaibHOr0 OpraHa MCHOJHUTEIBHOM BIACTH 10
JTHSI TIOJTYYEHUST OTBETA HA JAHHBIM 3aIIPOC U HE YUUTHIBAIOTCS IPU UCUUCICHUU CPOKA IPUHSATHUS PEIICHUS
O BHECEHMM U3MEHEHUH B JOKYMEHTBI, COJEpXkallhecsi B pPETUCTPAllMOHHOM JIOCh€ Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar JJisi BETEPUHAPHOTO MTPUMEHEHUS.

Wndopmarys 06 H3MEHEHHSAX:
Yacmwv 5 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

5. OcHoBaHueM Ui OTKa3a B TPOBEIACHHHM OJKCIEPTU3Bl JIEKAPCTBEHHOTO CpEACTBA s
BETEPUHAPHOTO TMPUMEHECHHSI SBJIICTCS NPEJICTABICHHE JOKYMEHTOB, YKa3aHHBIX B dacTsx | W 3
HACTOSAIIEH CTaThbU, B HEMOJIHOM OO0bEeMe WIIM OTCYTCTBUE B MPEJICTABICHHBIX JOKYMEHTAX JIOCTATOYHBIX
CBEJICHHIA, ITOATBEPKIAOIINX HEOOXOAMMOCTh BHECCHHS U3MEHEHUH, JINOO HEMPEACTABIICHUE 3asIBUTEIIEM
B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIN B uacT 4.1 HACTOSAIIEH CTAaThU 3alpOC YIOIHOMOYEHHOTO
deneparbHOTO OpraHa UCIIOJIHUTEIFHON BIIACTH.

6. DKcrepTu3a JIeKapCTBEHHOTO CPENCTBA ISl BETEPUHAPHOTO NMPUMEHEHHUS B IEISIX BHECEHHS
U3MCHEHUH B JIOKYMEHTBI, COJICp)KAIMeCs B PETHUCTPAIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar JUisi BETEPUHAPHOTO IPUMEHEHHSI, OCYIIECTBISETCS B TIOPSIKE, YCTAHOBICHHOM
crarbeil 24 Hactosuiero denepasbHOro 3aK0Ha.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 6.1 usmenena c 13 aszycma 2019 e. - @eodepanvhviti 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
6.1. B cpok, HEe TIPEBBIMIAONINI ECATH padOYHX JHEH CO THS MOJYUYCHHS 3aKITIOUCHUS KOMUCCUH
SKCHEPTOB MO pe3yibTaTaM YKa3aHHOM B 4acTy 2 HACTOSIIIEN CTaThbU KCIEPTHU3bI, YINOJIHOMOUYEHHBIN
dbenepanbHBI OpraH UCTIOJIHUTEIBHON BIACTH:
1) mnpuHMMaeT pelleHHe O BHECEHMM UW3MEHEHUH B JIOKYMEHTBI, CoOJepXkallvecss B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apeTrHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaTr Il BETCPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUIA,
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2) BHOCUT B TOCYJapCTBEHHBIN pEECTp JIEKapCTBEHHBIX CPEICTB HAa OCHOBAaHUU PEUIEHUS O
BHECEHUU U3MEHEHUN B JIOKYMEHTBI, COIEPKAIUECS B PETUCTPALIMOHHOM J0ChE Ha 3apEerMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipernapar Jyisl BETEpUHAPHOIO IPUMEHEHHUs, HE00X0JUMbIE U3MEHEHMS U BO3BPALLAET 3TU
JOKYMEHTBI 3asIBUTEIIIO;

Wndopmarius 06 n3MEHEHUX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 o. N
297-D3
3) BBIIAaET 3asBHUTEIIO HOBOE PETHCTPAIIMOHHOE yIOCTOBEPEHHE JICKAPCTBEHHOTO Tpenapara s
BETEPUHAPHOTO MPUMEHEHUS B CIIy4ae HEOOXOIMMOCTH M3MECHCHHS CBEIACHUM, COACPIKAIIMUXCSI B HEM, C
COXpaHEHHEM HOMEpa paHee BBIAAHHOTO PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Tpernapara
JUTSL BETEPUHAPHOTO MPUMEHEHHUSI.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 31 dononnena wacmoio 6.2 ¢ 15 uronsn 2018 e. - @edepanvuuiii 3akon om 4 uonn 2018 e. N
140-D3
6.2. B ciiydae BHECEHUSI U3MEHEHHM B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMIOHHOM J0ChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jisl BETEPUHAPHOTO MPUMEHEHUs, B YaCTH, Kacarolleics
U3MEHeHus: W (WJIM) JOMOJIHEHHMSI TPOU3BOJACTBEHHOM TIUIOMIAJAKK JIEKAPCTBEHHOIO IIpemnapara, Ipu
MPEJICTABICHUN 3asBUTEIEM B COOTBETCTBUU C ITYHKTOM 3 yacTh | HACTOALIEH CTaThbU KOMHH PELICHUS
YIIOJTHOMOYEHHOTO (he/iepaIbHOr0 OpraHa HCIOJHUTEIBHON BJIACTH O TPOBEJACHUM HHCIICKTHPOBAHUS
MPOU3BOJUTENS JIGKAPCTBEHHBIX CPEACTB CPOK, YyKa3aHHbIM B dyactu 6.1 Hacrosimeld cTaTbu,
MPUOCTAHABIMBACTCS CO JIHS TIOJYYCHHS 3aKIIOYEHUS KOMHUCCHU DKCHEPTOB [0 MJHS MPUHATHA
YIIOJTHOMOYEHHBIM (heJiepaabHbIM OPTaHOM HCIOJHUTENIBHOM BIACTH PEUICHHs O BblJade WiIh 00 OTKaze B
BBIJIaU€ 3aKIIOUEHUS O COOTBETCTBUU IMPOU3BOJUTENS JICKAPCTBEHHBIX CPEIACTB TPEOOBAHHSAM IPABUII
Ha/JIeXKalel MPOU3BOJACTBEHHON IPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT paboyux THEH.

Undopmarris 06 n3MEHEHUAX:
Yacms 7 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonss 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

7. OcHoOBaHWeM JUIsi OTKa3a BO BHECCHHMM W3MEHEHUH B JOKYMEHTBI, COJEp)Kamluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIM Tpenapar Ailsi BETePUHAPHOTO
NPUMEHCHUS, B CIIydasx, HE TPeOYIOIINUX MPOBEICHUS IKCIIEPTH3BI JICKAPCTBEHHOTO CPEACTBA, SIBISICTCS
Mpe/CTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsxX | M 3 HacTosIeH CcTaThbd, B HEMOIHOM OOBEME WIIH
OTCYTCTBHE B TMPEICTABICHHBIX JOKYMEHTAX CBEJCHHUI, KOTOPHIC JOJKHBI OBITh B HUX OTPaXKEHBI, JTHOO
HENPEJCTABICHNUE 3asBUTEIEM B YCTAHOBIIEHHBIM CPOK OTBETa Ha YKa3aHHBIA B dacTu 4.1 Hacrosien
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZepalbHOTO OpTraHa HCIIOJIHUTEIFHON BIIACTH.

Wndopmarys 06 n3MEeHEHHSAX:

Cmamuws 31 dononnena wacmoio 7.1 ¢ 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 uious 2018 2. N
140-D3
7.1. OcHOBaHMeM JUisi OTKa3a BO BHECEHMM H3MEHEHUW B JIOKYMEHTHI, COJep)Kallhecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apeTHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaT Il BETEPUHAPHOTO
NPUMEHEHHUS, B CIydasX, TPEOYIOUIUX MPOBEACHUS JKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, SBISETCS
3aKJIIOYEHHE YIOJIHOMOUYEHHOro (elepaibHOr0 OpraHa HCHOJHUTENbHOM BIIACTH O BO3MOXKHOCTH
CHIDKEHHsI 0€30MacCHOCTH, KadecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO MperapaTa BCIEICTBUE BHECCHHS
W3MEHEHUN B yKa3aHHBIC JIOKYMEHTHI, OTKa3 YIOJHOMOYEHHOTO (eJepalbHOT0 OpTraHa UCIIOTHUTEIHHOU
BJIACTH B BbIFaue€ 3aKIFOUEHUS O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSM
MpaBuJl  HAJJIeKAIIEd TPOU3BOACTBEHHON TPAKTUKM B CiIydae HW3MEHEHHS W (WIM) OTOJHEHUS
MIPOU3BOJCTBEHHONW IUIOMIAJKU JIEKapCTBEHHOTO TMpernapara, €cild IMPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara Al BETEpUHAPHOIO NMPUMEHEHMsS OCYHIECTBIsieTcs 3a mnpeaenamu Poccuiickoir denepanuu,
WM OTCYTCTBHUE 3TOTO 3aKJIIOUEHUSI.

Wndopmarys 06 M3MEHEHHSAX:
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Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 8 cmamwvu 31 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

8. Jlomyckaercsi oOpaiieHHe JIEKapCTBEHHBIX MpPErapaToB AJIsi BETCPUHAPHOTO NPUMEHEHUS JI0
UCTECUYCHUS CPOKa TOJHOCTHU, IPOU3BEJACHHBIX B TCUYCHHUE CTa BOCBMHJICCSATH THEH IMOCIE JaThl IPUHSATHUS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOJIHUTEIHFHOW BIIACTH PEIICHUS O BHECCHUU W3MEHEHUH B
JOKYMEHTBI, COJIepKaliecss B PErHCTPAIMOHHOM JIOChE Ha JICKAPCTBEHHBIN IpenapaT, B COOTBETCTBUH C
uH(popMaIel, couepkaiieiics B JOKYMEHTaX PETUCTPAIMOHHOTO JI0ChEe Ha JISKAPCTBEHHBIN Mpenapar 110
JaThI IPUHSTUS TAKOTO PEIICHUSI.

TAPAHT:

CMm. komMmeHTapuu K ctatbe 31 HacTosero denepabHOTO 3aKOHA

Cratbs 32. OTMEHa TroCy1apCTBEHHOW PErrCTpalluy JEKAPCTBEHHOIO Ipenapara

Pemienne 00 oTMeHe rocyaapCTBEHHOM PETUCTpaIluy JIEKAPCTBEHHOTO MperapaTa U UCKIIOYCHUH
JICKapCTBEHHOI'O IIpernapaTa M3 TOCYAapCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEJCTB HPUHHUMAETCS
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOJIHUTEIIHFHON BJIACTH B CITyYae:

1) nmpeacraBieHUss ~ COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eAepalbHbIM  OpPraHoM
VCIIOJIHUTENIbHOM BIIACTH 3aKJIIOUYEHUST O PUCKE WIM 00 Yyrpo3e 3J0pOBBIO, JKU3HM YEJIOBEKa WIIU
JKUBOTHOTO TIPH TMPUMEHEHUHW JICKAPCTBEHHOTO IMperapara, MPEBBIMAINMX ero 3(PQGeKTUBHOCTD, 10
pe3yJbTaTaM OCYIIECTBISIEMOr0 UM MOHUTOPHUHTA 0€30MIaCHOCTH JIEKApCTBEHHOTO Mpernapara;

Undopmarist 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 32 Hacmosuezo
DedepanbHoeo 3aKoHa 8HeceHbl usMeHenus,, ecmynarouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

2) mojauu JAep)KaTesieM WM BJIAJENblEM pPEruCTPallMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara WIM YIOJHOMOYEHHBIM UM JIPYTHM IOPUIMYECKHM JIMIIOM 3asBieHus 00 OTMeHe
rOCYIapCTBEHHOW PETUCTPALINN JICKAPCTBEHHOTO Mpernapara;

3) HeMmOATBEPKJIEHUSI TOCYIaPCTBEHHOW PErHCTpaIlK JIEKAPCTBEHHOTO Mpernapara 1o UCTEYeHUU
CpOKa JICHCTBHS PETHCTPAIIIOHHOTO YAOCTOBEPEHUS, BEIIAHHOTO HA IATH JIET;

4) HempeAcTaBIEHUS 3asBUTENEM HMHQPOPMAIIUU, KOTOpask MOXET TMOBIEYh 3a COOOM
HEOOXOIMMOCTh BHECCHHS] M3MEHEHHH B JIOKYMEHTHI, COJICpXAIIUECs B PETUCTPAMOHHOM JI0OChEe Ha
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM TMpemapar, B TeYeHHE TpUILATH pabodyux [JHEeW co JHS
HACTYIUICHHSI TUX U3MCHCHHUI;

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 5 cmamou 32 nHacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
5) OCyIECTBICHHS TOCYIApCTBCHHON PErMCTpaIliy JICKAPCTBEHHOTO TIpernapara I1oJ] TOPTrOBBIM
HAUMEHOBAHHUEM 3aperHCTPUPOBAHHOTO paHee MOJl ATUM TOPrOBBEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
nperapara, OTINYArOIIeT0CsS KaueCTBEHHBIM COCTABOM JICHCTBYIONIUX BEIIECTR;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 6 usmenen ¢ 15 urons 2018 2. - Pedepanvhviii 3axon om 4 urona 2018 e. N 140-D3

Cm. npedvloywyio pedakyuro
6) OCyILECTBIIEHHS TOCYJApPCTBEHHOM PErMCTPALMU OJHOTO U TOTO K€ JIEKAPCTBEHHOI'O Ipenapara
B OTHOIIEHHWU OJHOTO W TOTO JK€ Jep)KaTels WM BIAJENbla PETUCTPALMOHHOIO YJOCTOBEPEHHUS
JIEKapCTBEHHOTO IpenapaTa B BUZIE JBYX M 0ojiee JIEKAPCTBEHHBIX MpPENaparoB IMOJ pPa3TUUYHBIMU
TOPrOBBIMU HAMEHOBAHUSIMU;
7) BBIHECEHUS CyJOM pelIeHHs O HapylleHMH [paB MpaBoodOiagatesis  O0ObEKTOB
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UHTEJUIEKTYaJIbHON COOCTBEHHOCTH MPH OOpAIlICHUH JIEKAPCTBEHHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekaodps 2014 2. N 429-D3 cmamovsa 32 nacmoswezo Dedepanvroco
3aKOHA 00OnoHeHa nyHkmom 8, scmynarowum 6 cuny ¢ 1 urons 2015 e.
8) oTCyTCTBHUS JIEKAPCTBEHHOTO IpernapaTta B oOpamieHun B Poccuiickoit denepanuu B TeUEHUE
Tpex u 0oJee JeT;

Wndopmarius 06 H3MEHEHUX:

Deodepanvrvim 3akonom om 22 dekabpsa 2014 2. N 429-D3 cmamusa 32 nacmosuweco DedepanvbHoco
3aKoHa 0ononnena nyHkmom 9, scmynatrowum 6 cuny ¢ 1 urons 2015 e.

9) HeBBIIOJIHEHHUS Jep)KaTeleM WM  BIAACNbLEM PErucTPalMOHHOTO  YAOCTOBEpPEHUs
JICKapCTBEHHOTO TperapaTa 00 YIOJTHOMOYCHHBIM UMU JAPYTUM IOPUIHYECKAM JTUIIOM MEPOIIPUSITHH 110
o0OecrieueHHI0  0E30MAaCHOCTH  JIGKApPCTBEHHBIX IPENaparoB, YCTAHOBJCHHBIX  YIIOJIHOMOYEHHBIM
denepantbHBIM OPraHOM HCIIOJHUTEIBHON BIACTH B COOTBETCTBUU C YaCTsIMU 3 U 4 cTaThil 64 HACTOSIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYILECTBICHHS (apMaKkoHaA30pa;

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 o. N 429-D3 cmamusa 32 nacmosuwezco DedepanvHoco
3akoHa oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

10) oTka3a nepkareis WIM BIaJeliblla PETUCTPAIIMOHHOTO YAOCTOBEPEHHUsS JIEKaPCTBEHHOTO
npernapara Jau00 YIOJTHOMOYCHHOTO MMM JPYTOro IOPHIWYECKOrO JIMIAa OT BHECEHUS H3MEHCHHH B
UHCTPYKIMIO TI0 TMPUMEHEHHWIO JICKApPCTBCHHOTO Nperaparta, KacarollUXCS HOBBIX IOATBEPIKICHHBIX
JAHHBIX O TOM, YTO PHCK NMPHYMHEHUS BpeAa 30POBBIO UEIOBEKA WIIM JKHBOTHOTO BCJICICTBUEC MpUEMaA
JICKapPCTBEHHOI'O Tperapara mpeBbimacT 3Q(GEeKTUBHOCTD €ro IPUMEHEHHS.

Undopmarris 06 n3MEHEHUAX:

Cmamws 32 oonoanena nynkmom 11 ¢ 1 ausaps 2026 e. - @edepanvhsiii 3akon om 27 dexabps 2019 .
N 475-D3 (8 pedakyuu Dedepanvroco 3axona om 28 utons 2022 2. N 204-D3)

Cm. 6yoywyro peoakyuio
APAHT:

CM. koMMeHTapuu K cTatbe 32 HacToslero denepanbHOro 3aKoHa

Cratbs 33. ['ocy1apcTBEHHBIN peecTp JEKapCTBEHHBIX CPECTB
T'APAHT:

Cwm. [onoxenue o I'ocygapcTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB, YTBEpKIeHHOe MUH3IpaBOM
P® 1 nexabps 1998 r. N 01/29-15
1. TocymapcTBeHHBIN peecTp JIEKApCTBEHHBIX CPEJCTB COJCPKUT IEPEYCHb JICKAPCTBCHHBIX
MpenapaToB, MPOIIEANINX TOCYJapCTBEHHYIO PETUCTPAIUIO, TepeueHb (apMalleBTUYeCKuX CyOCTaHIIUH,
BXOJISIINX B COCTAB JICKAPCTBEHHBIX MPETAPATOB, U CICTYIONIYI0 HH(OPMAITHIO:
1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPEMapaToB:

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 ¢ noonyukm "a" nynkma 1 yvacmu I cmamwu
33 nacmosaweeo PedepanrbHoco 3aKoHA BHeCeHbl UsMeHenus, ecmynarouwue 6 cuny ¢ 1 utona 2015 a.

Cm. mexkcm noonynkma 6 npeovloyujeti peoaKyuu
a) HaWMCHOBAHWE JICKQPCTBEHHOTO Tpemnapara (MEXIyHAPOJHOE HEMATCeHTOBAHHOE, WIIH
IPYNIIMPOBOYHOE, MM XUMHUYECKOE U TOPIOBOE HAUMEHOBAHMS);
0) nmekapcTBeHHas (hopMa C yKazaHHUEM JTIO3UPOBKH JIGKAPCTBEHHOTO Tperapara U ero KoJIN4ecTBa B
HOTPEOUTENBCKON YIIaKOBKE;

Wudopmanust 06 U3MEHEHUIX:

Ioonynxkm "6" usmenen c 1 aneapsa 2018 2. - @edepanvuviii 3axon om 28 dexabpa 2017 2. N 425-D3
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CMm. npedvloywyro pedaKyuio

B) HAMMEHOBAHUE JCPHKATENS MU BJIAJIENIbIIa PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpernapaTa u CBEJICHUS O PETUCTPAIlMU ACpXkKaTells WM BIIaJeNblla PETHCTPAIIIOHHOTO YIOCTOBEPCHHUS
JICKApCTBEHHOTO TIpenapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS B Ka4eCTBE HAJIOTOILIATEIIbINKA B CTPaHE
peructpanyu (sl pOCCHMCKUX IOPUINYSCKUX JIHIl - UACHTH(PUKAIMOHHBII HOMEpP HAJIOTOTUIATEIbIINKA
(MHH), nyist “HOCTpaHHBIX IOPHIUYECKUX JIMII - CTPaHa PETUCTPAIK, HAMMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, peruCTPAIMOHHBIA HOMED, KOJI HAIOTOIUIATEIbIIUKA B CTPAHE PETUCTPANH (MHKOPIIOPAIIUH) WITH
€ro aHajor);

Wndopmarius 06 H3MEHEHUX:
Hoonynxm "2" usmenen c 1 sneaps 2018 2. - @edepanvuwiii 3axon om 28 oexaops 2017 2. N 425-D3

CMm. npedbloyuyro pedaKyuio
I') HAUMEHOBAHUE U aIPeC MPOU3BOUTEIIS JIEKAPCTBEHHOTO MPErnapaTa U CBEACHHS O PETUCTPAIHH
NPOM3BOJUTENST  JIGKADCTBEHHOTO  Tperapara Juis  MEAWIMHCKOTO TNPUMEHEHHS B  KadyecTBE
HAJIOTOIUIATEIBIIMKA B CTPAHE PErHCTPAIUH (11 POCCUNUCKUX IOPUINYECKUX JIUIL - UICHTU(DUKAIMOHHBIN
HoMep Hanoromuiatensimka (MHH), st MHOCTpaHHBIX IOPHIMYECKUX JIMII - CTpaHa PETUCTpaIUH,
HAaUMEHOBAHHE PETHUCTPUPYIOLIETO OpraHa, PEerUCTPANMOHHBIA HOMED, KOJI HAJIOTOTUIATENIBIINKA B CTPAHE
peructpanuu (MHKOPIOPAIMK) UK €T0 aHaJIoT);

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-D3 noonynkm "0" nynkma I yvacmu 1 cmamou
33 nacmosaweeo DedepanvbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu

1) (dapmakoTepaneBTU4ecKas rpymmna, KOJ JIEKapCTBEHHOI O npenapara 1o
aHATOMO-TEPANEeBTUIECKO-XUMUYECKOW KiacCu(UKAIMK, PEKOMEHI0BaHHOW BcemupHON opraHmu3zanueit
31paBOOXPAHEHN,

€) MOKa3aHusI ¥ MPOTHUBOTIOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO TIpernapaTra;

) M0OOYHBIE JIeHCTBYS JIEKApCTBEHHOTO Mpenapara;

3) CPOK TOJTHOCTH JIEKapCTBEHHOTO TIperapara;

1) YCIIOBUS XpaHEHHUs JIEKapCTBEHHOTO MTpernapara;

K) YCJIOBHSI OTITYCKa JIEKapPCTBEHHOTO TIpernapara;

J) HOMep (apMakomeilHol cTaTbM WJIM B Clydyae €€ OTCYTCTBHS HOMEp HOpPMaTHBHOM
JOKYMEHTAINH JTHO0 HOPMATHBHOTO IOKYMEHTA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 vacmu I cmamou
33 Hacmosweeo PedepanbHoco 3aKoHA HeCeHbl UsMeneHUs, ecmynarowue 6 cury ¢ 1 uroas 2015 a.

Cm. mekcm noonynkma 8 npeovioyujeli peoakyuu
M) JlaTa TOCYJapCTBEHHOH pPETHUCTpAIldU JICKAPCTBEHHOTO Ipernapata M €ro pervucTpariioHHbBIN
HOMEp, JaTa 3aMEHbl PETHUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara Ha OeccpouHoe
PETUCTPAIIIOHHOE ~ YIOCTOBEpEHWE JIGKAPCTBEHHOTO Tperapara, Jara ToJadd  3asBICHUS O
MOJATBEPXKJIEHUU TOCYJApCTBEHHON  perucTpanuy JIeKapCTBEHHOTO Ipemapara, JaTa  OTMEHBI
rOCYIapCTBEHHOW PETUCTPAIIMH JICKAPCTBEHHOTO TIperapara;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu 1 cmamou 33 Hacmoswe2o
DedepanbHoeo 3axona donoaner noonyukmom "n'", ecmynarowum 6 cuny ¢ 1 uona 2015 e.
H) Ka4eCTBEHHbIH COCTAaB M KOJIMYECTBEHHBIH COCTaB JIEHCTBYIOIIMX BEIIECTB U KaueCTBEHHBIN
COCTaB BCIIOMOTATENIbHBIX BELIECTB JIEKAPCTBEHHOTO MTpeNnapara;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akoHom om 22 dexaopsa 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiuje2o
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DedepanbHo2o 3axona donoiner noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urons 2015 .
0) nH$popMalus 000 BCEX pa3penieHHbIX BUIaX BTOPUYHOM (MMOTPEOUTEIBCKON) YITAaKOBKH;

Wndopmarius 06 M3MEHEHUSX:
Hoonynkm "n" uzmenen ¢ 1 mapma 2020 a. - @edepanvhviii 3axon om 27 dexabps 2019 2. N 475-D3

Cm. npeodvloywyro peoakyuio
1) JaTa TPUHSTHS PEIIeHUsS O BO3MOXKHOCTH paccMaTpUBATh JIEKAPCTBEHHBIA TMpernapar MpH
rOCYJapCTBEHHON PETUCTpAIK B KaueCTBE OP(PAHHOTO JICKAPCTBEHHOTO Ipernapata (s JeKapCTBEHHBIX
MPerapaToB sl METUITUHCKOTO MPUMEHEHUS);

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "p" usmenen ¢ 1 mapma 2020 e. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npeovloywyro peoakyuio
p) HajgW4uue JIEKAPCTBEHHOTO TMpermapaTa B IEpeyHEe JKU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX
JICKapCTBEHHBIX NpenapaToB (MUl JICKApCTBECHHBIX MPENapaToB I MEIUIIUHCKOTO TIPUMCHEHUS );

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DedepanvHozo 3akoHa dononnen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 a.

C) HAJIMYKE B JICKAPCTBEHHOM IIpernapaTe HapKOTHUUYECKHX CPEACTB, IICUXOTPOITHBIX BEIIECTB M MX
MPEKYPCOPOB, MOIEKAIIMX KOHTPOIt0 B Poccuiickoit denepannn, B COOTBETCTBUU C 3aKOHOAATEIBCTBOM
Poccuiickoit @enepanunn, Mex1yHapoIHbIMU ToroBopamu Poccuiickoit @enepaunn, B ToM uncie EnnHoi
KOHBEHIIMEN 0 HapKoTudeckux cpencrBax 1961 rona u Konseniueill o NCUXOTpONHBIX BewecTBax 1971
roua;

Undopmarist 06 n3MEHEHUX:
Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DedepanvHoeo 3akoHa donoaHen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

T) uHbOpMalMsg O TOM, SIBISIETCA M JaHHBIA JIEKapCTBEHHBIH TMpemapaT peepeHTHBIM

JICKapPCTBEHHBIM TIPETIapaToM;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo2o 3axona donoaner noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
y) CBEIECHMsI O MoJaye 3asBICHHUS O BHECEHUM W3MEHEHHUH B JOKYMEHTBI, COJEp’Kallhecs B
PETUCTPALIMOHHOM JJOChE Ha JIEKAPCTBEHHBIN IIpenapar;
¢) yrpatuia cuny ¢ 1 mapta 2020 r. - @enepanbublii 3akoH oT 27 nekadps 2019 r. N 475-03

Wndopmarys 06 M3MEeHEHHSAX:
Cm. npeodvloywyro peoakyuio

DedepanvHvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo2o 3axona dononer noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
X) CPOK BBEACHHUS JIEKAPCTBEHHOI'O IIperapaTa B rpaKIaHCKUil 000poT;
2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIMA:

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 6 noonynkm "a" nynkma 2 wacmu I cmamou
33 nacmoawezo DedepanbHo20 3aKOHA BHECEeHbl U3MeHeHUs, ecmynatowue 6 cury ¢ 1 urons 2015 e.

Cm. mexcm noonyHkma 6 npeovioyujell peoaxKyuu
a) HauMeHOBaHHE (QapMareBTUYECKON CcyOcTaHMKU (MEXIYHAPOJAHOE HEMAaTEHTOBAHHOE, WIU
TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS ),
0) HAaMMEHOBAHUE M a/IpeC TPOU3BOAUTEINS (PapMaIIeBTHIECKOIN CyOCTaHIINN;
B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHIUY;
T) yCJIOBUS XpaHeHus (papMalleBTUYECKON cyOCcTaHIINN;
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o) HoMmep (apMakoNeWHON cTaThl WM B Cllydyae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIUH 100 HOPMAaTUBHOTO JOKYMEHTA;

Wndopmarius 06 M3MEHEHUSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm 2 yacmu 1 cmamou 33 Hacmosiwe2o
Deoepanvrozo 3akoHa dononrnen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
€) Hanuuue (hapMmarieBTU4YEeCKON CyOCTaHIMM B IepeyHe HAPKOTHUYECKUX CPEJCTB, IMCUXOTPOMHBIX
BEILIECTB U UX IPEKYPCOPOB, MOMJICKAIUX KOHTPoJr0 B Poccuiickon Penepaunu, B COOTBETCTBHHM C
3aKoHoJaTenbcTBOM Poccuiickoit denepanuu, MexayHapoIHbIMU JoroBopamu Poccuiickoin @epepaiuu,
B TOM uucie EnnHoll KOHBeHIMel O HapkoTHueckux cpexactBax 1961 roma u Kousenuumeil o
MICUXOTPONHBIX BenlecTBax 1971 roxa.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-®@3 uwacme 2 cmamwvu 33 Hacmosuwezo
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

2. ®apmaneBTHUecKas cyOCTaHIMs, MPOU3BEAECHHAs Ui peal3allii, MOXKET ObITh BKJIIOUEHA B
rOCY/IapCTBEHHBII PEECTp JIEKApCTBEHHBIX CPEACTB HA OCHOBAaHMM 3asBJICHUS pa3pabOT4YMKa WIIU
IPOM3BOJUTENS JIEKAPCTBEHHOIO CPEICTBA JINOO YIOJIHOMOYEHHOTO HMMH IOPUAMYECKOrO JIHMLA HpU
YCIOBUU TPOBEIEHUS B OTHOUIEHUMM TakoM (hapManeBTUUECKON CyOCTaHIMU SKCIEPTH3bl KayecTBa
(bapmarieBTHYECKON CyOCTaHIIMM B MOps/IKE, YCTAaHOBJIEHHOM cTaThell 34 Hactosmiero denepaabHOro
3akoHa. B oTHOmeHWu (apManeBTUYECKUX CYOCTAaHIMH, TNPOU3BENEHHBIX IS peaju3alud, B
roCyJapCTBEHHOM peecTpe JIEKapCTBEHHbBIX CPEACTB COJACPKUTCA CleAyIoLIas HH(pOopMaIys:

1) HauMeHoBaHHE (papMalleBTUUECKON cyOcTaHIuU (MEXIYHAPOJHOE HENAaTEHTOBAHHOE, WU
IPyNIIMPOBOYHOE, MM XUMUUYECKOE U TOPIOBOE HAUMEHOBAHMS);

Undopmaris 06 n3MEHEHUAX:
Ilynkm 2 usmenen c 1 ansapsa 2018 e. - @eodepanvhuiii 3axon om 28 oexaobps 2017 2. N 425-D3

CMm. npedvloyuyro pedaKyuio

2) HauMeHOBaHMe, aJpec MPOU3BOANUTEINS (papMaleBTUUECKOH CyOCTaHIIUM, a TAK)Ke B OTHOLIEHUU
JIEKapCTBEHHBIX CPEICTB Ul MEAUIMHCKOIO NPUMEHEHUS CBEJACHHUS O PETUCTPALUU MPOU3BOAUTENS
(dapMmanieBTUYeCKON CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbIIMKAa B CTpPaHE perucTpanuu (ams
POCCHUICKHMX OPUAMYECKUX JIMIl - WISHTU(PUKAIMOHHBbIA Homep Hanoromnarensiiuka (UHH), nns
MHOCTPaHHBIX IOPUAWYECKUX JIMLl - CTpaHa PEruCTpaluy, HAaUMEHOBAHUE PETUCTPUPYIOILIErO OpraHa,
pEerucTpaloHHbI HOMEp, KOJ HaJOroIuIaTeNbIlMKa B CTPaHE pEerucTpanuy (MHKOPHOpAaIH) WK €ro
aHaJor);

3) cpok rogHOCTH (PapMarleBTUIECKOM CyOCTaHIINN;

4) ycnoBusi XpaHeHus papMalieBTUYECKON CyOCTaHINH;

5) HoMep (QapMmakoneiiHOW cTaTbu JMOO B CIy4yae €€ OTCYTCTBUS HOMEpP HOPMaTUBHOMU
JOKYMEHTAIlMU WK HOPMaTUBHOTO TOKYMEHTA;

6) Hasnmune papManeBTUYECKONW CyOCTaHIIMU B TepeyHe HapKOTHUECKUX CPEJCTB, MCUXOTPOIHBIX
BELIECTB U MX IPEKYpPCOpOB, MOAJEKAIMX KOHTpoir B Poccuiickoil ®denepanuu, B COOTBETCTBUU C
3aKOHOATeNbCTBOM Poccuiickoit @enepannn, MexIyHapOaHbIMU JoroBopamu Poccuiickoin denepanum,
B TOM uucie EnnHON KOHBeHIMEel O HapKkoTHueckux cpexactsax 1961 roma m Kousenuumeil o
MICUXOTPONHBIX BenlecTBax 1971 roxa;

7) naTta BKIIOYEHUs (apMaleBTUYEeCKOl CyOCTaHIIMU B FOCYJapCTBEHHBIN PeecTp JIEKapCTBEHHBIX
CPEICTB, JlaTa BHECEHUS M3MEHEHUH B JIOKYMEHTHI (apMaleBTUUYECKOW CyOCTaHIMM, AaTa MUCKIIOYEHUS
(dapmareBTHYECKON CYOCTAHIIMH U3 TOCYAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPECTB.

3. Ilopsiaok BeneHUst TOCYJApCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPENCTB AJI MEAUIIMHCKOIO
OPUMEHEHHUS U TOPS/JI0K BEAEHUS TOCYAApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MPUMEHEHUS YTBEPKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eepalbHbIM
OpraHOM MCIIOJHUTEIBHOM BJIACTH.
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FAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 33 HacTOAIICrO d)ezlepanLHoro 3aKOHa

Wndopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axkonom om 22 oekabps 2014 2. N 429-D3 naumenosanue cmamou 34 nacmosiue2o
DedepanvbHoeo 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mekcm HAUMEHOBAHUS 8 NpedblOyujel peoaKyuu
Crarba 34. BriitoueHne B roCy1apCTBEHHbBIA PEECTp JICKAPCTBEHHBIX CPEACTB U MCKIIIOYEHUE U3
rOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB (papMaleBTUYECKON CyOCTaHINH,
MIPOU3BEICHHOM JIJIsl peanu3aiuu

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 1 cmamou 34 nHacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
1. Jns BriarodeHus (apmaieBTUUECKO CcyOCTaHIMKM, TPOM3BEACHHOW [UIS pealu3alud, B
TOCYIapCTBEHHBIN PEECTp JICKAPCTBECHHBIX CPEJICTB, TPOBOAMTCS IKCIIEPTH3a €€ KaueCTRa.

Wudopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
2. DkcmepTh3a KauecTBa YKa3aHHOM B dYacTu | Hacrosmield cratbu ¢apManeBTUYECKOM
CyOCTaHITMH, COCTAaBICHHUE KOMHUCCUEH JKCIIEPTOB 3aKIIOUEHUH IO pe3ysibTaTaM dTOW DKCIEPTHU3Bl M UX
HaIpaBlieHUE B YIIOJHOMOYEHHBIA (enepaabHblii OpraH MCIOJHUTEIBHONW BJIACTU OCYIIECTBISIOTCS B
CPOK, HE TPEBBIMAOIINN MECTUACCITH PabOYMX JHEW CO JIHA TMOJYUYEHHS HKCIEPTHBIM YUPEKICHHUEM
COOTBETCTBYIOILIETO 3aJaHUsl YIOJIHOMOYEHHOro (penepaqbHOro OpraHa HCHOJHUTENBbHOW BIACTH H
CJIEYIONINX JOKYMEHTOB (CBEICHH):

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 1 usmenen c 1 aunsaps 2021 2. - @edepanvhviii 3akon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHHs O Jare MPEJOCTABICHUS M PETHCTPAIIMOHHOM HOMEpE JIMIICH3WH Ha TPOU3BOICTBO
JIKAPCTBEHHBIX CPEJICTB UM CBEACHUS O JIaTe MPEIOCTaBICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKITI0YCHHS
O COOTBETCTBHH TIPOW3BOJMTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSAM TIPABHUI  HaJJIeXkarnei
MPOU3BOJICTBEHHON MPAKTHKH, BBIJAHHBIX (MPEAOCTABICHHBIX) YIIOJHOMOUYEHHBIM (he/iepaTbHBIM OPraHOM
WCTIOJTHUTEIIEHON BJIACTH, B CIIy4ae, €CJIH MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIISICTCS B
Poccuiickoit denepanuu;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 2 usmenen ¢ 15 utons 2018 2. - @edepanvuwiii 3axon om 4 utona 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYCHHBIM OpPraHOM CTpPaHbl IPOW3BOIUTEIS
JIEKapCTBEHHOTO CPEJICTBA U MOATBEPKAAIOIIETO pa3pelieHne Mporu3BOJICTBA JIEKAPCTBEHHOTO CPECTBA, U
€ro MepeBOJl Ha PYCCKHM S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM ITOPSIJIKE, a TAK)KE KOIMHS 3aKITFOYSHUS O
COOTBETCTBUU  TPOU3BOAMTENS JICKAPCTBEHHBIX CPENCTB  TpeOOBaHUSM  MpaBWJ  HajIexarel
MIPOM3BOJICTBEHHOW TPAKTHUKH, BBIIAHHOTO YIOJHOMOYCHHBIM (De/lepallbHbIM OPTaHOM HCIIOJTHHTEILHOM
BJIACTHU, OO KOMUS PEIICHUs YIMOJTHOMOUYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTENBHON BIACTH O
MPOBEJICHUN HHCIICKTHPOBAHMS TPOHU3BOJUTENSI JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIC JOKYMEHTBI
MPEJICTaBISIFOTCS B ClIydae, €CIIM MPOU3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYIIECTBISIETCS 3a MpeIeIaMu
Poccuiickoit ®exneparnuu;

3) JOKYMEHT, COIep KAl CIeayIoNIne CBEACHHS O hapMalleBTUYECKON CyOCTaHIINU:
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a) HauMeHOBaHMe (papMaIeBTUIECKOM CyOCTaHINH, €€ CTPYKTypa, OOIIre CBOMCTBA,

0) HAaMMEHOBAHUE U aJPEC MPOU3BOUTEIS,

B) TEXHOJIOTHS TIPOM3BOJICTBA C OMMCAHUEM CTAJUN MPOU3BOJICTBA U METOJIOB KOHTPOJISI HA BCEX
CTaJUsIX IPOU3BOJICTBA,

T') ONKCaHKe pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

J) ONHMCAHWE KOHTPOJS KPUTUYECKHX CTaaUii Ipolecca IMPOU3BOACTBA W IMPOMEKYTOUHOM
TPOJTyKIIHH;

€) TOKYMEHTaJIbHOE TIOITBEPIKACHHUE (BaIMIAIIHSI) POIIECCOB M (UJTH) MX OIECHKA,

7K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTUKA TIPUMECEH;

1) cnenudukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHME;

K) aHAINTUYCCKAE METOJUKH, HCIOIb3yeMble TMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(dapMaIeBTUYECKON CyOCTaHIINY;

J) TOKYMEHTAJIbHOE MOJATBEPXKICHUE (BaJIHIAIMS) aHATUTUICCKUX METOIMK, HCIIOJIB3YEMbIX MPH
OCYIIECTBIICHUU KOHTPOJIS KauecTBa (papMarieBTHIeCKoi CyOCTaHIuY;

M) pe3yJIbTaThl aHAIN3a CepUil (hapMaleBTUIECKON CyOCTaHIINN;

H) TIEPEYCHb CTAaHJAPTHBIX 00Pa3I[0B WIN BEIIECTB, UCIIOIB3yEMbIX IPU OCYIICCTBICHUN KOHTPOJIS
Ka4yecTBa;

0) OTMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAJTIOB H YKYIIOPOYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHITNH;

P) CPOK TOAHOCTH;

Wuopmarus 06 H3MEHEHHSX:

Yacmov 2 dononnena nynkmom 4 ¢ 1 saneaps 2018 2. - Dedepanvuviii 3akon om 28 oexaops 2017 e.
N 425-D3

4) TOKyMEHT, COJep KA1l CBEIEHUS O PETUCTPALMK IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEAMIMHCKOTO NMPUMEHEHNsI B Ka4eCTBE HAJIOTOIIATENbUIMKA B CTPAaHE PETUCTpAlMM (A POCCUMCKUX
IOPUAMYECKUX JIML - WACHTU(PUKAIMOHHBIM HoMep Hanoromuartensiinka (MHH), nns mnocTpanHBIX
IOPUAMYECKUX JIUI] - CTpaHa PETUCTPALY, HAUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa, peruCTpaliOHHbBIN
HOMeEp, KOJI HAJIOrOIUIaTeNbIINKa B CTpaHe perucTpauuy (MHKOPIIOpalin) UK €ro aHajor).

3. A mpoBeneHUs OKCIEPTH3bl KauecTBa YyKa3aHHOM B dYacTu | HacTosAlleW cTaTbu
(dapmaleBTUYECKON CyOCTaHLMM 3asBUTENb MPEACTABISET B YIOJIHOMOYEHHBIH (enepaabHbli Oprat
VCIIOJIHUTENILHOM BJIACTH:

1) 3asBieHME O BKIIOYEHHUM B TOCYAAPCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
(bapmareBTHYECKON CyOCTaHINH;

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamou 34 nHacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaKyuu

2) xonus IOKYMEHTa, MOATBEP/KIAIOLIETO YIUIATy IOCYAAPCTBEHHOW MONUIMHBI 332 BKJIIOYEHHE B
roCy/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB (hapMalleBTHUECKON CyOCTaHI[MH, IPOU3BEAEHHON [
peanu3aiuy, JMO0 Mo COOCTBEHHONW MHMIIMATHBE yKa3aHHBIM TOKYMEHT. B cilyuae ero HempeacTaBieHHs
3asiBUTENIEM YIIOJIHOMOYEHHBIH (heiepanbHblii OpraH HUCIOJHUTEIbHON BJIACTU MPOBEPSeT (PaKT yIUIaThbl
roCyJapCTBEHHON MOUUIMHBI 3asiBUTENEM C HCHOJIb30BaHHEM MH(pOpManuu o0 ymjaTte rocynapcTBeHHON
NOLUIMHBI, cojaepkamieiics B ['ocymapcTBeHHON HMH(OPMAlIMOHHOW CHCTEME O TOCYJIapCTBEHHBIX U
MYHUIUIIAIBHBIX IIJIATEKAX, HA OCHOBAHUHU IIPEJICTABICHHOM 3asBUTEIEM KOIUU JOKYMEHTA,
MOATBEPIKIAOIIETO YIUIaTy TOCYAapCTBEHHOM MONUIMHBL

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axorom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 yacmu 3 cmamvu 34 Hacmosiwe2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs, ecmynarouue 6 cury ¢ 1 urons 2015 2.
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Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
3) IOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSIICH CTAaThU;

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uacme 3 cmamvu 34 nacmoswezo
DedepanvbHo2o 3aKOHA 0ONONHeHA NYHKMOM 4, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
4) 3asgBJICHHE O BbIJaye pa3pelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHOH MapTHH
HE3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPEJCTBA, MPEIHA3HAYCHHOTO JMJIs IMPOBEICHUS yKa3aHHOU
JKCIIEPTU3BI.

Wndopmarius 06 M3MEHEHUSX:

Cmamuws 34 oonoanena uacmoio 3.1 ¢ 1 sineaps 2021 2. - @edepanvrviii 3axkon om 27 dexabps 2019 e. N
478-D3
3.1. B cayuyae HempeICTaBieHHSA C 3asBICHHEM O BKJIIOYEHHH B TOCYIapCTBEHHBIH peecTp
JICKAPCTBEHHBIX CPEICTB (papManeBTUUYECKOW CYOCTaHIIMM JOKYMEHTOB, ITOATBEPKIAIONIUX YIUIATy
roCy/IapCTBEHHOW MOLUIMHBI U YKAa3aHHBIX B ITYHKTE 2 4acTy 3 HACTOALICH CTaThH, a TAK)KE BBIJABAEMBIX
(TpenocTaBIseMBbIX ) YIOJTHOMOYCHHBIMU (hefiepaibHBIMUA OpTaHAMH UCITOJTHUTEIFHON BIIACTH JOKYMEHTOB
(cBenmeHuii), yKka3aHHBIX B MyHKTax | W 2 yacTu 2 HacTOsIIEH CTaThbH, YIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH UCIIOJIHUTEIbHOM BJACTH 3alpalliBaeT yKa3aHHbIE JOKYMEHTHI (CBEIECHMs) B TOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

Undopmaris 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacmv 4 cmamvu 34 nacmosuezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

4. B Teuenue aecsaTH pabovynx JHEU CO AHS MPUHATHS 3asBJICHUS O BKJIIOUEHUH YKa3aHHOM B 4acTu
| Hacrosimed craThbu (DapMalleBTHUECKONH CyOCTaHIIMM B TOCYAApCTBEHHBIA pEecTp JIEKapCTBEHHBIX
CPEICTB W JOKYMEHTOB, IEPEYUCICHHBIX B 4YacTM | W myHkTe 2 dYacTu 3 HACTOSIICH CTaThH,
YIIOJTHOMOYEHHBIHN (eiepalbHbIi OpraH UCHOTHUTEIHHOM BIACTH:

1) TpoOBOIUT MPOBEPKY MOTHOTHI M JJOCTOBEPHOCTH JIaHHBIX, COJAEPKAIIMXCS B IPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAaX;

2) mpUHMMAaeT pElIEHHWE O HAMpPaBIEHWU B DIKCIEPTHOE YUpEXKICHUE 3aJaHUs Ha TMPOBEACHUE
AKCTEPTU3bI KAaYeCTBA YKA3aHHOM B 4acTU | HACTOSIICH cTaThu (hapMaleBTUUECKONW CYOCTaHIIMU WIH 00
OTKAa3€ B TAKOM HaIIPABJICHUU;

3) yBeIOMIISIET B AJICKTPOHHOW WMJIM MUCBMEHHOU (popMe 3asBUTENSI O MPUHSATOM PEIICHUU WU B
Clydae OTKa3a ¢ YKa3aHUEeM IPUYMH TaKOr0 OTKas3a.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvs 34 nacmosaweco Dedepanvrozo
3aKOHa donoaHena yacmoio 4.1
4.1. B ciyvae BBISIBICHHS HEIOCTOBEPHOCTH CBEICHUH, COJEPKANIMXCS B MPEICTABICHHBIX
3asIBUTENIEM MaTepuaiax, YIOJTHOMOYECHHBIN (elepallbHbIii OpraH MCIOJTHUTEIBHONW BIACTU HANpPaBIsSET
3aBUTENIO 3ampoc 00 YTOYHEHWHM YKa3aHHBIX CBeAeHUW. JlaHHBIA 3ampoc MOXKeT OBITh TepeaaH
YIIOJTHOMOYEHHOMY TPEICTABUTENI0 3asBUTENS JUYHO IMOJ PACIUCKY, HANpPABIEH IO IMOYTE 3aKa3HBIM
MUCBMOM WJIM TIEpeJlaH B AJICKTPOHHOW (hopMe MO TeJIeKOMMYHHKAIIMOHHBIM KaHajaM CBs3u. B ciydae
HATPaBIIEHUS JTAHHOTO 3arpoca Mo MOYTe 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJIYYEHHBIM IO HUCTCUECHUU
IIECTH JHEH ¢ JaThl HAPABJICHHS 3aKa3HOTO ITUChMA.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamwvs 34 nacmosaweco Dedepanvrozo
3aKOHA 0ONOJHEHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoc YMOJIHOMOUYEHHOro (enepaabHOro opraHa
UCTIOJIHUTENIBHOW BIIACTH B CPOK, HE NPEBBIMIAIOIIMNA JEBSIHOCTa pabO4YMX JTHEH cOo JHS TMOIy4eHUs
naHHoro 3ampoca. Cpok, yka3aHHbIM B uacTu 4 HacTosIIed CTaTbM, MPUOCTAHABIMBACTCS CO JHS
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HaIlpaBJICHUS 3asBUTEIIO 3aIpoca YIOJTHOMOUYCHHOTO (peepanbHOro OpraHa MCIOJIHUTENFHON BIACTH 10
JIHS TIOJIydEeHUs UM OTBETa Ha JAHHBIM 3aIpOC M HE YYUTBIBACTCS IPU MCUMCICHMM CpOKa HKCIEPTHU3BI
KadecTBa (papMaleBTUYECKOW CyOCTaHIIMM, HEHUCIIONb3YyeMO TIpU TPOM3BOJCTBE JIEKAPCTBEHHBIX
Ipenaparos.

Wndopmarius 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-P3 uacmsv 5 cmamvu 34 nacmoswezo
DedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

5. OcHOBaHuEM I OTKa3a B HAIIPaBJICHUM B DKCIEPTHOE YYPEKIEHUE 3aJlaHUs Ha IPOBEICHUE
HKCHEPTH3bI KAYeCTBA YKa3aHHOM B 4acTu | HACTOSAIIEH CTaThu (hapMaleBTHUECKOW CyOCTaHIIUU SBISIETCS
HENpe/ICTaBIEHUE JOKYMEHTOB, YKa3aHHBIX B 4acTu 2 HAcTOSILEH CTaThbH, OTCYTCTBUE HH(pOpMAIUH,
MOJATBEPXKIAIOMIEH (akT YIUIaThl TOCYJapCTBEHHOH TMONUIMHBI 33 BKIOYEHHE (HapMaleBTHYECKOM
cyOCTaHIIMM, MPOM3BEACHHONW I pealn3aluy, B T'OCYIApCTBEHHBIM PEEeCTp JIEKapCTBEHHBIX CPECTB,
HEIPEACTABJICHUE 3asIBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETa HAa YKa3aHHbIM B yacTu 4.1 Hacrosmen
CTaThbU 3alpOC YIMOJHOMOUYEHHOIO (ellepanibHOro OpraHa MCIOJHUTENbHON BJIACTH WM NpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKALUX NCUYEPIIBIBAIOIIETO MTEPEUHsI HEOOXOUMBIX CBEICHUN.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvruvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 6 cmamvu 34 nacmosiyezo
DedepanvbHoeo 3aKOHA 8HECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

6. B Teuenue mnATHammaTH paboyumx AHEH €O AHS TONYYEHHS PELICHUS YIOJIHOMOYEHHOTO
(denepanbHOro OpraHa MCIOJIHUTENBHOW BIIACTH O HANPABJICHUHU B HKCIEPTHOE yUPEXKICHHE 3a/JaHUs Ha
MPOBEJCHNE SKCIEPTU3bl KauyecTBa YKa3aHHOM B dYacTu | Hacrosmedl cratbu (hapMareBTHUECKON
CyOCTaHIIMM 3asBUTEIb MPEJCTABISET B SKCIEPTHOE YUPESKICHHUE IS MPOBEACHUS TAHHOH SKCIEPTH3BI
o0pa3iubl papMaleBTUYECKONH CyOCTaHIIMM B KOJMYECTBE, HEOOXOANMOM JUIsl BOCHIPOM3BEACHUS METO/I0B
KOHTpPOJISI KadyecTBa. OKCIEPTHOE YYpEXJACHHWE IpU NOJy4yeHHMH oOOpa3loB yKa3aHHOW B dacTu |
HaCTOsIIEH CTaTbu (papMaleBTUUECKOM CyOCTaHIMM BBLAAET 3asBUTEIIO JOKYMEHT, HMOJATBEPKIAOIINNA
MOJIyuyeHue 3TUX 00pa3loB, U B CPOK, HE MIPEBBILIAIONINMI TpeX pabounx AHEH, yBEIOMIISIET B 3JIEKTPOHHOM
WIN MHCbMEHHON (popMe 00 3TOM YHOJTHOMOYEHHBIH (hefepaibHblii OpraH UCHOJIHUTENBHOM BIaCcTH. DTH
CPOKH HE BKJIFOYAIOTCS B CPOK MPOBEICHUSI TAHHON DKCIIEPTU3BI.

7. JJOKyMEHTBI, IIOCTYIUBIIKXE B DKCIEPTHOE YUPEKACHUE I MPOBEACHUS DKCIIEPTU3bl Ka4yeCTBa
yKa3aHHOM B uacTu | Hacrosmed cratbu (apMaleBTHUECKONM CyOCTaHIMHM, MOJUIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIH (hesiepanbHblii OpraH UCIOJHUTENBHOW BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU IO
pe3yapTaTaM IIPOBENCHHON dKCIIEPTU3BI.

8. B cpok, He mpeBbIIIAOMUN MATH paboYMX JHEH CO JHS MOJYYEeHHUs 3aKII0YEHUsS KOMHCCUU
JKCIIEPTOB 10 pe3yNbTaTaM »JKCIEPTU3bl KauyecTBa YKAa3aHHOW B 4acTM | HAcTOAIEH CTaTbu
dbapmareBTUUECKON CyOCTaHITNH, YITOJITHOMOYCHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIHHON BIIACTH:

1) ocyliecTBIsIET OLIEHKY TAKOTO 3aKJIIOUEHUS NIl ONPENENIEHUs €r0 COOTBETCTBHUS 3aJaHMIO Ha
MPOBEJICHUE TAHHOMN DKCIIEPTU3BI;

2) DOpUHMMAaeT peUleHHWE O BKIIOYEHWHM YKa3aHHOM B 4acTW | HAcTOsIIEH CTaTbu
(dapmaleBTUYECKON CyOCTaHIIMKM B FOCYAapCTBEHHBIA pEECTp JIEKapCTBEHHBIX CPEJCTB WJIM pelieHue o0
OTKa3€ B TAKOM BKJIIOUECHHUH,

Wudopmanust 00 U3MEHEHUAX:
Ilynxkm 3 usmenen ¢ 28 oexabps 2019 2. - @edepanvuwiii 3akon om 27 dexkabpsa 2019 2. N 462-D3
Cm. npedvioyuyro pedakyuio
3) BHOCUT MpU MPHUHITHH PEIICHUS O BKIIOUEHWH YKa3aHHOW B yacTu | HACTOSAIIEH CTaThH

(dapmalieBTUYECKON CyOCTaHIIMM B TOCYJAapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB MPETYCMOTPEHHYIO
yacTbio 2 craThu 33 Hacrosiero dexepaqbHOro 3akoHa HWHGOPMAIMIO U YBEAOMISET 00 3TOM B
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AIIEKTPOHHOM MJIM MMMCbMEHHOM (hopMme 3asBUTENS.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 9 usmenena c 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 e. N 140-D3

CMm. npedvloyuyro pedaKyuio
9. OcHoBaHueM i1 OTKa3a BO BKJIIOYEHMM YKa3aHHOM B  yacTu |  HacToAIIEH
CTaTh¥ (PpapMaIeBTUICCKONW CyOCTaHIIMU B TOCYIAPCTBEHHBIM PEeCcTp JICKAPCTBEHHBIX CPEICTB SIBISICTCS
3aKJIIOYEHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (henepaibHOro opraHa HMCIOJHUTEIHHOW BJIACTH O
TOM, YTO Ka4eCTBO (hapMaIleBTUYECKON CYOCTaHIIMH HE TIOJTBEPKICHO MOTyYeHHBIMH JaHHBIMHU.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 34 nacmoswezo Dedepanvroco
3akoHna oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
10. He nomyckaercsi BKJIIOYEHHE B TOCYIApPCTBEHHBIM pPEECTp JEKAPCTBEHHBIX CPEICTB OIHOM
dbapmalieBTUYECKON CyOCTaHIIMM, MPOU3BEICHHONW /Jisi pealu3alli U BBITYCKAEMOW OJHUM U TEM JKe
MIPOM3BOIUTENIEM, B BHJIC IBYX U 00JIee PEECTPOBBIX 3AITUCCH.

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 34 nacmosuwezo Dedepanvroco
3aKoHa oononnena yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urona 2015 a.
11. Buecenue m3MeHeHUIl B JOKYMEHTHI Ha (hapMalieBTHUECKYI0 CYOCTaHIIUIO, MMPOU3BEACHHYIO
JUTSL pealiu3allii U BKIFOUEHHYIO B TOCYAApPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBIISETCS B
nopsiike, ycraHoBieHHOM crtatbamu 30 wu 31 Hactosmero ®denepalibHOro 3aKkoHa, C YILIATOMN
rOCyIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoi denepanuu 0 Hajtorax
U cOopax.

Undopmarus 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 34 nacmosuwezo Dedepanvroco
3aKoHa oonoanena ywacmoio 12, ecmynaroweti 6 cuny ¢ 1 utona 2015 2.
12. Jlomyckaercst oOpamieHre (papMareBTUIECKUX CyOCTaHIIMA, POU3BEICHHBIX ISl pealu3allui,
B TEUEHHE CTa BOCHBMHUIECATH JTHEW 10 U TOCJE MPUHATHS YIMOJTHOMOUYEHHBIM (perepaibHbIM OpraHOM
UCTIOTHUTENIHON BIACTH pEIIEHUS O BHECEHWH M3MEHEHHMH B JIOKYMEHTHI Ha (apMaleBTHYECKYIO
CyOCTaHIIMIO, TIPOM3BEICHHYIO [UISl pealn3allid ¥ BKIIOYEHHYIO B TOCYJAapPCTBEHHBIH peEecTp
JIEKAPCTBEHHBIX CPEJICTB.

Wndopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamuvsa 34 nacmoswezo Dedepanvroo
3aKoHa oonoanena yacmoio 13, ecmynaroweti 6 cuny ¢ 1 utona 2015 a.

13. Pemenne 00 WCKIIOYEHWH U3 TOCYIJApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB
dbapmareBTUUeCKOW CyOCTaHIIMU, TPOU3BEIACHHOW /I pealu3alud, MPUHUMAETCS YIOJIHOMOYECHHBIM
dbenepanbHBIM OPTaHOM HCTIOTHUTEIHHON BIACTH B CIyYae:

1) nmpeacraBieHUss ~ COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
WCTIOTHUTENILHON BJIACTH 3aKIIOYEHHs] O PUCKE WK 00 Yrpo3e >KU3HHU WU 3I0POBBIO 4YeJoBeKka JH00
YKUBOTHOTO TIPH MCTIOJIb30BAaHUH JICKAPCTBEHHOTO CPEJICTBA;

2) mojmaun pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA WM IPOU3BOJUTENIEM JIEKAPCTBEHHOTO
cpencTtBa JUOO YIMOJTHOMOUYEHHBIM MMM JPYTUM OPHUANYECKUM JIUIIOM 3asBJICHUS] 00 WCKIIIOUCHHH W3
rOCY/IapCTBEHHOT'O pPEeecTpa JIEKAPCTBEHHBIX CPENCTB (papMareBTUYECKO CYOCTaHIIMU, MPOU3BEACHHOMN
TUTSL peaTu3alivi;

3) oTcyTcTBUS (hapMaleBTHUECKON CyOCTaHIINM, MPOU3BEACHHON IS peanu3aliii, B 0OpalleHuu B
Poccuiickoit deneparuu B TeUeHNE TpexX U Ooee JeT.

TAPAHT:

CM. koMMeHTapuu K cTatbe 34 HacTosero denepalbHOTO 3aKOHA
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Cratbsa 35. Yrpatuia cuity ¢ 1 urong 2015 r.

Wndopmarus 06 H3MEHEHHSX:

Cm. mexem cmamou 35

Cmamuws 36 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 475-D3

Cm. npeovloyuyio peoakyuro
Cratest 36. OOxanoBanue pemieHus o0 OTKa3e B BbIaue pas3pelicHUs Ha IMPOBEACHUC
KJIMHUYECKOI0 UCCIIEJIOBaHMS JICKAPCTBEHHOIO Ipernapara, pemieHus o0 oTkasze B
rOCy/IapCTBEHHOW pErucTpaluy JEKapCTBEHHOI'O IIpenapara, 3aKIIYEHUs KOMMCCHUU
9KCIIEPTOB IKCIIEPTHOTO YUPEIKICHUS WM 3aKIIFOYCHUS COBETA 0 ITHKE
Pemienne cooTBETCTBYIOUIETO YIIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa MCIOJIHUTENBHON BIACTH
00 oOTKaze B Bbau€ pa3peUICHUS Ha MPOBEACHHE KIMHUYECKOIO HCCIIEIOBaHUS JIEKAPCTBEHHOTO
npernapara, pelmieHHe YKa3aHHOTO (eaepanibHOTO OpraHa WCIONHUTENBHOW BJIacTH 00 OTKase B
rOCY/IapCTBEHHOW PETUCTpallid JIEKQpCTBEHHOrO IMpemnapara, 3akiIloYeHHEe KOMHUCCHH O3KCIIEpTOB
HKCIEPTHOIO YUPEKICHHUS WM 3aKJIIOUEHUE COBETa IO 3TUKE MOXKET OBITh 00XKaJOBaHO B IOPSJKE,
YCTaHOBJIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoii ®enepanuu. 3akiroueHHEe KOMHUCCHUU HKCIEPTOB
AKCIEPTHOIO YUPEKIEHUS O B3aUMO3aMEHSEMOCTU JIEKAPCTBEHHBIX IpEnaparoB s MEIUIMHCKOTO
NPUMEHEHHUS JIMOO O TOM, YTO JIEKapCTBEHHBIN Mpemnapar JUisi MEAUIIMHCKOTO MPUMEHEHUS HE SIBISIeTCA
B3alMO3aMEHSAEMbIM, MOXET OBITh O00KaJOBAHO JEp)KaTeJIeM MWJIM BIAJEIbLEM PErMCTPALMOHHOIO
YIIOCTOBEpPEHUS JIEKAPCTBEHHOI'O Mpenapara B YIOJIHOMOYEHHBIN (efepanbHblii OpraH HUCIOJIHUTEIBHON
BJIACTHU, KOTOPBIA IPUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW aJloObl MOJBEAOMCTBEHHBIE €My Hay4yHbIE
OpraHu3alyy U 00pa3zoBaTelbHbIE OPTaHU3AIMH BICIIET0 00pa30BaHus, OCYIIECTBIAIONINE ESTEIbHOCTh
B cdepe oOpameHHs JEKapCTBEHHBIX CPEICTB. 3aKIIOYEHHE KOMHCCHH D3KCIIEPTOB AKCHEPTHOTO
yupexJeHusi, 0pOPMIIEHHOE M0 UTOraM MepecMoTpa 00KaTOBaHHOTO 3aKIIFOUEHUS IKCIIEPTa, MOXKET OBbITh
OCIIOPEHO Jep KaTeseM WIN BIaJeTbleM PErUCTPAl[MOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOTO Ipernapara
au00 YIMOTHOMOYEHHBIM HUMH JIMIIOM B TOpPSAKE, YCTAaHOBIEHHOM 3aKOHOAATEIhCTBOM Poccuiickoit
Oenepanun. [Ipu oO0xkanoBaHUHM pENICHUS YIMOJTHOMOYEHHOTO (eAepaqbHOTO OpraHa HMCIOTHUTEIHHOM
BJIACTH, 3AKIFOYEHHS HKCIIEPTa WIM KOMHCCHH DKCIIEPTOB SKCIEPTHOTO YUPEKICHUS, 3aKIIIOUEHHUSI COBETa
0 ATHUKE JepXKaTeslb UM BIaJelel] peruCTPallMOHHOTO yJOCTOBEPEHHUSI JIEKApCTBEHHOr0 Ipenapara Ju0o
YIIOJTHOMOYEHHOE UMU JIMIIO BIpPaBe MPEACTaBUTH PE3YIbTAaThl AKCIEPTU3BI JEKAPCTBEHHOTO Mpemnapara,
MPOTOKOJIBI  TOJTYYCHHBIX  aKKPEAUTOBAHHBIMH  HWCHBITATSIIGHBIME  JIaOopaTopusiMu  (TICHTpaMu)
pe3yNbTaTOB UCCIEI0OBAHUH, UCTIBITAHUNA.
APAHT:

Cwm. koMMeHTapuH K cTaTthe 36 HacTosmero denepanbHOro 3aK0HA

Crarba 37. UHdopmauus, cBsi3aHHas C OCYUIECTBIEHHEM TOCYAApCTBEHHON perucTpauuu
JIEKapCTBEHHBIX IpernaparoB, HMH(OpMAIUs O 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernaparax M JIEKapCTBEHHBIX MpenapaTax, HICKIIOUEHHBIX U3 FOCYIapCTBEHHOTO peecTpa
JIEKaPCTBEHHBIX CPENICTB

Wudopmanust 06 U3MEHEHUSX:
Yacms 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
1. CooTBeTCTBYIOLIMI YIOJTHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHUTEIbHOW BIACTH
pa3melniaer Ha CcBoeM oduuuanbHOM caiite B cetu "MHTepHer" HMHQOpPMALMIO, CBA3aHHYIO C
OCYLIECTBJIEHUEM T'OCYJAapCTBEHHOM pETMCTpalMy JIEKapCTBEHHBIX IIpenaparoB, B TOM YHUCIE
IPOBEIEHUEM IKCIIEPTU3bI JICKAPCTBEHHBIX CPEACTB (BKIIIOYAsl pe3yIbTaThl €€ MPOBeIeHHs ), HH(OPMAIIHIO
0 3apEervMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpEnaparax M JIEKapCTBEHHBIX Ipenaparax, WCKIFYEHHBIX U3
rOCYJapCTBEHHOT0 peecTpa JIEKApCTBEHHBIX CPEJCTB, HE MO3JHEE YeM uepe3 IATh pabouyux JHEH cOo JHS
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MOJTyYeHUs] YIOJHOMOYEHHBIM (De/iepadbHBIM OpPraHOM HCIOJHUTEIBLHOW BIACTH COOTBETCTBYIOIICH
uHpopmanuu.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamou 37 nHacmosue2o
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
2. Cpoku W TOPSAOK pa3MENICHUS YyKa3aHHOW B dYacTu | HacTosmed cratbu WHGOpMAIUU
YCTaHABIIMBAIOTCS YIIOJHOMOUYEHHBIM (eepaTbHBIM OPraHOM HUCHOJHUTENBbHOU Biactu. MHpopmarms,
yKa3aHHasg B 4acTu | HAcTOsIEN CTaThH, SBISETCS OTKPHITOM M OOIIETOCTYIMHOM M IpPEIOCTaBIsSETCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoi denepanuu.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 37 HacTOSIICTO d)ezlepanLHoro 3dKOHa

I'masa 7. KiinHu4eckue nuccjie10BaAaHUSA JeKAPCTBEHHBIX MPeNnapaToB IS MeTHIIHHCKOT0
NpUMEeHEeHHs], JOTOBOP 00 MX NPOBEAEeHNH, TPABA NMAIMEHTOB, YYACTBYIOIIUX B ITUX UCCJIeI0BAHUAX

Crarpa 38. Kimnnueckune HCCIICAOBAHUA JICKAPCTBCHHLIX IIPC€IIapaToB AJId MCEAUIHUHCKOI'O
IMPUMCHCHUA

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-d3 6 uacms I cmamvu 38 nacmosuezo
DedepanbHoeo 3aKOHA BHECEeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

1. Knunnueckue uccieioBanus JIEKapCTBEHHBIX TPENapaToB UIi MEIUIMHCKOTO NPUMEHEHUs, B
TOM YHCJI€ MEXIYHapOJHble MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIMOHHbIE, IPOBOJATCS B
OJTHOW WJIM HECKOJBKHX MEIWIUHCKUX OpPTaHM3alUsAX B COOTBETCTBUH C IPABUJIAMH HaJUICKAIICH
KJIMHUYECKON NMPaKTHKH, YTBEP’KAECHHBIMU YHNOJIHOMOYEHHBIM (efepabHbIM OpPraHOM HMCIOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIIEAYIONINX IEJISX:

1) ycraHoBieHHE O€30MACHOCTH JIEKaPCTBEHHBIX IpErnapaTroB A 3J0POBBIX J0OpPOBOJIBIEB U
(WM) TIepeHOCHMMOCTH WX 3J0POBBIMH  JOOpPOBOJBIIAMH, 32 HCKIIOUYCHHEM TaKWX HCCIeOBaHUI
JIeKapCTBEHHBIX IpenapaToB, MPOU3BEeIeHHBIX 3a peaenamu Poccuiickoit @enepanuy;

2) moadop ONTUMATBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Tperapara U Kypca JICUeHUs /IS TTallueHTOB
C OmpeleNeHHbIM 3a00JIeBaHHEM, ONTHUMAJbHBIX 03 M CXEM BaKIMHALUU HMMYHOOHMOJIOTHYECKUMHU
JIEKapCTBEHHBIMH TTpeTriapaTaMy 3I0pPOBBIX TOOPOBOJIBIICB;

3) ycraHoBieHHe 0€30MaCHOCTH JIEKApCTBEHHOTO Ipenapata U ero 3pekTuBHOCTHU /7S MalMeHTOB
C ompeaeneHHbIM 3a0oyieBaHHEM, NPOPUIAKTHYECKOH A(P(EKTUBHOCTH HMMYHOOHOJIOTHYECKUX
JIeKapCTBEHHBIX IPenapaToB AJIs 37J0POBBIX 100POBOJIBIIEB;

4) wu3y4YeHHWE BO3MOXXHOCTH pACHIMPEHHS TIIOKa3aHUH ISl MEIUIIUHCKOTO TPHMEHEHHsS W
BBISIBJICHHSI paHEee HEM3BECTHBIX MOOOYHBIX AEHCTBHUH 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX PENapaToB.

2. B OTHOWmEHWH BOCIPOM3BEIECHHBIX JICKAPCTBEHHBIX IMPENapaToB UISi MEIHIIMHCKOTO
OPUMEHEHHUS  MPOBOAATCA  MCCIIEIOBAaHUS  OMOIKBMUBAJIEHTHOCTH U (WIM)  TepameBTHYECKOU
OKBUBAJCHTHOCTH B  TIOPSJIKEe, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (elepaTbHbIM  OpPraHOM
UCTIOJIHUTEJILHOW BJIacTH.

3. OpraHu3anuio TPOBEICHHUS KIMHUYECKAX HCCICIOBAHUN JICKQpPCTBEHHOTO WIperapara s
MEIUIUHCKOTO IPUMEHEHHUS BIIPABE OCYIIECTBIISATH!

1) pa3paboTuHK JIeKapCTBEHHOTO TIperapaTa Uik YIIOJTHOMOYEHHOE UM JTUIIO;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axonom om 2 uwonsg 2013 e. N 185-@3 nynkm 2 yacmu 3 cmamvu 38 Hacmosiue2o
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynaroujeti 8 cuny ¢ 1 cenmsaopsa 2013 e.
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Cm. mexkcm nynkma 8 npeovioyujeli peoaxyuu
2) oOpa3oBaTellbHbIC OpPraHM3AlMU BBHICHIETO OOpa30BaHUs, OPraHU3AIUH JIOTIOJHUTEIHLHOTO
po(hecCHOHATLHOTO 00pa30BaHUs;
3) Hay4HO-UCCIIEIOBATEIILCKUE OpPTraHU3aIIHH.

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3axkonom om 13 uions 20152 N 241-d3 6 uacmv 4 cmamvu 38 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

4. KiuHudeckue HCCIEeNOBaHMs JICKapCTBEHHOIO Ipenapara s MEIULUHCKOTO INPUMEHEHHUS
IIPOBOJATCS Ha OCHOBAaHUU PA3PELICHUs] HA IPOBEACHUE KIMHUYECKOIO MCCIICOBAHUS JIEKAPCTBEHHOIO
npenapara, BbIJAHHOTO  YIOJIHOMOYEHHBIM  (pefepajlbHbIM OpPraHOM  HCIIOJHUTEJIBHOW  BJIACTH.
Y1noaHOMOYCHHBIH (peepanbHblii OpraH WCIOJHUTEIBHON BIACTH BEJET PEECTP BBIIAHHBIX pa3pelIeHUN
Ha IPOBEJCHHUE KIMHUYECKUX HMCCIENOBAaHUN JIEKapCTBEHHOIO IIpenapara, COACp KAIUi yKa3aHUue Ha UX
L[€JIb WX LI€JIM, B YCTAHOBJICHHOM 3TUM OPTaHOM IOPSJKE.

5. VYrparuna cuny ¢ 1 uronst 2015 r.

Undopmaris 06 n3MEHEHUAX:

Cm. mexem wacmu 5 cmamou 38

6. K opranuszanuu npoBeieHUs KIMHUYECKUX MCCIEAOBAHUN JIEKApCTBEHHOIO Ipernapara Ajis
MEIUIUHCKOrO TMPUMEHEHHUs] pPa3pabOoTUMKOM JIEKAPCTBEHHOIO Iperapara MOTYT IpUBJEKaTbcs
IOPHINYECKUE JIUIIA 0001 OpraHu3alMOHHO-TIPABOBOM ()OPMBI IIPH YCIOBUM 00ECTIEYCHUSI COOTBETCTBUS
9THUX HCCciel0BaHui TpeboBaHUIM HacTosiero denepaibHOro 3aKoHa.

7. KnuHudeckue HcciIeoBaHUS JIEKAPCTBEHHBIX IIPENaparoB Uil MEIULHMHCKOTO ITPUMEHEHUs
OPOBOJATCS B MEAMLMHCKUX OpraHu3alusix, AaKKpPeIUTOBAHHBIX YIOJHOMOUYEHHBIM (heaepabHbIM
OpPraHoOM HCIIOJHUTEJIIBHOM BJIAcTM B IOpsAAKe, YycTaHOBIeHHOM IlpaBurensctBoM Poccuiickoit
®enepanuu.

FAPAHT:

C 1 suBaps 2021 r. akkpeauTaius MEIUIIMHCKUX OpPraHU3AIMK Ha MPABO MPOBEACHUS KIMHUYECKUX
HCCJIEIOBAHUH JIEKAPCTBEHHBIX MPENAPATOB [ MEAUIIMHCKOTO MPUMEHEHUS] OTMEHEHA
8. [llepeueHb MENMIMHCKUX OpraHU3alMi, HWMEIOIIMX MpPaBO MPOBOAUTh KIMHUYECKUE

WCCIIEIOBAHUS JICKAPCTBEHHBIX MPENaparoB i MEIWIMHCKOrO MNPUMEHEHHS, W PEeCTpP BbIAAHHBIX
paspelleHUd  Ha  MNPOBEICHHME  KIMHUYECKUX  HMCCIECIOBAHUM  JIEKAPCTBEHHBIX  IpenapaToB
OMyOJIMKOBBIBAIOTCS M pa3MENIAlOTCs YIIOJHOMOYEHHBIM (peiepaabHbIM OPraHOM MCTIOTHUTEIHLHOM BIIACTH
B YCTaHOBJICHHOM UM TMOPsIIKE Ha CBOEM o(ulinaibHOM caiite B cetu "UHTepHeT".

APAHT:

CM. koMMeHTapuu K cTaTthe 38 HacTosero denepabHOr0 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvsa 39 nacmosweeo DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexkcm cmamovu 8 npedbloyuell pedaxKyuu
Crarba 39. PemeHue o MpoBEeNEHUM KIMHUYECKOTO HCCIEIOBAHUS JIEKQPCTBEHHOrO Ipernapara

JUI. METULIUHCKOTO IIPUMEHEHUS
1. KnuHnueckoe uCClIeqOBaHHUE JIEKAPCTBEHHOTO TMpernapara Uit MEIUIIMHCKOTO TPUMEHEHU S
MIPOBOJUTCA HA OCHOBAHUM pPa3pelICHUs] HAa MPOBEICHUE KIMHUYECKOIO HCCIIEIOBAHUS JIEKAPCTBEHHOIO
nmpenapara, BBIJAHHOTO YIIOJHOMOYEHHBIM (eepaibHbIM OPraHOM HCIIOJIHUTEIBHOW BIACTH  TIO
pe3ylnbTaTaM SKCIEepPTU3bl JTOKYMEHTOB, HEOOXOAMMBIX JUIs TOJYYEHHUs pa3pelieHus Ha MpOBeIeHUE

KIIMHUYECKOTO UCCIIEA0BAHUS JICKAPCTBEHHOTO Mpenapara U 3STHYECKON IKCIIEPTUSBI.

2. Jlna mosydeHusl pa3pelieHHs] Ha MPOBEICHUE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
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npenapara i MEIUIIMHCKOTO IPUMEHEHUS 3asiBUTENb MPEICTABISACT B YIIOJTHOMOUYEHHBIH (heepabHbIi
OpraH HCIIOJIHUTENIBHOM BIIACTH:

1) 3asgBneHue O BblIAYE€ pa3pelICHUs HAa [POBEACHHE KIMHUYECKOIO  MCCIEI0BAHUS
JIEKapCTBEHHOIO IIpenapara i MEJUIUHCKOrO IPUMEHEHHS;

Wndopmarius 06 M3MEHEHHSX:
Ilynkm 2 usmenen c 1 aneaps 2021 e. - @edepanvuviii 3akon om 27 dexabps 2019 2. N 478-D3

Cm. npeovloyuyio peoakyuro

2) KOnMH TOKYMEHTOB, MOATBEP)KIAIOMIMX YIUIATy TOCYIAapPCTBEHHOW MOLUIMHBI 3a NPOBEICHUE
STUYECKOW HKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil TMOJIYy4YEeHHUS
paspeuieHuss Ha TMPOBEJACHHE KIMHUYECKOTO HCCIENOBAaHMSA JIEKAPCTBEHHOIO Iperapara  JUis
MEJMIIMHCKOTO MPUMEHEHHUS, 3a BblIayy pa3pellieHUs Ha MpOBeIEeHUE KIMHHUYECKOTO HCCIeIOBaHUS
JIEKapCTBEHHOTO Tpenapara Jyuisi MEAULUHCKOTO MPUMEHEHHS, 33 TPOBEACHUE IKCIIEPTU3HI JOKYMEHTOB Ha
JIeKapCTBEHHBIN MpemapaT Uil [OJY4YEeHHsS pa3pelieHuss Ha TMPOBEACHHE MEXIYyHApPOJIHOTO
MHOTOIEHTPOBOTO  KJIMHUYECKOTO HWCCIICAOBAHMS JICKQPCTBEHHOTO TMperapara s MEIUIIMHCKOTO
MPUMEHEHHUS, 32 BbIauy pa3pelieHus Ha MPOBeICHNE MEXIYHAPOIHOTO MHOTOIICHTPOBOT'O KIIMHUYECKOTO
UCCIIEIOBaHMS JIEKAPCTBEHHOTO Tperapara JUisi MeIUIIMHCKOTO NMPUMEHEHHs, 32 POBEICHUE dTHUECKON
9KCIIEPTH3bI, IKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipemapar A MOJy4eHHs pa3pelieHus Ha
NPOBEICHUE IMOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO WCCIICAOBAHMs JICKAPCTBEHHOTO TIperapara s
MEAMIIMHCKOTO TMPUMEHEHHs, 3a BbIJA4y pa3peuieHus Ha MPOBEACHHE MOCTPETUCTPALMOHHOTO
KJIMHUYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO MIpernapaTa JUisi MEAUIUHCKOTO TPUMEHEHHUS;

3) TpOTOKON KIMHUYECKOTO WCCIIEOBaHMS JIEKAapCTBEHHOIO IMpermapara Ais MEAUIIMHCKOIO
IPUMCHCHUS;

4) Oporrropy rccaea0BaTes;

5) nHpOPMaLIMOHHBIH JIMCTOK MALUEHTA;

6) cBeneHus 00 ombiTe pabOThHl HCCIEAOBaTENEd MO COOTBETCTBYIOIIMM CIEHHUATBHOCTAM U HX
OTIBITE PAOOTHI IO MTPOBEACHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBemeHUS O MEAWIIMHCKUX OPTraHM3alMsX, B KOTOPBIX TPEAINoJaraercs MpOBEACHUE
KJIMHUYECKOTO HWCCIIEIOBAHMS JIEKAPCTBEHHOTO Tperapara Jjsi MEeIUIIUHCKOTO MpUMEHEHHs (MOJTHOe U
COKpAIlleHHOE€ HAaWMEHOBAHMs, OpTaHU3alMOHHO-TIpaBoBas (opMa, MECTO HAXOXKACHUS M MECTO
OCYIIECTBIICHUS JEATEIBHOCTH, TeledoH, Tenedakc, aapec AIMEKTPOHHOW MOUYTHI KaKIOM MEIUIIMHCKON
OpTraHH3aINH);

8) cBemeHHMS O TPEANOJaraeMbIX CPOKax MPOBEACHUS KIMHUYECKOTO  HCCIEOBAHUS
JICKapCTBEHHOTO TIperapara Juisi METUIIUHCKOTO MPUMEHEHHUS;

9) komuio AOTOBOpa 00S3aTENBLHOTO CTPaXOBAaHMS, 3aKJIFOYEHHOTO B COOTBETCTBHUHU C TUITOBHIMU
npaBuiaMy  00s3aTENPHOTO CTPaXOBaHUS, C YyKa3aHWEM NPEJeNbHONM YHCICHHOCTH TAllMeHTOB,
YYaCTBYIOUIMX B KIMHUYECKOM HCCIICZIOBAaHUH JIGKAPCTBEHHOTO TIperapara Juisi MEIUIIUHCKOTO
MIPUMEHEHUS;

10) napOpManHIO 0 cOCTaBe JIEKapCTBEHHOTO Mpernapata JUisi MEAUIINHCKOTO TPUMEHEHHS;

11) MOKyMEHT, COCTaBICHHBIH MPOU3BOAMUTEIEM JIEKAPCTBEHHOTO Mpernapara A MEIUIIMHCKOTO
NPUMEHEHHUST W COJIEpKAIMK TIOKa3aTenu (XapakTepUCTHKH), a TaKKe CBEICHHS O JIEKAPCTBEHHOM
mpemapare Ui MEAMIMHCKOTO TIPUMEHEHUs, IMPOU3BEACHHOM [UIsl TPOBEACHUS KIMHUYECKUX
HCCIICTOBAHUIM;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 12 usmenen c 1 ameapa 2021 2. - @edepanvhuiil 3akon om 27 oexkaops 2019 2. N 478-D3

Cm. npedvioyuyro pedakyuio
12) cBeneHust o gaTe MPeAOCTABIEHUS M PETHCTPALIMOHHOM HOMEpE JIMIIEH3UU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B Cllydae, €clid MPOU3BOJACTBO JIEKAPCTBEHHOTO INpenapara OCYIIECTBISETCS B
Poccuiickoit ®epepauuu, HWIK CBEACHUS O JaTe MPEAOCTABICHUS M PETMCTPALMOHHOM HOMEpE
3aKJTIOYEHUST O COOTBETCTBUM IPOM3BOIUTENSI JIEKAPCTBEHHOTO TMpenapara TpPeOOBaHUSM TPaBUII
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HaJUIe)Kaled IMPOU3BOJACTBEHHON IIPAKTUKHU, IPEIOCTaBICHHOIO YIIOJHOMOYEHHBIM OPraHOM CTPaHbI
IIPOU3BOAUTEIIS JIEKAPCTBEHHOIO IIperapara.

Wndopmarius 06 M3MEHEHUSX:

Cmamuws 39 oonoanena uacmoio 2.1 ¢ 1 sneaps 2021 2. - @edepanvrviii 3axkon om 27 dexaobps 2019 e. N
478-D3

2.1. B cnydae HenpeAaCTaBICHUS C 3asBICHUEM O BblJAaye pA3pelIeHUs] Ha IPOBEICHUE
KJIIMHUYECKOI'0 UCCIIEN0BAaHUS JIEKaPCTBEHHOIO IIpenapara s MEAUIMHCKOTO MPUMEHEHUS! JOKYMEHTOB
(cBeneHuit), MOATBEPXKIAIOUIUX YIJIATy TOCYJapCTBEHHOM MONUIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 2
HACTOSIILIEH CTaThW, a TAaKKE BBIIABAEMBIX (MPEIOCTABISIEMbIX) YIIOJHOMOYEHHBIMHU (heaeparbHbIMU
OpraHaMy HCIIOJTHUTEIBHON BJIACTH TOKYMEHTOB (CBEJCHUH), YKa3aHHBIX B ITyHKTe 12 yacTu 2 HacTOsIIEH
CTaThbu, YIOJHOMOYEHHBIH (penepanbHblii OpraH HCHOJHHUTEIBHON BJIACTH 3allpallMBaeT YKa3aHHBIC
JIOKYMEHTHI (CBECHHS) B MOPSJIKE MEXKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO ICHCTBUS.

3. B cpok, He IPEeBBILAIONINIA TIATH pabounX THEH co THS MPUHATHS YKa3aHHOTO B ITyHKTe | yactu
2 HaCTOAIIEH CTaThU 3asBICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (pelnepanbHbIii opraH
VICITOJIHUTEJIBHOM BIIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTU CBEACHUMN, COACPIKAIIMXCS B MPEICTABICHHBIX
3asiBUTEJIEM JIOKYMEHTAX;

2) npyUHUMAET PELICHUE O MPOBEACHUH SKCIEPTU3bI JOKYMEHTOB JJISl TOTYYEHHS pa3pelieHus Ha
IIPOBEJICHUE KIMHUUYECKOT0 UCCIIE0BAHUS JIEKAPCTBEHHOIO Mpenapara A MEAULIMHCKOTO IIPUMEHEHUS U
ATUYECKON IKCIEPTU3BI WK 00 0TKa3e B MPOBEICHUH YKA3aHHBIX IKCIIEPTH3;

3) yBemomuisIeT B BJEKTPOHHOW ¢dopMme wiM Ha OyMaKHOM HOCHUTENE 3asgBUTENSI O MPUHITOM
pelieHuu 1100 B ciydyae MPUHATHS pelleHHs 00 0TKa3e TakKe C YKa3aHHEeM MIPUYUH TaKOTO OTKAa3a,

4) MOArOTaBIMBAET U HAINpPABJSET B 3KCIEPTHOE YUPEXKJIEHUE M COBET IO 3TUKE 3a/JlaHue Ha
MIPOBE/ICHUE COOTBETCTBYIOIIUX IKCIIEPTHU3.

4. B cnmyyae BBISIBICHHSI HETOJTHOTHI M (MJIM) HEJOCTOBEPHOCTH WH(pOpPMAINH, COJEpIKaIIeiics B
NPECTABICHHBIX 3asBUTENEM JOKYMEHTaxX, YINOJHOMOUYEHHBIN (eaepalbHblii OpraH HMCIOJHUTEIbHON
BJIACTU HAIIPaBIISIET 3asBUTENIO 3apoc 00 YTOUHEHMM YKa3aHHOW MHGpopManuu. JlaHHBINH 3anpoc MOXKET
OBITH TIepe/iaH YIOJIHOMOYEHHOMY MPEAICTaBUTENIO 3asBUTEINS JIMYHO MO PAaCMCKY, HallpaBJlieH MO 1Mo4uTe
3aKa3HbIM MTMCHMOM WJIM MepeaH B 3JEKTPOHHOM (opMe Mo TeIeKOMMYHUKAIMOHHBIM KaHaylaM cBsi3u. B
Clly4ae HalpaBJCHMs AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IHCBMOM OH CYMTAETCS IOJIYYEHHBIM IIO
MCTEUEHUH IIECTU THEH C JaThl HaIllpaBJICHUS 3aKa3HOTO MHUCbMa. 3asBUTENb 00513aH MPEJICTaBUTh OTBET
Ha 3aIpoc YIOJHOMOYEHHOTO (heiepalbHOTO OpraHa UCHOJHUTEIbHOM BIACTH B CPOK, HE MPEBBILIAOIINN
JeBsSHOCTa pabouux AHeWH co JHS ero nonydeHus. Cpok, yKa3aHHBIM B 4acTh 3 HACTOSIIEH CTaTbH,
IPUOCTAHABJIMBACTCS CO JIHS HANpaBJICHUS 3asBUTENIO 3allpoca yIOJHOMOYEHHOIO (peepanbHOro opraHa
VCIIOJTHUTENIbHOM BJIaCTU /0 JHS IOJYyY€HHMS UM COOTBETCTBYIOIIETO OTBETa M HE YUUTHIBAE€TCA IPHU
UCUHUCIIEHUN CpOKa TPUHATHSA YINOJHOMOUYEHHBIM (eiepalbHbIM OpPraHOM HCIHOJIHUTENBHOM BIacTH
pelieHus O MPOBEIEHUM SKCIEePTH3bl JOKYMEHTOB JUIsl MOJIyYEHUS pa3pellieHHus Ha IpOBEIECHUE
KJIIMHUYECKOI0 UCCIIEOBAHMsI JIEKAPCTBEHHOIO IIpenapaTa Jilsl MEIULIUHCKOTO IPUMEHEHUS.

5. OcHoBaHMEM AJisl OTKa3a B MPOBEACHUM AKCIEPTHU3bI JOKYMEHTOB ISl TMOTYYEHUs pa3pelieHus
Ha TIPOBEACHHME KIMHUYECKOTO HCCIENOBAaHUSA JIEKApCTBEHHOIO Ipenapara il MEIUIIMHCKOrOo
MPUMEHEHHUS U STUYECKON IKCIEPTU3BI SBIIAETCS MPEJICTABICHUE JOKYMEHTOB, IPETYCMOTPEHHBIX YacThbIO
2 HacTOALIEeH CTAaThbH, B HEMOJIHOM 00beMe, HelpeICTaBlIeHHE 3asBUTENIEM B YCTaHOBJICHHBIN CPOK OTBETa
Ha YyKa3aHHBIH B dacTu 4 HACTOSAMIEH CTaThM 3ampoc YIOJTHOMOYEHHOTO (elepaibHOTO oOpraHa
UCTIOJIHUTENIHOW BJIACTH JTUOO OTCYTCTBUE B IPEJICTABICHHBIX JOKYMEHTAaX HCYEPHBIBAIOIIETO MEepeyHs
HeoOxoauMol uHpopMauuyu Wid HWH(OpPMAalKU, KOTOpas I0JDKHA ObITh OTpakeHa B HHUX, a TaKxKe
OTCYTCTBUE MH(OpMaIUK, MOATBEPKAAIONMIEH (aKkT yIuiaThl rOCyapCTBEHHON MOIUIMHBI 32 MPOBEACHHE
STHUYECKON HKCHEPTU3bl, 3KCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IMpermapaTr Uil TMOJIy4eHHUs
paspelieHuss Ha IPOBEJCHHE KIMHUYECKOIO HCCIECJOBAHMs JIEKapCTBEHHOIO Ipenapara Ui
MEAMIMHCKOTO MPUMEHEHHUs, 3a BblIayy pa3pellieHus] Ha TMPOBEIECHUE KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKapCTBEHHOTI'0 IIpernapaTa sl MEAULIMHCKOIO IPUMEHEHHS, 3a IPOBEIEHNE IKCIIEPTU3BI JOKYMEHTOB Ha
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JIEKapCTBEHHBIM Tpenapar Juisl [OJy4YeHUs pas3pelieHuss Ha MPOBEICHUE  MEXIYHApOAHOTO
MHOTOIIEHTPOBOI'O0  KJIMHMYECKOIO0 HCCIEAOBAaHMS JICKQPCTBEHHOrO Ipenapara sl MEIUIIMHCKOTO
MIPUMEHEHNS, 32 BbIIaUy Pa3pelICHUS Ha IPOBEACHUE MEXIYHAPOJHOIO MHOTOLIEHTPOBOTO KIMHUYECKOTO
WCCIICIOBAHMS JICKAPCTBEHHOIO Tpernapara JJisi MEAUIMHCKOIO0 MPUMEHEHUs, 32 MPOBEICHUE dTUYECKOMN
AKCHEPTU3bl, SKCIEPTU3bl TOKYMEHTOB HA JICKAPCTBEHHBIN IMpenapar Uil IMOJYyYECHUsS pa3pelICHUs Ha
MPOBEJICHUE MOCTPETUCTPAIMOHHOIO KIMHUYECKOTO HMCCIENOBaHUs JIEKAPCTBEHHOIO Mpenapara Ijist
MEJIUIIMHCKOTO TMPUMEHEHHUS, 3a BbIJA4y pPa3pelICHUsT Ha MPOBEACHUE IOCTPETUCTPALIMOHHOTO
KJIMHUYECKOT0 UCCIIEA0BAHUS JICKAPCTBEHHOTO Mpernapara JJjisi MEAUIIUHCKOTO MPUMEHEHHUS.

6. IlpoBeneHue SKCHEPTU3bl JOKYMEHTOB JUIsl TOJYYEHHUS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOTO MCCJIEI0BAaHMS JIEKAPCTBEHHOIO Mpenapara JJjisi MEJUIMHCKOTO TPUMEHEHUSI U STUYECKOMN
AKCHEPTU3BI, COCTABIICHUE KOMHUCCUEN IKCIIEPTOB U COBETOM I10 ITUKE 3aKJIKOYEHHUI O BO3MOXHOCTH WJIH
HEBO3MOYKHOCTU MPOBEJACHUS TAKOTO KJIMHHUYECKOI'O MCCICIOBAHUS M HAMPABJICHUE ITUX 3aKIIOYCHUN B
YIIOJIHOMOYEHHBIA  (pe/lepalbHblii OpraH MCIOJHUTEIBHONH BIACTH OCYIIECTBIAIOTCS B CPOK, HE
MPEBBIIIAIOIINNA TPUALATH padOYuX JAHEH CO JHS TMOJIyUYEHHUS SKCIEPTHBIM YUPEXKJACHUEM 3aJaHUs
YIOJIHOMOYEHHOTO (heIepalIbHOTO OpraHa HCIOJHUTEIBPHOM BIACTH C TNPUIIOKEHHEM JTOKYMEHTOB,
yKa3aHHbIX B nyHktax 3, 4, 10 m 11 uactu 2 Hacrosimiedl cTaTbd, WU COBETOM IO 3THKE 3aJaHus
YIOJIHOMOYEHHOT0 (heIepalIbHOTO OpraHa HCIOJHUTEIBPHOM BIACTH C TNPUIIOKEHHEM JTOKYMEHTOB,
YKa3aHHBIX B IyHKTax 3 - 6, 8 u 9 yactu 2 HACTOALIEH CTaThU.

7. B cpoK, HE TPEBHIMIAIINN MSATH Pab0YUX THEH CO JTHS MMOTYYCHHS 3aKITFOUYCHUH, YKa3aHHBIX B
4acTu 6 HACTOAIIEH CTaThbU, YIIOJIHOMOUYEHHBIN (heqepaabHblid OpraH UCIIOJIHUTEIbHON BIACTHU:

1) ocymiecTBisieT OIEHKY MOCTYNHUBIIMX 3aKIIOUEHHN UIsi OMpPENeNeHUsT HMX COOTBETCTBHS
3a/IaHUSIM Ha TIPOBEJIEHUE COOTBETCTBYIOUIUX 3KCIEPTH3;

2) MpUHMMAET PEIICHHE O BbIJa4e pa3pelicHUsi Ha MPOBEACHHE KIMHHUYECKOTO HCCIICTIOBAHUS
JICKapCTBEHHOI'0 Tpemnapara Uisi MEAWIIMHCKOTO MpPHUMEHEHUs WM 00 OTKa3e B BbIJa4Ye yKa3aHHOIO
paspeunieHus;

3) BBIIACT pa3pelieHue Ha MPOBEJACHIE KIMHUYECKOTO UCCIIEOBaHUS JIEeKapCTBEHHOTO Mpenapara
JUTSL MEAUITUHCKOTO IIPUMEHEHUSI HIIH pellieHre 00 0TKa3e B BbIaue YKa3aHHOTO pa3pelieHus ¢ yKa3aHueM
MPUYMH OTKa3a.

8. OcHOBaHMEM I OTKa3a B BbIJIAUe pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKOTO UCCIEIOBAHUS
JIEKApCTBEHHOIO Mpernapara sl MEIUIUHCKOTO MPUMEHEHUS SIBJISETCS HaJU4Ue 3aKIH0YEHUST KOMHCCUHU
SKCIEPTOB WJIM 3aKJIIOYECHHUS COBETa II0 OATHUKE O HEBO3MOXXHOCTH MPOBEICHUS KIMHUYECKOTO
WCCJIEIOBAHMS  JIGKAPCTBEHHOTO Mpenapara isg MEIUUMHCKOrO TPUMEHEHHs 10 pPe3yJbTaram
MPOBEJICHHBIX AKCIEPTHU3, MPETYCMOTPEHHBIX YaCThIO 6 HACTOSIIEN CTAThHU.

9. Pemenne 06 oTka3e B MPOBEICHUH AKCIEPTU3BI JOKYMEHTOB JJISl MONYYCHUS Pa3pelieHus Ha
MPOBEJICHUE KIIMHUYECKOI0 UCCIEA0BAHUS JIEKAPCTBEHHOIO Mpenapara Jyisi MEIUIIMHCKOTO TPUMEHEHUS 1
STUYECKOM HKCIEPTU3bl M B BbAAU€ pa3pelIeHUss Ha MPOBEACHHE KIMHUYECKOTO MCCIEI0BAHUS
JIEKAapCTBEHHOT'O TIpenapara Jyisli MEIUIIMHCKOTO TPUMEHEHHUS MOXKET OBITh O00KajJoBaHO B TMOPSIIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoint Penepanuu.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 39 HacTosero denepanbHOro 3aK0Ha

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
cmamuveu 39.1, scmynaroweu 6 cuny c 1 urona 20135 e.
Cratbs 39.1. DTudeckas sKcrepTu3a
1. DTryeckas dKCIepTU3a MPOBOJUTCS COBETOM I10 ITHUKE, CO3JaHHBIM B MOPSAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (peIepalibHBIM OpPTaHOM HCIIOHUTEIBHONW BIACTH, B IENSIX BbIIAYM 3aKIIOYCHHS 00
ATUYECKONH OOOCHOBAHHOCTH BO3MOXKHOCTH TMPOBEJCHUS KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO
mpemnapara Jisi METUITUHCKOTO MPUMEHEHUSI.
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2. DkcmepraMu COBETa IO ATHKE MOTYT OBITh MPEICTABUTENH MEIUIUHCKAX OpTaHH3aIlHii,
HAy4YHBIX OpraHu3aluii, 00pa30BaTEIbHBIX OPraHU3AIMI BBICIIErO0 00pa30BaHUs, a TAKKE MPEICTABUTEIH
OOIIECTBCHHBIX OpraHU3aIlui, PEIUTHO3HBIX OpPTaHU3AIMKA U CPEICTB MaccoBou mHpopmanmu. J[aHHBIC
9KCIEPTHl HE JIOJDKHBI HAaXOJUTHCS B KAKOH-IMOO 3aBUCHUMOCTH OT DPa3paOOTUYMKOB JIEKapCTBEHHBIX
IIPEnapaToB U APYrux JIML, 3aMHTEPECOBAHHBIX B pE3YyJIbTaTax 3THUYECKOU IKCIIEPTU3BL.

3. Omuara yciIyr S3KCIEpPTOB COBETa IO 3THKE OCYHIECTBJISETCS Ha OCHOBAaHWU JIOTOBOpA,
3aKJIFOYEHHOTO MEXy YIMOJHOMOUYEHHBIM (heJiepalbHbIM OPraHOM HCIIOJHUTENBHON BIIACTH, KOTOPBIM
CO3JaH COBET IO OJTHUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYET OIOKETHBIX aCCUTHOBAaHUM,
IPEIYCMOTPEHHBIX YIOTHOMOYEHHOMY (eiepalbHOMY OpraHy HCIOJHUTEIHHON BIACTH, KOTOPBIM CO3/1aH
COBET I0 3TUKE, B (eiepallbHOM OI0/KETEe Ha COOTBETCTBYIOIIMM To/l Ha 00ECIieueHue ero JesTeIbHOCTH,
B pa3zmMepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuniickoit denepanuu.

4. DkcrepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHO/IATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa IO ITHKE, MOJIOKEHHUE 00 3TOM COBETE, MOPSAOK €ro AeSITeNbHOCTH, TPEOOBaHUS
K KBaIM(HUKAIMK U OMBITY PabOTHl MO AIKCIEPTHOW OIEHKE HAYYHBIX, MEIMIMHCKHX W 3TUYCCKUX
aCIIEKTOB KJIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENapaToB Il MEIULUUHCKOTO MPUMEHEHMS,
IPEABSBIISIEMBIE K JKCIIEpTaM COBETAa IO JTHKE, [OPSAJ0K OPraHM3aluMyd M IPOBEICHHS ITHYECKOU
9KCIEePTH3bl, (hopMa 3aKIIOYCHHS COBETa IO STUKE YCTAHABIMBAIOTCS YIMOJHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCHOJIHUTEIbHOM BIacTU. YUHWCIO NpencTaBUTENCd MEIUIMHCKUX OpraHu3aliid HE MOXET
MPEBBIIIATH MMOJIOBUHY OT OOIIEro YKCciia SKCIEPTOB COBETA MO ITHKE.

6. Madopmamust o0 coctaBe COBETa IO ITHKE, IUIAHAX €ro padOThl M TEKYIIEH AeATEIIbHOCTH
pa3Meriaercs Ha OpUIIMATBHOM CalTe YIOJIHOMOYEHHOTO (heIepalIbHOTO OpraHa UCIIOTHUTEILHON BIACTH
B ceTH "MHTepHET" B yCTAaHOBJIEHHOM UM I1OPsI/IKE.

TAPAHT:

Cwm. xommeHTapuu k ctatbe 39.1 HacTosmero denepanibHOrO 3aKOHA

Cratba  40. HpOBeI[eHI/Ie KIIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOT'O IIpCllapaTta JAJid
MCIUIIUHCKOI'0 MPUMCHCHUA

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmo 1 cmamou 40 nHacmosiwezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. PykoBoauTens MEIUIIMHCKON OpraHU3alliu, KOTOpas MPOBOIUT KIMHUYECKOE HCCIEIOBaHUE
JIEKapCTBEHHOTO MperapaTa sl MEAUIIMHCKOTO MPUMEHEHHS, Ha3HAYaeT UCCIIeA0BaTelsl, OTBETCTBEHHOTO
3a TMPOBENECHHWE TAKOTO HCCIEAOBAHUA U HMEIOIIETO JIEYEOHYIO CIEIUANIbHOCTh, COOTBETCTBYIOIIYIO
MPOBOAMMOMY KIMHUYECKOMY HCCIEAOBAHUIO JIEKAPCTBEHHOTO TIperapara, co CTaxeM paboThl IO
mporpaMMaM KJIMHHYECKUX WCCIICIOBAaHMH JICKApPCTBEHHBIX MPEapaToB HE MEHEe YeM TPH Toja U 10 €ro
MPEUIOKEHUIO Ha3HAYAET COUCCIeIoBaTeNIel U3 Yrciia Bpaueit 3TOi MeIUIIMHCKON OpraHu3aIliH.

2. WccnenmoBarenb OCYIIECTBISET BBHIOOpP MAIMEHTOB, KOTOPBHIE MO MEIUIIMHCKUM ITOKa3aHUIM
MOTYT OBITh MPHUBJICUEHBI K YYACTHUIO B KIMHUYECKOM HCCIIEIOBAHUHU JIEKAPCTBEHHOTO Mpemnaparta Jyis
MEMIIMHCKOTO TPUMCHECHHS.

3. HccnenmoBatens W couccleNOBaTeNM JOJDKHBI OBITh O3HAKOMIIGHBI C  pe3ylbTaTaMu
JOKJIMHUYECKOTO MCCIEA0BaHUS JIEKaPCTBEHHOT'O CPEJICTBA, COJEPKAIIMMHKCS B OpOILIIOpe UCClIeI0BaTeNs,
MPOEKTOM TPOTOKOJA KIMHUYECKOTO HCCIENIOBaHUs JIEKAPCTBEHHOTO Tpernapara Uisi METUIITHCKOTO
MPUMEHEHHUS, pa3pabOTaHHBIM Pa3padOTIYMKOM JICKApPCTBEHHOTO IMperapara WM WHBIM FOPHIAICCKIM
JUIOM, TPHUBJICKAEMBbIM K OpTaHHM3aIMHM TPOBEACHUS KIMHUYECKOTO HCCIICOBAHMS JIEKAPCTBEHHOTO
mperapara Juisi METUITUHCKOTO TIPUMEHEHUS, U IPYTHMH MaTepHUajaMHi TaKOTO UCCIICIOBAHUS.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3axonom om 29 nosabpsa 2010 2. N 313-D3 cmamvsa 40 nacmoawezo Dedepanvrozo
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3axona donoanena yacmouio 3.1, ecmynaioweti 6 cuny ¢ 1 ameapa 2011 e.
3.1. PykoBoauTenb MEAUITMHCKONW OpPTaHU3AIlMU B CPOK, HE TIPEBBIMIAIOIINNA TpeX paboyux JHEH co
JIHS Hayaja MPOBEJIEHUS KIMHUYECKOI'O HCCIIEOBAHMS JIEKAPCTBEHHOI'O Ipernapara Juisl MEJUIMHCKOrO
NPUMEHEHHUs, coo0IaeT o0 3TOM B YIOJIHOMOYEHHBIH (efepanbHbIi OpraH HCIOJHUTEIBHON BIIACTH,
BBIJIABIINI pa3pelieHe Ha MPOBEJCHUE TAKOTO UCCIIeI0OBaHUs, TI0 YCTAHOBJICHHOW UM (opMme.

Wndopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 4 cmamou 40 nacmosiuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
4. OpraHu3anuy, OCYIIECTBIISIOIUE OPraHU3ALUI0 IPOBEAEHHUS KIMHMUYECKOIO HCCIEI0BaHUSA
JICKapCTBEHHOI'0 IIpemnapara Uil MEIWLHMHCKOrO INPUMEHEHMsT W YKa3aHHbIE B 4YacTu 3 craTbu 38
Hacrosmero denepaqbHOrO 3aKOHA, B ClIydyae HEOOXOAMMOCTH BHECCHHS H3MEHEHUH B IPOTOKOI
KJIMHUYECKOI'O UCCIIEI0BAHMsI JIEKAPCTBEHHOIO IIperapara A MeAULUHCKOr0 IPUMEHEHHsI COOOIIA0T 00
3TOM B YIOJHOMOYEHHBIN (hefepabHblii OpraH WCIOJHHUTEIBHOW BIIACTH, BBIJABIIMN pa3peuicHHuEe Ha
IPOBE/IEHUE TAKOTO UCCIIEJ0BAaHUS, 110 YCTaHOBIEHHON UM (hopMme.

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 11 okmsabpsa 2010 2. N 271-D3 cmamovs 40 nacmoswezo Dedepanvrozo
3aKona 0ononena yacmoio 4.1

4.1. ®opma cooOIlIEHUS] O BHECCHHHM W3MEHCHHU B TPOTOKOJ KIMHHYECKOTO HCCIICAOBAHUS
JICKapCTBEHHOTO TIperiapara Juisi MeIUITHHCKOTO MPUMEHEHHS JIOJDKHA COACPKATh CICAYIONINE CBEICHUS:

1) HauMeHOBaHUEe, UACHTU(DUKAIIMOHHBIA HOMEP U J]aTa POTOKOJIA KIIMHUYECKOTO UCCIIC0OBaAHUS;

2) nata BHeCEHUs U3MEHEHUH B IPOTOKOJ KIIMHHYECKOTO HCCIICTOBAHUS;

3) HAUMEHOBAaHUE U MECTO HAXOXICHUS 3asIBUTEIIS,

4) HauUMEHOBAHHME OPTAHM3AINH, MPHUBJICYCHHONW pPa3padOTYMKOM JICKAPCTBCHHOTO Tperapara K
OpraHu3aIuy MPOBEACHUS KIIMHUYECKOTO UCCIICIOBAHUS (TIPU HAJTMYHH );

5) HaMMEHOBAaHUS W MECTa HAXOXJICHUS MEAWIIMHCKUX OpPTaHHM3AIMi, B KOTOPBIX IPOBOJIUTCS
KIIMHUYECKOE MCCIIEOBAHUE;

6) mara BbIIAYM pa3peIICHHUS Ha TPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS W HOMEpP ATOrO
pa3pelieHus;

7) U3MEHEHUs, BHOCUMBIC B MPOTOKOJI KIIMHUYECKOTO UCCIICTOBAHUS.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 5 cmamou 40 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

5. B cpok, He MpeBbIIAONMN TpUAaTH padouux AHEH cO AHS MOJTYYEHHUs YKa3aHHOIo B yacTu 4
HACTOALIEH CTaThbU COOOIIEHHS, YHNOJHOMOYEHHBIH (QenepalbHblii OpraH HUCHOJHUTENIBHOM BIacTu
paccMaTpUBAeT 3TO COOOILIECHHE B YCTAHOBJICHHOM MM IOps/JKE M NPHUHUMAET pelIeHHEe O BHECEHHH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOrO HMCCIIE0BAHUS JIEKAPCTBEHHOIO IperapaTta Uil MEIUIMHCKOTO
OpUMEHeHHs Wi 00 OTKa3e BO BHECEHMM TakuX u3MeHeHuid. [Ipu paccMoTpeHuM cooOuieHus o
HEOOXOJUMOCTH BHECEHHUSI W3MEHEHHHW B MPOTOKON KIMHMYECKOTO HCCIIEOBAHMS JIEKApCTBEHHOTO
npenapara sl MEIUIIMHCKOTO IPUMEHEHHUS B LENAX OLIEHKH 000CHOBAHHOCTH MpPE/IaraeéMbIX U3MEHEHUH
Y OIIPEJEIICHUs] CTENEHN PUCKA I NAMEHTOB, IPUHUMAIOIIMX YYaCTHE B KIIMHUYECKHUX MCCIIEIOBAHUSAX,
YIIOJIHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIIOJHUTENBHOM BJIACTH MOTYT IPHUBIIEKATHCS SKCHEPTHI
COBETA 110 JTHUKE.

6. KnuHuueckoe wuccienoBaHUE JIEKApCTBEHHOI'O Ipenapara A MEAMIMHCKOrO IPUMEHEHUs
MOKET OBITh IPHUOCTAHOBIEHO WJIM MPEKpaIleHO, €Cld B Ipoliecce ero MpoBeAeHHs OOHapyxkKeHa
OIMACHOCTb IS JKU3HM, 340POBbs NALIUEHTOB. B cilyyae BO3HUKHOBEHMS OIMIACHOCTH AJIsl )KU3HHU, 3/10pPOBbS
MAlAEHTA, YYACTBYIOIIETO B KIMHUYECKOM MCCIIEI0BAHUH JIEKAPCTBEHHOT'O IIpenapara Jiisi MEIUIMHCKOT O
NpUMEHEeHHs, HcciaenoBaTenu o00s3aHbl MPOMH(POPMHUPOBATE 00 3TOM PYKOBOJIUTENS MEIUIIMHCKON
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OpraHu3alliil W OpraHU3alMio, MOJYYMBIIYIO pPa3pelIeHUe YIIOJIHOMOYEHHOTO (heepasbHOro opraHa
VCIIOJIHUTEJIBHOM BJIACTH HAa OPraHU3alUI0 MPOBEACHUS KIMHUYECKOTO HCCIIECJOBAHMS JIEKAPCTBEHHOIO
npenapara. Pemenue o NpuOCTaHOBIICHUH KIIMHWYECKOIO UCCIIEAOBaHUS JICKAPCTBEHHOTO IIpenapara JJis
MEIUIUHCKOrO IPUMEHEHHMs] MPUHUMAIOT PYKOBOJUTEIb MEIUIUHCKOM OpraHu3anuv | (Win)
OpraHu3aiys, IOJIyYUBIIAs pPa3pelIeHUe YIOJTHOMOUYEHHOTO (elepaJbHOro OpraHa HCIOJTHUTEIbHOM
BJIACTH HAa OPTaHMU3ALMIO IPOBEIACHHUS KIMHUYECKOIO HCCICNOBAaHUS JIEKaPCTBEHHOIO IIpernapara Juis
MCIULIMHCKOI'O MNPHUMCHCHUA, PCIICHUC (6] MMPCKpalCHUu TakKoro HUCCICAOBaHUA IMPpUHUMACT
YIIOJIHOMOYEHHBIA  (eiepaibHblii OpraH MCIOJHUTENbHON BJIACTM HAa OCHOBAHHUU COOOILEHUS B
NUCbMEHHOW (QopMe pPYKOBOAWUTENS MEAWIIMHCKOW OpraHu3allid WM OpPTaHM3aIlWs, IOTYYHBIIAs
paspelieHrue YIoJHOMOUYEHHOro (hefepalbHOr0 OpraHa MHCHOJHUTENbHOM BJIACTM HAa OpraHU3aLUIO
MMPOBCACHU A KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOT'O IIpCIriapara JJIsd MCAUIIUHCKOI'O MPUMCHCHUA.

7. B cpok, HE NpPEeBbILAIOIINNA MATH pabouux AHEH cO JHSA 3aBEpLICHUs, IPUOCTAHOBICHHS WIN
IIPEKpaIleHUsl KIMHUYECKOIO HCCIEAOBAHUSA  JIEKAPCTBEHHOIO IIpemapara il  MEAULUHCKOIO
IPUMEHEHHUs, COoOoOLIeHne 00 3TOM HaNpaBISIETCs OPraHU3aLMUSAMM, YKAa3aHHBIMH B 4YacTH 3 cTaTbu 38
Hacrosmero denepaibHOrO 3aKOHA, B YIIOJHOMOYEHHBIN (hefiepaibHbIi OpraH MCIOJHUTEIHHON BIACTH
10 YCTAHOBJIEHHOM UM (opme.

8. ®opma coOOIIECHUSI O 3aBEPIICHUH, MPUOCTAHOBIECHWU WM TMPEKPAMEHUN KIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUlsl MEAULIUHCKOTO IIPUMEHEHUS OJKHA COJEPKaTh!

1) I/IH(bopMaumo 0 MEIMLMHCKOW OpraHu3alyy WIH MEOUUUHCKUX OPraHU3alUsaX, MPOBOAUBIINAX
JTaHHOE UCCIIEJOBAHMUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 11 oxmsaobps 20102. N 271-@3 6 nynkm 3 uacmu 8 cmamou 40
Hacmosweco PedepanrbHo2o 3aKOHA BHEeCeHbl U3MEHEHUs.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

3) nmanHble uccienosarens (pamwims, UMs, OTYECTBO, MECTO PabOThI, 3aHUMaeMasl JOKHOCTD,
CIEIHNAIbHOCTbD, CTaX pabOTHI MO MPOTrpaMMaM KIMHUYECKUX HCCIEI0BaHUHN JIeKapCTBEHHBIX MPENapaTos,
nepeYeHb KIMHUYSCKUX HMCCIIEAOBAHNN JIGKAPCTBEHHBIX IMPEMapaToB, B KOTOPHIX OH MPUHUMAJ Y4acTHE
(TIepuoIbl y4acTus) B KaUeCTBE UCCIEIOBATENS UM COMCCIIEIOBATENs);

4) pe3ynbTaT JaHHOTO HUCCIeA0BaHus (3aBeplleHre, MPUOCTAHOBIICHUE WK TIPEKpaIieHue JaHHOTO
MCCIICIOBAHMSI C YKAa3aHHEM WX MPUYMH U BIMSHHS Ha OIEHKY €ro pe3yibTaToB, OOIIYIO OIIEHKY pUCKa U
OKU/IaeMOW  TOJIB3BI  OT TPUMEHEHHUS HCCIEAYeMOTo JIEKapCTBEHHOTO Tperapara, a Takke
npeJnonaraeMele TajabHeime 1eicTBUS).

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-P3 uyacme 8.1 cmamvu 40 nacmosuezo
DedepanbHoeo 3aKOHA U3N0AHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npedvioyuell pedaxKyuu

8.1. Ilpu BbIsABICHUU (enepaabHBIM OPraHOM HCIOJHUTENBHOW BJACTH, OCYIIECTBIISIOIIUM
GYHKIIMM TIO KOHTPOJIO W Haa30opy B cdepe 3apaBOOXpaHEHMs, HApPYLIEHWI MpaBuil HaJJexarien
KJIMHUYECKON TPAKTUKU NPU TPOBEAECHUU KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOI'O IIpernapara,
BJIMSIOUIMX Ha TOJHOTY M (MJIM) JOCTOBEPHOCTH JTaHHOTO KJIMHHYECKOIO HCCIIEOBaHUS, yKa3aHHBIN
(denepanbHBI OpraH MCIOJHUTEIBHOM BIIACTH MPHOCTAHABIMBAET MPOBEJICHHE NAHHOTO KIMHUYECKOTO
UCCJIEIOBAaHMSI U BBIHOCUT MEIMIIMHCKOW OpraHu3aliy, B KOTOPOl MPOBOIUTCS NAaHHOE KIMHHYECKOE
UCCIIeIOBaHMe, TMpeanucaHue o0 yCTpaHEHWH BBISABIEHHBIX — HapylieHud. [lpm  HeycTpaHeHHH
MEIUIMHCKOW OpraHM3alyell BBIABICHHBIX HApPYIIEHUH B YCTaHOBJICHHBIM B IIPEINHCAHUHA CPOK
yKa3aHHBIH (enepanbHBIi OpraH HCHOJHUTENBHOM BIIACTH NPUHMMAET pEUICHHE O MpeKpalleHuH
MPOBEJCHHUS KIIMHUYECKOTO HCCIIEOBAHUS JIEKQPCTBEHHOTO IpernapaTa W HampaBisieT B (erepaibHbIi
OpraH HCHOJHMUTEIbHOM BJIACTH, OCYIIECTBISIOMNNA (YHKIMH 1O BBIpa0OTKE M pealu3aluu
roCy/1apCTBEHHOW TMOJUTHKUA W HOPMATHBHO-IIPABOBOMY DETYJIHMPOBAHUIO B cdepe 3ApaBOOXpPaHEHMUS,
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3aKJIIOUYEHUE O BBISIBJICHUU MPU MPOBEACHUU JAHHOTO KIMHUYECKOTO MCCIIEOBAHUS HAPYIICHHUM MpaBUII
Ha/JIeXKalled KIMHUYECKON MPAaKTUKK ISl PUHATHS pelleHus] 00 OTMEHE pa3pellieHus Ha OpraHu3aluio
MPOBEICHUS JAHHOTO KIMHUYECKOTO HUCCIEIOBAHUS C JAaThl NPUHSATUS PEUICHUS O MPUOCTAHOBICHUU
MPOBEJICHUS KIIMHUYECKOT0 HCCIIEI0BaHuUs JIEKapCTBEHHOTO Mpernapara.

9. VYmnonHOMO4YEHHBIN (enepanbHbIii OpraH HWCIOJHUTEIBHON BJIACTH OIMYOJUKOBBIBACT U
pasMemaeT Ha cBoeM odunuaibHOM caiite B cetn 'MHTepHer" cooOlieHHe O 3aBepIICHUH,
IPUOCTAHOBJICHUU WM IPEKPALIEHUH KIMHUYECKOIO HCCIEIOBAHUS JIEKApCTBEHHOrO IIpernapaTa Jyis
MEAMIIMHCKOTO MPUMEHEHHUSI B CPOK, HE MPEBBIIAIOIMNN MATH pabouyux AHEHW CO JIHSA ero MOJyuyeHus, B
YCTaHOBJIEHHOM UM IOpPSAKE.

10. YmonHomoueHHBIN (enepaibHbIA OpraH HCIOJTHHUTEIBHOW BJIACTH OCYIIECTBISCT BEICHHUE
peecTpa uccienoBaresnei, NpoBOIALUIMX WM MPOBOJUBUIMX KIMHUYECKHE UCCIIEI0BAHUS JIEKApPCTBEHHBIX
IpenapaToB JUisi MEIWLMHCKOIO MPUMEHEHHUS, B COOTBETCTBUU C YTBEPKJIECHHBIMH MM IpaBUIAMHU U
pa3MmeIaer ero Ha cBoeM o¢puIMaTbHOM caiite B cetd "MHTepHET' B YCTAaHOBIEHHOM MM IIOPS/IKE.
VYkazaHHBIN peecTp COAEPKUT UHDOPMALIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOAIIECH CTaThU.

11. Otuer o0 pe3ynbTarax KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOI'O TMperapara Jist
MEAMIIMHCKOTO MPUMEHEHHSI COCTaBISETCSl OpraHu3aliel, yKa3aHHON B 4acTu 3 cTaTby 38 HACTOAIIETO
@denepalibHOTO 3aKOHA, HA OCHOBAHMM 3aKJIIOUEHUN MEIUMLMHCKUX OpraHu3alui, MPOBOIUBIIUX 3TO
UCCIIEIOBAaHNE, U TPECTABISACTCS B YIOJIHOMOYEHHBINH (erepalibHblii OpraH HCIOTHUTEIBHOW BIIACTH,
BbI/IaBILIUI pa3pelIeHHE HA MPOBEIEHUE 3TOr0 MCCIEJOBAHMS, B CPOK, HE MPEBBIIIAIOLIUN TPEX MECSILIEB
CO JHS €ro 3aBepUICHUs, NPUOCTAHOBICHUS WM MpPEKpalleHusi, B TMOpPsAKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (heIepaibHbIM OPTaHOM UCTIOTHUTEIIBHOM BIIACTH.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-D3 6 uacme 12 cmamou 40 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
12. Hapymenue npasuil HaJuiekalled KIMHUYECKON MpakTUKH, (anbcuukanus pe3yibTaToB
KJIMHUYECKOTO0 HMCCJIEAO0BAHUS JIEKAPCTBEHHOTO Mpemnapara Juisi MEIULIMHCKOTO NMPUMEHEHHS BIEKYT 3a
c000i OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickoit denepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3akoHom om 22 Odexabps 2014 2. N 429-D3 ¢ uacmo 13 cmamwvu 40 nacmosuezo
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
13. TIlpm mnpoBeneHUM KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Tperapara s
MEJUIIMHCKOTO MPUMEHEHUs JTOMyCKaeTcsi 3a00p y MAalMEeHTOB OMOJIOTMYECKUX MaTepuaoB (0OpasIlsl
OMOJIOTHYECKUX KHUAKOCTEH, TKaHel, CEeKPEeTOB U TMPOAYKTOB JKU3HENEATEIBHOCTH YeNOBEKa,
(GUBHONOTMYECKUX U TATOJIOTMYECKUX BBIACNEHUN, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHM3MOB,
OMoOTICHITHBIN MaTepHall) s ux u3ydenusi B Poccuiickoit denepanuu u (wim) 3a npenenamu Poccuiickoit
denepauuu.

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uacmo 14 cmamwvu 40 nacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHenus, ecmynarowue 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
14. TTopsinox BBo3a B Poccuiickyro deaepanuio U BbIBO3a 3a npenenbl Poccuiickoin @enepanun
OMOJIOTUYECKNX  MAaTepUANIOB, TMOJNYYCHHBIX TIPU  TPOBEACHHH  KIMHUYECKOTO  HUCCIIEOBAHUS
JIEKapCTBEHHOI'0 Ipemnapara [uisi MEAMIIMHCKOrO TNpUMEHEHUs, ycraHaBiauBaeTcs [IpaBuTenbcTBOM
Poccuiickoit denepanuu.
TAPAHT:

Cwm. koMMmeHTapuu K ctathe 40 HacTosimero deaepaibHOTO 3aKOHA
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Cratbsa 41. JloroBop 0 HpoOBEICHUH KIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOrO IMpemnapara
JUTSL MEAAUITUHCKOTO IPUMEHEHUS

1. KimHnueckoe wucciaeaoBaHWE JIEKAPCTBEHHOrO Ipernapara Il MEAUIIMHCKOTO IMPUMEHEHUS
MPOBOJIUTCS B COOTBETCTBUU C JOTOBOPOM O MPOBEICHUM KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpernaparta Il MEAMIMHCKOTO MPUMEHEHHMsS, 3aKII04YaeMbIM MEXIy OpraHu3alued, MOoJyduBLICH
paspelieHue yrnoJIHOMOYEHHOTO (peepanbHOr0 OpraHa HCIOJHUTEIBHONM BJIACTH HAa OpraHU3aIUio
MPOBEJCHUSI TaKOTO MCCIEAOBAHUSA, U MEIUIMHCKOM OpraHu3anuel, OCYIIECTBISIOUICH NpoBeAeHHE
TaKOI'0 UCCIIEJJOBAHHUS.

2. JloroBop O MpOBEeNEHUWU KIMHUYECKOTO UCCIEIOBAHMS JIEKAPCTBEHHOTO IIpernapara Aiis
MEIUIIMHCKOTO MPUMEHEHHUS JI0JHKEH COJIEPIKATh:

1) ycoBHs ¥ CPOKH MPOBEACHUS JAHHOTO UCCIIEIOBAHMUS;

2) ompeneneHue OOMIEH CTOMMOCTH MPOTPAMMBI JAaHHOTO HMCCIEAOBAHUS C YKAa3aHUEM CYMMBI,
npeHa3HaYaroecs Uil BHITUIAT UCCIIE0BATENSIM, COUCCIIEI0BATEIISAM;

3) onpenenenue GOpMBI IPEACTABICHUS PE3yIbTaTOB JAHHOTO MCCIEAOBAHUS B YITOJIHOMOYEHHBIN
benepanbHbIil OpraH UCIOTHUTENIBHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctathbe 41 HacTosero denepaibHOrO 3aKOHA

CraTbs 42. ®uHaHCOBOE OOECIICUeHUE KIIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Iperapara
JUTSL METUITUHCKOTO TIPUMEHEHHUSI

®uHaHcoBoe oO0OecrneueHue KIMHUYECKOTO MCCIIEI0BaHusl JIEKapCTBEHHOIo Ipenapara s
MEAMIIMHCKOTO MTPUMEHEHHUS OCYIIECTBIISETCS 3a CUET:

1) cpencTB deneparbHOTO OFOKETA;

2) cpelncTB OpraHu3alvii, MOJTYYMBIIUX pa3pelieHHe Ha OPraHU3alMI0 MPOBEACHUS TaHHOTO
MCCJIEIOBaHMS, B COOTBETCTBHH C YCIOBHUSIMHU JJOTOBOPA O €r0 MIPOBEICHUH;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIhCTBOM Poccuiickoii denepaiu HCTOYHUKOB.

T'APAHT:

CM. KOMMEHTapuu K cTaTthe 42 HacTosiero denepajbHOro 3aK0Ha

Crarbs 43. HpaBa MaluCHTOB, YYAaCTBYIOIIHUX B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O
npemnapara Jji1 MCIUIWUHCKOTIO IPUMCHCHU A
1. VYuacrue MNanueHTOB B KJIMHUYECCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIp€liapara I
MCIUIIUHCKOI'0 MPUMCHCHUA ABJISACTCA }106p0BOJ’II>HI)IM.
T'APAHT:

OO0 opraHuzanuy OTAEICHUM KIMHUYECKUX HCIBITAHUM JIEKAPCTBEHHBIX IPENapaToB Ha 3/10pPOBBIX
no0poBobIIax cM. rpukaz Munznpasa P® ot 25 aBrycra 1992 r. N 235
2. TlanueHT WM €ro 3aKOHHBIM MpeacTaBUTENb JOJKEH ObITh MH(GOPMUPOBAH B MUCHMEHHOU
dopme:
1) o nexapcTBEHHOM Mpernapare i MEAUIIMHCKOTO MPUMEHEHHMS] U CYHIHOCTH KIMHHUYECKOIO
MCCJIEJOBAHMSI ATOTO JIEKAPCTBEHHOTO MTpenapara;
2) o 6e30MacHOCTH JIEKApCTBEHHOTO IMpernapaTa JUisi MEAUIIMHCKOTO0 IPUMEHEHHs, er0 03KUJaeMon
3¢ (EKTUBHOCTH U CTETIEHU PUCKA JUTS MAIMEHTa;
3) 00 ycnoBHsIX ydacTus NAllMeHTa B KIMHUYECKOM HCCIEeI0BaHUH JIEKAPCTBEHHOTO Mpenapara Jjis
MEAMLMHCKOTO TPUMEHEHHS,
4) o HenM UM UENSIX U MPOAOKUTENHHOCTH KIMHUYECKOIO MCCIEI0BaHUS JIEKAPCTBEHHOIO
npenapara Jyisi MEJUIUHCKOTO IPUMEHEHUS;
5) o nelcTBUSAX TMalMEeHTa B ciy4yae HENpeABUACHHBIX 3(PPEKTOB BIUAHUS JIEKAPCTBEHHOI'O
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS Ha COCTOSIHUE €T0 370POBbS;
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6) 00 ycnoBHsX 0053aTEIBHOTO CTPaXOBaHUS KHU3HH, 37I0POBbS NAIIUEHTA,

7) O TrapaHTHSIX KOH(MUACHIMAIBHOCTH Y4YacTHs NalWMeHTAa B KIMHUYECKOM HCCIIEJOBAaHUU
JIEKapCTBEHHOTO Iperapara Jjisi MEIUIIMHCKOTO IPUMEHEHUSI.

3. JloOpoBobHOE corylace MalMeHTa Ha yJyacTue B KIMHHYECKOM HCCIIEAOBAHNH JIEKAPCTBEHHOTO
npenapara Ui MEIUIUHCKOTO NPUMEHEHHs TMOATBEP)KIACTCS €ro MOJIMUCHI0 WM MOIIHCHIO €ro
3aKOHHOTO TPE/ICTaBUTENS Ha HH()OPMALMOHHOM JIMCTKE TTallUeHTA.

4. TlammeHT WAM €ro 3aKOHHBIA MPEICTABUTENb MMEET IPaBO OTKA3aThCsl OT y4yacTus B
KJIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO IperapaTa JUIs MEJUIMHCKOro NMPUMEHEHHs Ha JIH000i
CTaJIUH NMPOBEJCHUS TAKOTO UCCIICTOBAHMS.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oxkmsops 2014 2. N 313-D3 6 uacmv 5 cmamovu 43 nacmosiuezo
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUS, GCMYnarwjue 6 CUuLy no ucmederuu mpuoyamu OHetl nocie
OHsA 0puyuanbLHOo20 0nyoOIUKOBAHUs HA368aHH020 DedepanbH020 3aKOHA

Cm. mexkcm wacmu 6 npeovioyuell pedaxKyuu

5. IlpoBe/ieHne KIMHUYECKOTO MCCIIENOBaHUS JIEKAPCTBEHHOrO Ipenapara Uisi MEJULUHCKOTO
IPUMEHEHHUS C Y4aCTHEM B KayeCTBE NAIIMEHTOB JETEH JOIyCKaeTcs TOJIbKO C COrjacHsl B NMHCbMEHHOU
dopme ux poauTeneil, ycelHOBUTENeH. [leTH MoOryr paccmaTpuBaThCs B KadecTBE MOTEHIIMAIbHBIX
NALMEHTOB TaKOTO HUCCIIEI0BaHUS, TOJIBKO €CIIU €r0 MPOBEIECHUE HEOOXOIUMO Ul YKPEIJICHUS 30POBbS
neTe uin npodunakTuku MHQEKIMOHHBIX 3a00JIeBaHUN B I€TCKOM BO3pacTe MO0 €CiH IIeNIbI0 TaKOTro
UCCJIEIOBAHMSI SBJIIETCS MOJIYYEHHE JaHHBIX O HaWJIyyllleld J03MPOBKE JIEKAPCTBEHHOrO IpernapaTa Jyis
JedyeHuss JAetel. B 3TuUX ciydasxX TakoMy HCCIEAOBAaHUIO [OJKHO NPEALIEeCTBOBATh KIMHUYECKOE
UCCJIEIOBAaHUE JIEKAPCTBEHHOI'O Ipernapara A MEIUIMHCKOrO INPUMEHEHUS Ha COBEPIIEHHOJIETHUX
rpakJ1aHax, 3a UCKIFOUEHUEM CIIy4aeB, €CIIM UCCIIEAYEMbIN JIEKAPCTBEHHbIN MpenapaT Juisi MEIULIUHCKOTO
IPUMEHEHHUS [IPeIHa3HaYeH UCKIIIOUNTENBHO AJIs UCIIOJIb30BaHUSI HECOBEPUIEHHOJIETHUMHU I'PaX1aHaMU.

6. 3ampemaercs NPOBEACHHE KIMHMYECKOTO HCCIEAOBaHUsl JIEKAPCTBEHHOIO Ipernapara s
MEAMIMHCKOTO IPUMEHEHHUS C yYaCTHEM B Kaue€CTBE MAI[UEHTOB:

1) nereif-cupot u aerei, ocTaBIIMXCs 0€3 MOMEUYEeHUsT pOAUTENeH;

2) SKEHUIMH B TepuoJ OEpeMEHHOCTH, JKEHIIMH B IMEpHOJ] TPYIHOTO BCKapMJIMBaHUS, 3a
UCKJIIIOYEHHEM CIIy4aceB, €CIM IPOBOAMUTCA KIMHUYECKOE HCCIIENOBAaHME JIEKAPCTBEHHOI'O IIpenapara,
IpeHa3HAYEHHOr0 JJIsl YKA3aHHBIX J>KEHIIUH, IPU YCIOBUHM HEOOXOAMMOCTH MOJIyYe€HHUs HH(pOpMaluu
TOJIBKO BO BpeMs NPOBEACHHS COOTBETCTBYIOIIMX KIMHMYECKHX MCCIENOBAaHUN M IPHUHITHA BCEX
HEOOXOJUMBIX MEp IO MCKIIOUYEHUIO PHCKAa HAHECEHHs BpeAa JKEHIIMHE B IepHoJ OepeMEeHHOCTH,
KEHIIMHE B IEpUOJI TPYAHOI0 BCKapMIIMBAHUS, IIJIOJY MIIM PeOCHKY;

3) BOCHHOCIYXalllUX, 3a HCKIIOYEHHUEM CIy4yaeB NPOBEACHMSI KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOTO IIpernapara, CHelHalbHO pa3padOTaHHOTO [UId NPUMEHEHHUS B YCJIOBUSAX BOEHHBIX
NEHCTBUHM, Ype3BbIYAWHBIX CHUTyallMil, NpOQWIAKTUKA U JIedeHHs] 3a00JieBaHUN U TOpaKeHUM,
NOJYYEHHBIX B  pe3ylbTaTe BO3JACUCTBUS  HEONAronmpUSATHBIX  XUMHUYECKUX, OHOJOTMYECKUX,
paauanuoHHbIX (akTopoB. KimHHuYeckoe ucclieoBaHME TaKOro JEKapCTBEHHOTO IpernapaTa MOKET
IIPOBOAMTHCA C YyYACTHEM B KAUE€CTBE MAllMEHTOB BOEHHOCITYKAIINX, 3a UCKIOYEHHEM BOCHHOCIYKAIUX,
MPOXOJSAIIMX BOCHHYIO CIYXOy MO MPU3bIBY, ¢ COOMIOeHHEM TpeOOBaHUM, YCTAaHOBIECHHBIX HACTOSIIUM
®denepallbHbIM 3aKOHOM B OTHOUIEHUH I'PaKAAHCKUX JIMIL;

4) cOTpYIHUKOB MTPaBOOXPAHUTEIILHBIX OPraHoOB;

5) nuu, oTOBIBAIOIIMX HAaKa3aHHE B MECTaX JMIIEHHUS CBOOOMBI, a TAKXKe JIMI, HaXOJSAIIUXCS TMOA
CTpa)el B CIIEICTBEHHBIX U30JIATOPAX.

7. Jlomyckaercs NpOBEJEHME KIMHUYECKOTO HCCIEJOBAHMs JIEKAPCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO IPUMEHEHHUs, MPeJHa3HAYeHHOI0 JIs JICYEHUs ICUXUYECKUX 3a00JIeBaHUM, C yUaCTHEM B
Ka4yecTBE MaLMEHTOB JIUI] C TICUXUYECKUMH 3a00JIeBaHUAMH, IPU3HAHHBIX HEJEECIIOCOOHBIMH B TIOPSIJIKE,
YCTAHOBIICHHOM  3akoHojatenscTBoM  Poccmiickoir  ®Denpepamuu.  KnumHuueckoe — wccienoBaHue
JIEKapCTBEHHOTO Ipernapara B 3TOM CiIy4ae MPOBOAMTCS MPH HAIWYMM COTJIACHs B MHCbMEHHOH (opme
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3aKOHHBIX HpeHCTaBHTeHeﬁ YKa3aHHBIX JIMII.
T'APAHT:

CwMm. KOMMCHTApHUHU K CTATbEC 43 HaACTOSIIIETO (-Deﬂepa.]'ILHOFO 3daKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 44 nacmosiweco Dedepanvroo
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 aneaps 2011 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaKyuu
Crarbs 44. OO0Os3arenbHOE CTpPaxOBaHUE HKHU3HU, 3/I0POBbS IAlMEHTAa, Y4YacCTBYIOIIETO B
KJIMHUYECKOM  HCCJICIOBAHMU  JIEKAPCTBEHHOIO  Tpemapara Ui MEJUIIMHCKOTO
MPUMEHEHUS

1. Opranuzanus, NONYYHMBINAS pa3pelleHUe HAa OPraHU3alUI0 IPOBEACHUS KIMHHYECKOTO
UCCJIEIOBaHMsI JIEKAPCTBEHHOTO TMpernapara JUisi MEIUIUHCKOrO MpHUMEHEHHUs, o0s3aHa B KayecTBe
CTpaxoBaTelsl CTPaxoBaTh pPHCK TPHUYMHEHHS Bpeda S>KU3HU, 3J0POBBI0 TAIMEHTa B pe3yibTare
MPOBEJCHNUS KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara i MEIUIUHCKOTO MPUMEHEHUS
3a CBOM CYET ITyTeM 3aKIIFOYCHHS JOrOBOpa 00s3aTEIFHOTO CTPaXOBaHHUS.

2. OOBeKTOM 0053aTEeILHOTO CTPAXOBaHUS SBISETCS HMMYIIECTBEHHBIH HMHTEpPEC IMallleHTa,
CBSI3aHHBI C NMPUYMHEHHUEM Bpella €ro XU3HU WK 3/I0POBBIO B PE3yJbTaTe MPOBEICHHUS KIMHUYECKOTO
UCCJIEIOBAHMSI JIEKAPCTBEHHOIO MIpernapaTa Jiisi MEIUIIUHCKOTO PUMEHEHUSI.

3. CTpaxoBBIM CIIydaeM I10 IOTOBOPY 0053aTEIbHOTO CTPAXOBAHUS SBISICTCS CMEPTh MAallMEHTA WIH
YXYALIEHUE €ro 37J0POBbs, B TOM UHKCIE BIEKYIlee 3a cOO0N YCTaHOBIEHUE WHBATUAHOCTH, IPU HATUYUHU
NPUYHHHO-CICICTBEHHON CBSI3M MEXIy HACTYIUICHHEM OJTOrO COOBITHS M YYacTHeM TIalheHTa B
KIIMHUYECKOM HCCIICIOBAaHUH JIEKAPCTBEHHOIO MIpernapara.

4. TpeboBaHMS O BO3MEUICHWW BpEla, NPUYMHEHHOTO JKM3HHM WJIM 370POBBIO TMAIMEHTA,
OPEeIbSBISIOTCS B TEUYEHHWE  CPOKOB  HMCKOBOM  JMABHOCTH, YCTAHOBJIEHHBIX  T'DaKIAHCKUM
3aKOHOJIATEIILCTBOM.

5. Pa3mep cTpaxoBoii BIMIATHI IO JOTOBOPY 0053aTEILHOTO CTPAXOBAHUS COCTABIISET:

1) B ciiyuae cMepTH MaiyeHTa JABa MIJUTHOHA pyOJel Ha KaXIOro MalieHTa, y9acTBOBABIIETO B
KIIMHUYECKOM UCCIIEJIOBAaHUH JIEKAPCTBEHHOTO TIperapara;

2) npu yXyALLIEHUU 3/J0pOBbs MAllUEHTA!

a) MOBJEKIIEM 3a CO00M yCTaHOBIIEHUE MHBATMIHOCTU | TPYMIIbI, OJMH MHIJIIHOH MATHCOT THICSY
pyOsieii Ha KaXXJOro NAalMeHTa, YYacTBOBABIIETO B KIWHUYECKOM HCCIIEOBAHUN JIEKAPCTBEHHOTO
npemnapara;

0) moBiekmeM 3a co0oil ycTaHOBJIeHHE WHBAIUIHOCTU Il rpymmbl, oguH MIWIITHOH pyOsieil Ha
Ka)KI0Tr0 MaIlMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BAaHUH JIEKAPCTBEHHOTO Mpenapara;

B) TOBJIEKIIIEM 3a co0oi ycTaHoBieHue WHBanuaHocTH Il rpymmel, mATBCOT ThICSY pyOnei Ha
Ka)XXJIOTO MAI[MeHTa, YIaCTBOBABIIETO B KIIMHIHYECKOM MCCIICIOBAaHIH JICKAPCTBEHHOTO MPeTapara;

Wndopmarys 06 M3MEHEHHSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosweeo DedepanvbHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeti peoaxkyuu
') HE MOBJIEKIIIEM 3a CO00M yCTaHOBIICHUSI MHBAJMIHOCTH, HE O0Jiee UeM TpUCTa ThICAY pyOJiel Ha
KQ)KJIOTO TMAalMEeHTa, yYaCTBOBABILIETO B KJIMHUYECKOM HUCCIEAOBAaHUU JIEKAPCTBEHHOIO Mpenapara, UCX0os
W3 HOPMAaTHBOB, OTPAXAIOIIUX XapaKTep M CTENEeHb MOBPEKICHUS 3/I0POBBS, a Takke (PakTUyecKu
MOHECEHHBIX MAallMEHTOM PacXOJI0B, BBI3BAHHBIX MOBPEXKIACHHEM 30POBbsl, HA MEAMIIMHCKYIO MOMOIIb,
npruoOpeTeHNE JICKAPCTBEHHBIX MTPENapaToB.
6. Yrpatuna cuny ¢ 1 utons 2015 r.

Wudopmanust 06 U3MEHEHUSX:
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Cm. mexem yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTEIBLHOTO CTPaXOBaHHUS HE MOXKET ObITh MEHEe, YeM CPOK MPOBEICHUS
KJIMHUYECKOT'0 UCCIICIOBAHUS JIEKAPCTBEHHOIO Mpernapara.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 8 cmamvu 44 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHUs, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

8. VYcnoBus JOroBopa O0S3aTENBHOIO CTPAaXOBAaHUS, B TOM YHCIE CTPaxoBble Tapudbl IO
00513aTeJIbBHOMY CTPAaxXOBAHUIO, IEPEeYE€Hb HEOOXOIUMBIX JIOKYMEHTOB MJIi OCYILECTBIIEHHS CTPaxOBOMH
BBIIJIATHI, MOPSAAOK YCTAHOBJICHHS CTPAaxOBaTElIeM HHIUBUIYAIBHOTO WJICHTU()UKAMMOHHOTO KO/
HalyeHTa, NopsAaoK UH(POPMUPOBAHUS CTPAXOBATENIEM CTPaXOBILMKA O MPUBJIECYEHHBIX K KIMHHUYECKOMY
MCCJIEJOBAHMIO JIEKAPCTBEHHOI'O Ipernapara Juisi MEIULIUHCKOIO IPUMEHEHUs IalueHTax, HOpsSA0K
yIJIaThl CTPAaXxOBOM MPEMUH, NOPSA0K pealn3aluy ONpeAeIeHHbIX HacToAmMuM DenepanbHbIM 3aKOHOM U
apyrumu  defepaTbHbIMH  3aKOHAMH TIpaB U OOSI3aHHOCTEH CTOPOH IO JOTOBOPY O0s3aTENBHOTO
CTpaxoOBaHMs, a TaKXe HOPMATUBBI, OTPAKAIOUIME XapakTep M CTEHNEHb IOBPEXKACHUS 3/10POBbS,
YCTaHABJIMBAIOTCA TUIIOBBIMU IIPaBUJIaMy 003aTEILHOTO CTPaXOBaHUSI.

9. B ciiyyae npuuMHEeHHs Bpea )KU3HU MalMeHTa, y4acTBOBABILEr0 B KIIMHUYECKOM MCCIIEJOBAHUU
JIEKapCTBEHHOT'0 IIpenapara, BBITOJONPHOOpETaTEeNsIMU II0 JOTOBOPY 0O0s3aTENBHOIO CTPaXOBaHMS
SBIISIIOTCSL TpaK[aHe, HMEIOIME IpaBO Ha BO3MEILICHME Bpela B Cllyyae CMEpPTH KOPMWIbLA B
COOTBETCTBUU C I'PAKJIAHCKUM 3aKOHO/1aTEIbCTBOM, IIPU OTCYTCTBUM TaKUX T'PakJaH - POJUTEINH, CYNPYT,
JIeTH yMEpILIEero MaiueHTa, y4acTBOBABLIEr0 B KJIMHUYECKOM HMCCIEIOBAHUN JIEKAPCTBEHHOIO Ipernapara,
B CIy4ae CMEPTH MALUEHTa, y4aCTBOBABILIETO B KIIMHUYECKOM HCCIEI0BAHUU JIEKAPCTBEHHOIO IIpernapara
U HE UMEBILIEr0 CaMOCTOATENbHOTO J0XO0Ja, - Ipa)kJaHe, Ha WXKAMBEHUU KOTOPBIX OH HAXOJWJICSH, B
OTHOLIEHUM BO3MEIIECHUS PACXOJ0B Ha NOrpeOeHue TMalKMeHTa, YYacTBOBABLIETO B KIMHUYECKOM
UCCIIEIOBaHUHU JIEKAPCTBEHHOTO IIperapara, - JIMLO, IIOHECIIee TAKUe PacXO/bl.

10. CrpaxoBass BbIIUIaTA B CYET BO3MEIICHMSI BpeAa, NPUYMHEHHOIO JKU3HM MaIMEeHTa,
y4acTBOBABLIETO B KJIMHMYECKOM MCCIENOBAHUM JIEKAPCTBEHHOIO IIpemnapaTa, paclpeieisieTcss MExXIy
BBIT0/I0IIPUOOPETATENSIMU MTPOIIOPLUOHATIBHO UX KOJIMYECTBY B PABHBIX JIOJISX.

11. Ilpm HacTymneHUM CTpPaxoBOrO cCiydas IalUEHT, Yy4YacTBOBAaBUIMM B KIMHUYECKOM
UCCJIEJIOBAaHUH JIEKAPCTBEHHOI'O IIpernapaTa, BbIrOA0NPHOOpeTaTeNb BIPaBe NPEIbIBUTh HEMOCPEICTBEHHO
CTPaxoBIIMKY TpeOOBaHHE O BO3MELIEHUH NMPUYMHEHHOro Bpeaa. CTpaxoBas BbIIUIATa OCYIIECTBIISETCS
CTPaxOBILKMKOM B T€UEHHE TPUJLIATH THEH CO JIHS MPEJCTAaBIICHUS HEOOXOAUMBIX TOKyMeHTOB. [lanueHnr,
Yy4acCTBOBABUIMH B KJIMHUYECKOM MCCIIEJOBAHUU JIEKAPCTBEHHOI'O MpenapaTa, Wi BhIFOA0NpHOOpeTaTenb
00s13aH  COOOLIUTH CTPAaxXOBIIMKY JUISI OCYIIECTBICHHS CTPaxOBOM BBIILUIATHI MHAMBHIYaJIbHBIN
UICHTU(PUKAIIMOHHBIN KO/ TAallMeHTa, YCTaHOBJIEHHBI CTPaxoBaTelieM B COOTBETCTBHM C THIIOBBIMU
npaBuiiaMy 0053aTE€IbHOTO CTPAXOBAHUS.

12. Jlo momHOro ompezneneHus pasMepa MOUIEKALIET0 BO3MEIIEHUIO BpENA CTPAXOBIIMK I10
3asIBJICHUIO TMallMEHTa, yYaCTBOBABLIETO B KIMHUYECKOM MCCIEAOBAHUU JEKAapCTBEHHOTO Mpemnapara, Win
3asBJICHHUIO BBITOJIONPHOOpETATENs BIIpaBe OCYIIECTBUTh YaCTh CTPAXOBOM BBIIUIATHI, COOTBETCTBYIOIIYIO
(dakTHYeCcKu OIpeeIeHHON YacTu MPUYUHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaATA B COOTBETCTBUM C JIOTOBOPOM  0053aTEJIBHOTO  CTPaXOBaHMSA
OCYIIIECTBIISIETCS HE3aBUCUMO OT BBIMJIAT, IPUUUTAIOUINXCS [0 IPYTUM BHJIaM CTPaXxOBaHMUS.

14. He nomyckaerca ydacTue NAUEHTa B TPOBEACHUM KIMHUYECKOTO HCCIENO0BAHUS
JIEKapCTBEHHOTO Npenapara Ipu OTCYTCTBHH JJOTOBOPa 0053aTEILHOTO CTPAaXOBaHUS.

15. KoHTponb 3a HCIOJHEHHWEM OpraHM3alMel, IMOJYYMBIIEH pa3pelleHue Ha OpraHU3alLUIo
MPOBEJCHUS KIMHUYECKOTO HCCIEA0BaHUS JEKapCTBEHHOIO Mpernapara Juisi MEJUIMHCKOTO MPUMEHEHMUS,
YCTQHOBJICHHOM HAcTOsILIEH cTaTbell 00S3aHHOCTH MO 00S3aTENPHOMY CTPAaXOBAaHHIO >KU3HH, 3]I0POBbS
NaIMeHTa, Y4aCTBYIOUIETo (Y4acTBOBABILEr0) B KIIMHUYECKOM HCCIIE0BaHUH JIEKAPCTBEHHOI'O Mpenaparta,
OCYILECTBIISICTCSL  YIIOJIHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH, BBIJABIIUM
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paspCicCHUC Ha MPOBCACHUC  KIIMHHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JICKAPpCTBCHHBIX  HpCIaparoB  IAJid
MCIUIIUHCKOI'O MIPUMCHCHUA.
APAHT:

CM. koMMeHTapuu K cTatbe 44 HacTosero denepabHOT0 3aKOHA

I'naBa 8. [Ipou3B0oACTBO U MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB

Cratbs 45. [Ipou3BOACTBO JEKAPCTBEHHBIX CPECTB

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms I cmamvu 45 nacmosuezo
DedepanvbHoe0 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

1. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHUSM IIPABUII
HaJIJIeKaIIed MPOU3BOJICTBEHHON MPAKTUKH, YTBEP)KJICHHBIM YIIOJTHOMOUYEHHBIM (hefiepalibHbIM OPraHOM
UCIIONHUTENBbHOIN BiacTu. OcoOEHHOCTH Mepexoa MPOU3BOACTBA OTAEIbHBIX JIEKAPCTBEHHBIX CPEACTB K
UX MPOU3BOJACTBY B COOTBETCTBUH C TPEOOBAHMSMHU IMPABHJI HAAJICKAIIECH MPOU3BOJCTBEHHON MPAKTUKU
ycraHaBinuBawTcs IIpaButensctBom Poccuiickoit ®denepanuu. Bpinaua 3akiro4eHUil O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TPABWII HAJUIEkKAIIEH IPOU3BOJICTBEHHOM
MPaKTUKHU OCYILIECTBISAETCS MO PE3YJIbTATAM MHCIEKTUPOBAHUS MPOU3BOJUTENEH JI€KapCTBEHHBIX CPE/ICTB
B IOpsiike, ycraHoBieHHOM IIpaBurensctBom Poccuiickonn ®enepanuu. Pasmep 1miatel 3a BblAady
3aKJIIOYEHHUS O COOTBETCTBHHM IPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CpPEIACTB TpeOOBaHUSM TMPaBUI
HaJIJIe)Kalen TpOU3BOICTBEHHON NTpakTUKK ycTaHaBiuBaercs [IpaBurensctBom Poccuiickoit denepanmm.
[Topsiiok OopraHu3alMi U MPOBEACHUS UHCIIEKTUPOBAHUS MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TPEOOBAHUSAM TPABHJI HaJUIekKAIIEH IMPOU3BOACTBEHHON TPAKTHUKU YCTaHABIMBACTCS
IIpaBurensctBoM Poccutickoit denepanuu.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 2 cmamvu 45 nacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npeovloyuell pedaxKyuu
2. Ilpou3BoacTBO JieKapCTBEHHBIX cpenctB B Poccuiickoit ®enepaliuu  OCYIIECTBISIETCS
MPOU3BOUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, MMEIONMIMMHU JIMIICH3UI0 Ha MPOU3BOJACTBO JICKAPCTBEHHBIX
cpenctB. IloaTBepkieHHE COOTBETCTBUS JIMIIEH3WMATa MPABWIAM HAJUIEKAIEH MPOU3BOJICTBEHHOM
MPAKTUKH OCYIIECTBIISCTCS B paMKax JIMIICH3UOHHOTO KOHTPOJS B COOTBETCTBHM C 3aKOHOIATEIHCTBOM
Poccuiickoit @enepanuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX B 4acTH | HAaCTOALIEH CTaThU.

Wndhopmarust 06 n3MEHEHUSX:

Cmamus 45 oononnena wacmoiro 2.1 ¢ 25 uonsa 2022 e. - @edepanvuviii 3axon om 14 urwonsa 2022 e. N
311-D3
2.1. JIns uened NUUEH3UPOBAHUS NPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB ISl MEIUIUHCKOTO
MPUMEHEHUS W HWHCIEKTUPOBAHUS CyOBEKTOB OOpaIeHusl JICKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE
TpeOOBaHUSAM MPABUI HAJUIekKAIIeH TPOU3BOJCTBEHHON MPAKTUKK (peepalbHbIi OpraH WCIMOIHUTENBHON
BJIACTH, OCYIIECTBIAIOMIMNA TOCYIapCTBEHHYIO PETHUCTPALMI0 JIEKAPCTBEHHBIX MpenapaToB  JJIst
MEAWIIMHCKOTO TPUMEHEHHUs, TMpefocTaBiseT (eaepaqsbHOMY OpraHy HWCHOJHHUTEIbHOW BJIACTH,
OCYIIECTBISIOMEMY (peepanbHblii TOCYAapCTBEHHBIM JIMIIEH3WOHHBIM KOHTPOJIh JEATEIBHOCTH TIO
MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JISI MEAMIIMHCKOIO MPUMEHEHHs, 1O €ro 3ampocy B paMKax
MEXBEJIOMCTBEHHOTO HMH(POPMAIIMOHHOTO B3aWMOJCHCTBUSA B TOPS/IKE, YCTAHOBICHHOM (emepaabHbIM
OpraHOM MCHOJIHUTEIbHON BJIACTH, OCYIIECTBIISIIOLIUMM JUIEH3UPOBAHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Il MEAHWIIMHCKOTO TIpUMEHEHHUs, W (QeAepadbHbIM OpPraHOM WCIIOJTHUTEIBHOW BJIACTH,
OCYLIECTBISIIOIIUM TOCYJAPCTBEHHYIO PETUCTPALMI0 JIEKAPCTBEHHBIX MPENapaToB s MEIULUHCKOTO

14.09.20233 Cuctema 'APAHT 99/152


http://ivo.garant.ru/document/redirect/70826338/13501
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/451
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/71274496/1000
http://ivo.garant.ru/document/redirect/71274496/3
http://ivo.garant.ru/document/redirect/71274496/1000
http://ivo.garant.ru/document/redirect/70826338/13502
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/452
http://ivo.garant.ru/document/redirect/404993979/2
http://ivo.garant.ru/document/redirect/405569847/1000

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

IIPUMEHEHHUS, CBEICHMSI O JIEKApCTBEHHBIX CPEICTBAX, YKa3aHHbIE B dacTu 5 crarby |8 HACTOAILIETO
®DenepallbHOTO 3aKOHA, B TOM YHCJIE B CIIy4ae, €CIIU TAKUE CBEICHUS COCTABIIAIOT KOMMEPUYECKYIO TalHYy.

3. IIpou3BOACTBO JIEKapCTBEHHBIX CPEICTB OCYIIECTBISAETCS C COOMIOIeHUEM TpeOOBaHUM
IIPOMBIIIIEHHOIO PETJIaMEHTAa, KOTOPBIM YTBEP)KIAETCSl PYKOBOAUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpPEeACTB M BKJIIOYAaeT B ce0s TMEpeYeHb HCIOJNB3YeMbIX (apMaleBTUYeCKUX CyOCcTaHIMi |
BCIIOMOTATEJIbHBIX BEIIECTB € YKa3aHUEM KOJMYECTBA KaXJO0r0 M3 HMX, JaHHbIE 00 MCIIOJIb3yeMOM
000py/I0BaHUH, ONMCAHME TEXHOJIOTMYECKOrO0 IIpolecca M METOJOB KOHTPOJS Ha BCEX JTamax
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB.

Wndopmarius 06 H3MEHEHUX:
Yacmo 4 usmenena c 4 aseycma 2023 2. - @edepanvhuiii 3akon om 24 urons 2023 2. N 341-D3

Cm. npeovloyuyio peoakyuro

4. Ilpu 1npou3BOACTBE JIEKAPCTBEHHBIX IpENapaToB Uil MEIULUHCKOIO IPUMEHEHUS
UCIIONB3YIOTCSl (papMalleBTUYECKUE CYOCTaHIIMU, CBEICHUSI O KOTOPBIX COJIEPIKATCS B TOCYIApPCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB JJIsl MEAMIIMHCKOrO TNpUMEHEHUuss U (WIM) eIUHOM peecTpe
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpa3uiickoro 5KOHOMHUYECKOTO COI03a, 32 UCKIIIOUEHUEM
(apManeBTUYeCKNX CyOCTaHIIUH, MPON3BOAUMBIX /IS IPOBEACHUS KIMHUYECKUX MCCICIOBAHUN U (WIIH)
st okcnopta. llpu mpou3BoACTBE JIEKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO TMPUMEHEHUS
UCIOJIB3YIOTCS (papMalleBTUYECKUE CYOCTaHLMU, CBEJEHUS O KOTOPBIX COJIEP’KATCS B FOCYAAPCTBEHHOM
peecTpe JEKapCTBEHHBIX CPEJCTB Il BETEPUHAPHOIO MPUMEHEHHS, U (WJIH) TOCYJapCTBEHHOM peecTpe
JIEKaPCTBEHHBIX CPEJICTB JUIsl MEIULIMHCKOIO IPUMEHEHUS, U (UJIM) €IUHOM PEECTPE 3apErnuCTPUPOBAHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX TMpernaparoB EBpa3suiickoro 3KOHOMHUYECKOTO COr03a, U (UJIM) €IUHOM
peecTpe 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3sumiickoro 3KOHOMHUYECKOTO COI03a, 3a
UCKIIIOYeHHEeM (apMalleBTHUECKUX CYOCTaHLUW, TMPOU3BOAMMBIX Ui MPOBEACHHUS KIMHUYECKUX
uccienoBannii u (wim) s 3kcrnopta. K mpomeccy mpowm3BojcTBa (hapMareBTHUECKONH CYOCTaHIIHH
OTHOCSITCSL JIIOOBIE CTaJMHM TEXHOJOTMYECKOro MpOoIecca, MO3BOJIAIONINE MOIYyYUTh TOTOBBIM MPOIYKT,
COOTBETCTBYIOIIMK TpeOoBaHUSIM (hapMakoNeHON cTaTbu, B TOM 4YHCIEe (pepMeHTalus, SKCTpaKIus,
OYHCTKA, BBbIJIEJIEHUE, MEePEeKPUCTAIUIN3ALMS, BBICYIIMBAHUE, M3MelbueHue. B ciaydae HeoOXxoanmocTu
UCIIOJIb30BaHUsl ATHJIOBOTO CHUPTa, B TOM uucie (papManeBTUYECKOW CYOCTaHIIMM CHUPTAa ATHIOBOTO
(9TaHONa), TpU TPOU3BOACTBE JIEKAPCTBEHHBIX CPEJACTB B KauecTBe JACWUCTBYyOLEro u (WiM)
BCIIOMOTaTeJIbHOTO BEIIECTBA, a TAK)KE€ B MHBIX TEXHOJIOIMYECKUX IENIIX JOJDKHA OBbITh HCIOJIb30BaHa
TOJILKO (papMarieBTH4ecKast CyOCTaHIUs CIIUPTa ATUIIOBOTO (3TAHOM).

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axkonom om 14 oexabps 2015 2. N 374-D3 wacme 4.1 cmamvu 45 nacmosuezo
DedepanbHo20 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

4.1. llepeueHb JIEKapCTBEHHBIX NPENApaToB Il MEIUIMHCKOTO NPUMEHEHHUS, B OTHOILIECHUU
KOTOPBIX YCTaHaBJIMBAIOTCS TpeOOBaHMS K OObEMY Taphl, YNAaKOBKE M KOMILJIEKTHOCTH, IE€pEYEHb
JIEKapCTBEHHBIX IPENapaToB JJsl BETEPUHAPHOTO IPUMEHEHUS, B OTHOIIEHUN KOTOPBIX YCTaHABIMBAIOTCS
TpeOoBaHUSI K 00bEMYy Tapbl, a Takke TpeOoBaHMS K OOBEMY Taphl, YMAKOBKE U KOMIUIEKTHOCTHU
JIEKapCTBEHHBIX IpernaparoB Ui MEIUIIMHCKOTO TPUMEHEHHus, TpeOoBaHus K OObEMy Tapsl
JIEKapCTBEHHBIX IMPENapaToB JJi BETEPUHAPHOTO MPUMEHEHUS OINpPEAENsIOTCS COOTBETCTBYIOIIUMU
YIIOJIHOMOYEHHBIMU (heiepalibHBIMU OpraHaMHM MCIIOJHHUTEIBHON BIIACTH B MOPSJIKE, YCTAHOBICHHOM
IIpaBuTenscTBOM Poccuiickoit denepannm.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 4.2 uzmenena c 29 dexabpa 2020 e. - Dedepanvhviil 3akon om 27 dexabpa 2019 2. N 481-D3

CMm. npedvloyuyro pedaKyuio
4.2. OpraHuzaluy, OCYIIECTBISIOUINE MPOU3BOJACTBO (hapMaleBTUUECKON CyOCTaHIMU CIUpTa
STHJIOBOTO (3TaHOJIA) Uil TPOU3BOJCTBA CIMPTOCOJACPXKAIIUX JIEKAPCTBEHHBIX IPENnaparoB, O0sS3aHBI
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OCYILECTBIISITh YYET B MOPSJIKE, YCTAHOBIECHHOM cTaThsiMu 8 U 14 DenepaibHOro 3akoHa OT 22 HOAOpA
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJupoBaHUU IMPOU3BOJICTBA K 000POTA ATHIIOBOTO CIUPTA,
QIKOTOJILHOM W CIIUPTOCOJACPKAIIEH TPOAYKIMH U 00 OrpaHUYCHWH TMOTPeONeHUus (paciuThs)
ankoroybHOM mpoaykiuu". [IpousBoacTBo GapmManeBTHUECKON CyOCTaHIIMKM CIUPTA 3TUIIOBOTO (3TAHOJA)
JIOITYCKAETCSl TOJIBKO OPraHU3alUeH, OCYIIECTBIIAIONIEH MPOU3BOACTBO PEKTU(PUKOBAHHOTO STHIOBOTO
CIMpTa W3 MHUIIEBOTO ChIPbS HAa OCHOBAHMM JIMUEH3MM Ha IPOM3BOJACTBO 3TWJIOBOTO CHOUPTA IS
NPOM3BOJICTBA (papMaleBTUYECKON CyOCTAaHIIMM CHOUpPTAa OSTWIOBOTO (3TaHONA) B COOTBETCTBHU C
tpeboBanusimMu  DenepanbHoro 3akona ot 22 Hos0ps 1995roma N 171-®3 "O rocymapcCTBEHHOM
pEeryIupoOBaHUM TPOU3BOACTBA W 000pOTa STWJIOBOTO CIHUPTA, AJIKOTOJBHOM M CIHMPTOCOJEpIKAIICH
OPOAYKIMH U 00 OrpaHMYEHUH NOTpeOIeHUs (PACTIUTHUS) AIKOTOJIbHON MPOAYKIIUU'", METOIOM Pa3BEACHUS
BOZIOM OYMILEHHONW TaKOro HTWJIOBOIO CIHPTa, MPOU3BEACHHOIO [aHHOM OpraHu3aluedl IO MeCTy
OCYIIIECTBIICHUS POU3BOACTBA (papMaIleBTUUECKON CyOCTaHIIMM CIIUPTA STHJIOBOTO (3TAaHOJIA).

Wndopmarius 06 M3MEHEHUAX:

Cmamusa 45 oononnena uacmoto 4.3 ¢ 1 saneaps 2018 e. - Dedepanvruiii 3akon om 29 uronsa 2017 e.
N 278-D3
4.3. NuauBuayalbHble OPEANPUHAMATENIN U IOPUINYECKHUE JUIA, OCYIIECTBISIONINE 3aKyNKy U
UCIIONIb30BaHUE (apMalleBTUICCKONW CYyOCTaHIIMK CIUPTA ITHIOBOTO (3TAHOJIA), a TaKXKe MPOM3BOJICTBO,
U3roToBJIeHHEe U (Wiau) o0OOpOT (32 UCKIIOYEHHEM PO3HHUYHOM MPOJaku) CIHPTOCOACPKAIIUX
JICKapCTBEHHBIX TIPENapaTroB, O00S3aHbl OCYIIECTBISAThH HMX YYeT H JICKIAPUPOBAHUE B TOPSIKE,
yCTaHOBJIEHHOM cTaTbsimu 8 u 14 denepanbHOoro 3akona ot 22 Hosu6ps 1995 roma N 171-®d3 "O
rOCY/IapCTBEHHOM PETyJIMPOBAHUHA TIPOU3BOJACTBA W 00OpOTa ATHIIOBOTO CIUPTA, AJIKOTOJBHOW U
CHUPTOCOEPKAIICH MPOIYKIIMU U 00 OTpaHUYCHUU TTOTPEOIeHUs (PACIUTHSI) aTKOTOJILHON MPOAyKIUu".

Undopmaris 06 n3MEHEHUX:

Cmamuws 45 oononnena uacmoto 4.4 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-@3
4.4. Tlpu npOU3BOJACTBE JIEKAPCTBEHHBIX TpENaparoB s BETEPHUHAPHOTO TMPUMEHEHHS
JIOITYCKAeTCsl WCIOJIh30BAaHUE TPOM3BEICHHBIX JUIS  peanu3anud  (GapMaleBTUYSCKUX CyOCTaHIINH,
BKIIIOUEHHBIX B TOCYIApCTBEHHBIN pPEeCTp JIEKAPCTBEHHBIX CPEJICTB YIIOJIHOMOYEHHBIM (eeparbHbIM
OpraHOM  HCIIOJIHUTENIFHOW  BJIACTH, OCYIIECTBIIIIONIMM  BEICHHWE TOCYJapCTBEHHOTO  peecTpa
JIEKAPCTBEHHBIX CPEICTB IS MEIUITMHCKOTO MIPUMEHEHHSI.
5. 3anpemiaercs MPOU3BOJICTBO:

Wndopmarys 06 H3MEeHEHHSAX:
Ilynkm 1 usmenen ¢ 4 ageycma 2023 2. - @edepanvhuiii 3akon om 24 utons 2023 2. N 341-D3

Cm. npedvloyuyro pedaKyuio

1) nexapCTBEHHBIX CPEJNICTB, CBEACHHUSI O KOTOPBIX HE COAEpKATCS B TOCYTAPCTBEHHOM PEecTpe
JIEKAPCTBEHHBIX CPENCTB [UJII MEIUIIMHCKOTO TPUMEHEHHsS, W (WJIH) TOCYIapCTBEHHOM pPEEeCcTpe
JEKapCTBEHHBIX  CPEACTB Ui  BETEPUHAPHOTO  TMPUMEHEHHs, U (WIM) eAMHOM  peecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro SKOHOMHUYECKOTO CO03a, U (UIU) €IUHOM
peecTpe  3aperMCTPUPOBAHHBIX  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  mpemapatoB  EBpasuiickoro
SKOHOMHYECKOTO COI03a, 32 MCKIIOYCHHEM JICKAPCTBEHHBIX CPEJICTB, MPOM3BOIUMBIX ISl MPOBEACHUS
KJIMHUYECKUX UCCIEAOBAaHUMN WIIH JIJISl SKCIIOPTA;

2) anbcupuIpoBaHHBIX JEKAPCTBEHHBIX CPEJICTB;

3) NekapCTBEHHBIX CPEJCTB O€3 MUIIEH3UN Ha MPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB;

4) JEeKapCTBEHHBIX CPEACTB C HAPYIICHHUEM TIPaBWJI OpPTaHU3AIMH TMPOU3BOACTBA M KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cury ¢ 29 aexabps 2020 r. - @enepanbubiii 3akoH oT 27 aexadps 2019 r. N 481-D3

Wndopmarys 06 M3MEHEHHSAX:
Cm. npedvloyuyro pedaKyuio

Cmamows 45 oononnena nynkmom 6 ¢ 29 oexabps 2020 e. - @edepanvhsiii 3akon om 27 dexabpa 2019 a.

14.09.20233 Cuctema 'APAHT 101/152


http://ivo.garant.ru/document/redirect/10105489/8
http://ivo.garant.ru/document/redirect/10105489/14
http://ivo.garant.ru/document/redirect/10105489/0
http://ivo.garant.ru/document/redirect/71733094/51
http://ivo.garant.ru/document/redirect/10105489/8
http://ivo.garant.ru/document/redirect/10105489/14
http://ivo.garant.ru/document/redirect/72362280/2111
http://ivo.garant.ru/document/redirect/407424588/2
http://ivo.garant.ru/document/redirect/76822715/4551
http://ivo.garant.ru/document/redirect/990941/27485
http://ivo.garant.ru/document/redirect/12171536/0
http://ivo.garant.ru/document/redirect/73355353/381520
http://ivo.garant.ru/document/redirect/77691569/4555
http://ivo.garant.ru/document/redirect/73355353/381521

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

N 481-D3
6) CIHPTOCOIEPKAIMMX JICKAPCTBEHHBIX MPENapaToB IO MECTY OCYIICCTBICHHS IPOU3BOJICTBA
dapManeBTUYECKON CyOCTaHIIMK CIHUPTa STWIOBOTO (3TaHoNa) W (WIM) MO MECTy OCYIIECTBICHHUS
NPOM3BOJICTBA STHUIIOBOTO CITHPTA;

Wndopmarius 06 n3MEHEHUX:

Cmamows 45 oononnena nynkmom 7 ¢ 29 oexaops 2020 e. - @edepanvhsiii 3akon om 27 dexabpsa 2019 a.
N 481-D3

7) dapmaneBTHUECKONW CyOCTaHIIMM CIIUPTa 3THIOBOTO (dTaHONA) W (WJIM) CIHUPTOCOACPIKAIINX
JICKapCTBEHHBIX TMPEMapaToB Ha OCHOBHOM TEXHOJIOTMUYECKOM OOOpYJOBAHWU Uil TPOU3BOACTBA
STUJIOBOTO CIIUPTA, YKa3aHHOM B nyHkTe 1.1 crateu 14.1 denepanbHoro 3akoHa ot 22 Hos0ps 1995 rona
N 171-®3 "O rocygapCTBEHHOM pETyJIMPOBAaHHHM TPOU3BOJCTBA M 000OpOTa ITHIOBOTO CIHPTA,
QJIKOTOJILHOM M CIUPTOCOAEpKAIllled NPOAYKIMM U 00 OrpaHudYeHUHd MoTpedsieHus (pacruTus)

AIKOTOJIBHOM MPOAYKIUH".

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 6 cmamvu 45 nacmosuezo
DedepanbHoeo 3aKOHA BHECEeHbl U3MeHeHUs, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
6. Ilpm BBOIE JIEKAPCTBEHHBIX CPEICTB B TPAXKIAHCKHA OOOPOT YIIOJHOMOUYEHHOE JIUIIO
NIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIISCT MOATBEPKICHUE COOTBETCTBHS JICKAPCTBEHHBIX
CpEICTB TPeOOBAHUSM, YCTAaHOBICHHBIM IMPH WX TOCYIapCTBCHHOW PETHCTpAllid, W TapaHTHPYET, YTO
JICKApCTBCHHBIC CPEJCTBA IPOU3BEICHBI B COOTBETCTBHHM C TPEOOBAHHMSMHU IIPABUII  HAJUICKAIICH
MIPOU3BOJICTBEHHON TTPAKTHKH.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 7 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

7. YIIOTHOMOYEHHBIM JIULIOM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB SIBISETCS €ro padOTHUK,
aTTeCTOBAHHBI B YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (peepalbHbIM OPraHOM HCIHOJIHUTENBHOM BIACTH
NOPSAJKE U UMEIOIINN CTak pabOThl HE MEHEe YeM IIATh JIET B 00JacTHU MPOU3BOJCTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPEJCTB, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO MO OJHOM M3 CHelHaTbHOCTEN
u (W) OJHOMY W3 HalpaBJICHUN TOATOTOBKH: OHOJIOTHS, OHOTEXHOJOTHSA, BETEpUHAPHS,
BETEPUHAPHO-CAaHUTApHAsl OKCIIEPTH3a, KIMHUYECKas MEIULMHA, paJualOHHAas, XUMHYECKas H
Ouosnoruyeckas 3amura, papmanus, GpyHIaMeHTalIbHasg MEIUIMHA, XUMHUUECKasi TEXHOIOT s, XUMHUSL.

Wndopmarys 06 H3MEHEHHSAX:
Yacms 8 usmenena c 1 aneaps 2018 2. - @edepanvuwiii 3akon om 29 utonsn 2017 2. N 278-D3

CMm. npedvloyuyro pedaKyuio

8. Ilpou3BoauTenu JIeKApCTBEHHBIX CPEACTB (32 HUCKIIOUEHUEM (apMalleBTUYECKO CyOCTaHIIUU
CIIUPTa STHUIIOBOTO (3TAHOJIa) MOTYT OCYIIECTBIIATEH POy JICKAPCTBEHHBIX CPEJICTB WM IEPEIaBaTh HX
B YCTaHOBJICHHOM 3aKOHOJIaTeNIbCTBOM Poccuiickoit denepamuu mopsike:

1) ApyruM IPOU3BOTUTEIISM JICKAPCTBEHHBIX CPEJICTB JIJIS TPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aIusM ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMHU;

3) anTeuHbIM OpraHU3alUsSM, BETEPUHAPHBIM alTEYHBIM OPTaHU3AIMSIM, WHIABUIYATHHBIM
OpeIPUHUMATENSIM, UMEIOIIUM JUIEH3UI0 Ha (papMaIeBTUYECKYI0 NEATEeIbHOCTh WM JIMIEH3UIO Ha
MEIMIIMHCKYIO JIeSTSIIbHOCTD;

4) Hay4YHO-HCCIIEIOBATENBCKUM OPTaHU3alUsIM I HAyYHO-UCCIIEI0BATENbCKOM PabOThI;

5) METUIIMHCKUM OpTaHU3aIUsAM U BETCPUHAPHBIM OPTaHU3aIHSIM;

Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 6 usmenen ¢ 13 asecycma 2019 2. - @edepanvuwiii 3akon om 2 aszycma 2019 2. N 297-D3
Cm. npeovloyuyio peoakyuro
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6) opraHuMzalMsAM M UHAUBUAYAIBHBIM NPEANPUHHUMATENSIM, OCYIIECTBISIOIIUM pPa3BEICHUE,
BBIpAILMBAaHKUE U COJIEPKAHHUE KUBOTHBIX (32 UCKIIOUCHUEM IPOAAXH UM (papMaleBTUUECKUX CyOCTaHLUI
WIM UX Tepeaayn);

Wndopmarus 06 H3MEHEHHSX:

Yacms 8 donoanena nynkmom 7 ¢ 1 cenmsaopsa 2023 . - @edepanvhuiii 3akon om 4 aseycma 2023 . N
428-D3
TAPAHT:

HopMaTtuBHBIE TIpaBOBBIE aKThI, COJAEpIKAIINE OOs3aTelbHbIC TPEOOBAHUS W NPUHUMAEMBbIC B IEJISIX
peanu3anuu MoJIOKEHUN MmyHKTa 7 yactu 8 crarbu 45 (B penakuuu denepanibHOro 3akoHa oT 4 aBrycra
2023 r. N 428-®3), BCcTynaroT B CHJIy B YCTAaHOBJIECHHBIC JaHHBIMH HOPMATUBHBIMU TIPABOBBIMH aKTaMH
CPOKH, HO HE paHee 4YeM IO UCTCUEHUHW TPHIALATH THEH mocie JHS O(QUIHUATHHOTO OMyOIHMKOBAHUS
COOTBETCTBYIOIIETO HOPMAaTUBHOTO MPABOBOTO aKTa

7) WCHBITATENLHBIM JTa0opaTopusiM (LIEHTPaM), MPOBOJISAIINM HCIBITAHUS B OOJACTH KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPEJCTB, aKKPEIUTOBAaHHBIM B COOTBETCTBUH C 3aKOHOaTeNIbCTBOM Poccuiickoit
Oenepanyy 00 aAKKPEIUTAIIMU B HAIIMOHATBHON CHCTEME aKKPEIUTAIIHH.

Wuopmarus 06 H3MEHEHHSIX:
Yacmv 9 usmenerna c 1 cenmsops 2023 e. - Dedepanvhuiii 3axon om 4 aseycma 2023 2. N 428-D3

Cm. npeodvloywyro peoakyuio
TAPAHT:

HopMaTtuBHbIE TIpaBOBBIE aKThI, COAEpKallre o0s3aTeNbHbIe TPEOOBAHUS M MPUHUMAEMbIE B ILIEISAX
peanu3ainuu mookeHuit yactu 9 cratem 45 (B pemakunu denepanbHoro 3akona ot 4 aBrycra 2023 r. N
428-d3), BCTYMaOT B CUJIY B YCTAHOBJICHHBIC JAHHBIMU HOPMATHUBHBIMU MPABOBBIMU aKTaMH CPOKH, HO
HE paHee 4YeM [0 WCTEYCHHWH TPUIIATH JHEW T1ocie MAHA OQUIHAIBLHOTO OIYOJMKOBAHHUS
COOTBETCTBYIOIIETO HOPMATUBHOTO MPABOBOTO aKTa

9. TlpowmsBomutenu (apManeBTHUECKOM CyOCTaHIIUU CIHPTAa STUIOBOTO (3TaHOJA) OOS3aHBI
OCYILECTBIIATh peanu3anuio (mepeaayy B YCTAaHOBICHHOM 3aKoHOJATenbcTBOM Poccuiickoit dexnepannn
nopsiike)  (apManeBTHUECKOM  CyOCTaHIIMM ~ COUpPTa  STWJIOBOrO  (3TaHONA)  MPOU3BOAUTENISIM
JICKApPCTBEHHBIX CPEJICTB JIJIsl MPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB, MPOU3BOIUTENSAM (M3TOTOBUTEIISIM )
MEIUIIUHCKUX U3JIEMUHN JUIs TIPOU3BOJCTBA M M3TOTOBJICHUS MEIUIIMHCKUAX U3CTUI B eMKOCTIX 00BEMOM
He Oonee 1 nutpa u (nam) He MeHee 1000 TUTPOB, a OpraHU3alMsIM, YKa3aHHBIM B IIYHKTax 3 - 5 U 7 yacTu
8 HacTOsAIICH cTaThH, B Tape 00beMoM He Oosee 1 muTpa.

Wndopmarys 06 W3MEHEHHSAX:

Cmamows 45 oononnena uacmoio 10 ¢ 29 dexabpa 2020 2. - @edepanvhuiii 3axon om 27 dexabps 2019 2.
N 481-d3
10. Peanmuzammsi (mepemaya B YCTAHOBJIEHHOM 3aKOHONATENhCTBOM Poccuiickoii ®denepanmu
nopsiike) (¢dapManeBTUYECKOW CyOCTaHIIMM CIUpTa HTUJIOBOTO (3TaHOJA) OpPraHM3aLUsAM OINTOBOM
TOPTOBJIN JICKAPCTBEHHBIMH CPEICTBAMH HE JOIMTyCKAETCI.

Wndopmarys 06 M3MEHEHHSAX:

Cmamows 45 oononnena uacmoio 11 ¢ 29 oexabpa 2020 2. - @edepanvhuiii 3axon om 27 dexabps 2019 a.
N 481-D3
11. TlepeBo3ku (hapmarieBTHUECKON CyOCTaHIIMU CIMPTA 3TUIOBOTO (3TAHOJA) OCYIIECTBISIOTCS C
coOuro/ieHreM TpeOOBaHUI, YCTAaHOBJIEHHBIX a03alleM 4eTBepThIM INMyHKTa 3 crathu 9 demepabHOrO
3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pEryJIMpPOBAHUM MPOU3BOJICTBA U
000poTa S3TUJIOBOTO CHHMPTA, AJKOTOJIBHOW M CIUPTOCOAEp)KAIed NPOAYKIMH U 00 OrpaHUYeHUU
noTpebeHus (pacuTHs) aIKOTOJIbHOM MPOTyKIUu'".
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 45 HaCTOAIICTO d)euepanbﬁoro 3aKOHa
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CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm.  IlonmokeHue O  MPOBENEGHHWHM  DKCIEpPUMEHTa IO  MAapKUPOBKE  KOHTPOJHHBIMU
(uneHTU(UKAIMOHHBIMU) 3HAKAMH W MOHUTOPUHTY 32 00OOPOTOM OTIEIbHBIX BHUIOB JIEKAPCTBEHHBIX
MpenaparoB JJisi MEIUIIMHCKOTO MPUMEHEHHUs, YTBEepKACHHOe nocTtanopienueM [IpaButenscrBa PO ot
24 suBaps 2017 r. N 62

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 11 oxmsaops 20102 N 271-®P3 6 uacme I cmamovu 46 nacmosiwe2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. JlekapcTBEHHBIC Mpemaparhbl, 3a UCKIIOUEHHEM JICKApPCTBEHHBIX IMPEIMapaToB, U3rOTOBJICHHBIX
anTeYHBIMM  OPTaHU3ANMUSIMH, BETCPUHAPHBIMH AaNTEYHBIMU  OpPTaHU3AIUSIMH, WHIUBHIYATbHBIMH
NPEANPUHUMATEISIMA, UMCIOIIUMU JIMIIEH3UI0 Ha (papMaleBTUYECKYIO JeSITeIbHOCTD, JOJDKHBI TOCTYIATh
B oOpallieHue, eciu:

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 1 yacmu I cmamvu 46 nacmosiuezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
1) Ha WX MEpPBUYHOW YIIAKOBKE (32 MCKIIOYCHHUEM TNEPBUYHON YIAKOBKU JICKAPCTBEHHBIX
PACTHTENBHBIX TPENapaToB) XOPOIIO YATAEMBIM MIPU(TOM HA PYCCKOM S3bIKE YKa3aHbl HAMMCHOBAaHUE
JICKApCTBEHHOTO Iperapara (Mex/1yHapoIHOe HelIaTeHTOBAHHOE, HITH TPYIITMPOBOYHOE, WK XUMUYECKOE,
WM TOPTrOBOE HAMMEHOBAHNE), HOMEP CEPHH, JaTa BBITyCKa (ISl HMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX
IpernapaToB), CPOK TOJHOCTH, JO3UPOBKA WM KOHIIEHTpAIHs, 00beM, aKkTHBHOCTh B €AMHHUIAX JCHCTBUS
WIH KOJIMYECTBO J103;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 2 wacmu I cmamvu 46 nacmosiuezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

2) Ha UX BTOPUYHOM (MOTPEOUTENHCKON) YIMAaKOBKE XOPOLIO YHUTAEMBIM IIPUPTOM HA PYCCKOM
A3bIKE yKa3aHbl HaMMEHOBAHHUE JIEKAPCTBEHHOTrO Ipernapara (MeXAyHapoJIHOE HEeNaTeHTOBAHHOE, HIIU
TPYNIIIPOBOYHOE, WM XHMHUYECKOE M TOPrOBOE HAaWMEHOBaHUS), HAMMEHOBAaHHE MPOU3BOIUTEIS
JIEKapCTBEHHOTO MpenapaTa, HOMEp CepuH, Jara BbIlycka (JUIs1 MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpernapaToB), HOMEpP PETrUCTPALMOHHOTO YJOCTOBEPEHMS, CPOK TOJHOCTH, CIIOCOO MpHUMEHEHUS,
JIO3MPOBKAa WM KOHLIEHTpAIus, 00beM, aKTMBHOCTb B €IMHHMIAX AEUCTBHS JIMOO KOJMYECTBO /103 B
yIIaKOBKE, JIEKAPCTBEHHAs (popMa, YCIOBUS OTITYCKA, YCIOBHS XpaHEHUsI, IPELyNPEAUTEIbHbIE HAAMHUCH.

Wndopmarys 06 n3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 @ uacmv 2 cmamvu 46 nHacmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

2. ®apMaieBTHYECKHE CYOCTaHITUU JOJDKHBI TOCTYIATh B OOpalieHue, eciu Ha WX MEePBUYHOU
YITAKOBKE XOPOIIIO YUTaeMbIM IIPU(PTOM HA PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBaHUE (apMalleBTUUECKOM
cyOcTaHmuu (MEXIyHApPOIHOE HEMATeHTOBAHHOE, WM TPYNIHUPOBOYHOE, WM XHMHUUYECKOE M TOPTOBOE
HAaUMEHOBAHMSI), HAUMEHOBAHUE MPOU3BOIUTENS (hapMalleBTUUECKON CyOCTaHIIMU, HOMEpP Cepur U JaTta
W3TOTOBJICHHS, KOJTUYECTBO B YIIAKOBKE M €IUHUIIBI U3MEPEHHs KOJUYECTBA, CPOK TOJHOCTH M YCIOBUSA
XpaHEeHHUs.

3. JlexkapcTBEHHBIE CpEJCTBA B KauyeCTBE CHIBOPOTOK JIOJDKHBI TOCTYINATh B OOpalieHue ¢
YKa3aHUEM KHUBOTHOT0, U3 KPOBH, TJIa3Mbl KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHM MOJTYUYEHBI.

4. Ha BTOpruHYyIO (MMOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPECTB, MOTYYECHHBIX U3 KPOBH,
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1J1a3Mbl KPOBU, OPTaHOB U TKaHEH 4YeloBeKa, JOJKHA HAHOCUThCA Haanuch: "Anturena k BUU-1, BUY-2,
K BUpycy renaruta C 1 MOBEPXHOCTHBIM aHTUTEH BUpYyca renaruta B oTcyTcTByroT".

5. Ha  mnepBuuHyr0  ymakOBKy H  BTOPHUYHYIO  (TOTPEOUTENBCKYIO)  YHAKOBKY
paarodapMareBTHIECKUX JIeKAPCTBEHHBIX CPECTB JOJKEH HAHOCUTHCS 3HAK paJualliOHHOMN OIMacHOCTH.

6. Ha BTOpruHyto (MOTpeOUTENBCKYI0) YIIAKOBKY MOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
NOJDKHA HAHOCUTHCS Haamuck: "['oMeonaTnueckuii".

7. Ha BropuuHyro (HOTpPEOMTEIbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX DPACTUTEIBHBIX IPEapaToB
JIOJKHA HAHOCUTHCS HaaKCh: "[Ipoaykius nponuia paaualmOHHbIA KOHTPOJIb' .

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 8 cmamou 46 nacmosweco
DedepanvbHo20 3aKOHA 8HEeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

8. Ha mnepBuuHyi0 ymakoBKy (€cCid MJisi 3TOrO CYIIECTBYET TEXHHMUYECKas BO3MOXKHOCTb) U
BTOPHYHYIO (TIOTPEOUTENIbCKYIO) YIMAKOBKY JIGKAPCTBEHHBIX MPENapaToB, MPEAHA3HAYCHHBIX IS
KJIMHUYECKUX UCCIEA0BaHUH, 10JKHA HAHOCUTBCA HAAMUCh: "JIJIsl KTMHUYECKUX HCCIIeJOBaHUMI" .

9. VYnakoBka JEKapCTBEHHBIX CpPEICTB, MPEAHA3HAYEHHBIX HWCKIIOYUTEIBHO [UIsI SKCIOPTa,
MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHHUSIMH CTPAHbI-UMIIOPTEPA.

10. Ha TtpancnopTtHyto Tapy, KOTopas HE MpeJHa3HaueHa Jid MOTpeOuTeneil U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPENCTBO, JOJDKHA HAHOCUTHCS HHGOpMalus O HAUMEHOBAaHUH, Cepuu
JIEKapCTBEHHOI'O CpEJCTBA, JaTe€ BBINYCKA, KOJWYECTBE BTOPUYHBIX (MOTPEOUTENIBCKUX) YHIAKOBOK
JICKapCTBEHHOT'O CPEJCTBA, MPOM3BOAUTENE JIEKAPCTBEHHOTO CPEJCTBA C YKa3aHHMEM HAUMEHOBAaHUS U
MECTOHAXOXIECHUSI MPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA (aapec, B TOM YHCIIE CTpaHa U (WJIH) MECTO
MPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKXKE O CPOKE TOJAHOCTH JIEKAPCTBEHHOT'O CPEJCTBA U 00
YCIOBUSIX €0 XPaHEHUsS U MEPEBO3KU, HEOOXOAUMbIE MPEAYIPEAUTEIbHbIE HAAIUCH U MAHUITYJIATOPHbIE
3HAKH.

11. Ha nepBHYHYyIO YNaKOBKY W BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHBIX
CpPEeACTB [UIsl BETEPUHAPHOIO MPUMEHEHUs JODKHA HAHOCUTbCS Haanuch: "Jlns BeTepuHapHOro
npUMeHeHus".

12. Ha BropuyHyto (TOTpeOUTENBCKYIO) VYIAKOBKY JIEKAPCTBEHHOTO TIperapara HaHOCUTCS
HITPUXOBOH KOJ.

TAPAHT:

CwMm. KOMMCHTApHHU K CTAThC 46 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axkoHom om 6 Oexkabpsa 2011 2. N 409-D3 6 naumenosanue 2nagvl 9 Hacmosue2o
DedepanbHo20 3aKOHA 8HECeHbl USMEHEHUs, GCMYNalowue 6 CUIy no UCMeyeHuu mpuoyamu OHel nocie
OHsL 0puyuanbHo20 0nyoIUKO8aAHUS HA368aHH020 DedepanlbH020 3aKOHA

Cm. mekcm HAUMEHOBAaHUS 8 NPedblOyuel peoaKyuu

I'maBa 9. BBo3 siekapcTBeHHBIX cpeacTB B Poceniickyio ®denepanuio 1 BbIBO3 JIKAPCTBEHHBIX
cpeacrts u3 Poccuiickoii Penepaunu

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3akoHom om 6 oexkabpsa 2011 2. N 409-D3 6 naumernosanue cmamou 47 Hacmosuje2o
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUsl, Cynaowue 8 CUIy NO UCeYeHUuU mpuoyamu OHel nocje
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm HAUMEHOB8AHUSA 8 NPeObLOYUel pedaKyuu
Crarba 47. Ilopsnok BBO3a JIEKapCTBEHHBIX CpelAcTB B Poccuiickyro denepaunio M BbIBO3a
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JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepanmnu

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 47 nacmoswezo
DedepanbHoe0 3aKOHA BHECEHbl UBMEHEHUs, GCMYnarwjue 8 CUuLy no ucmedeHuu mpuoyamu OHetl nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. BBo3 nekapctBeHHBIX cpeAcTB B Poccuiickyro Denepanuio OCYIIECTBISAECTCS B MOPSJKE,
ycraHoBlieHHOM [IpaButensctBom Poccuiickoir ®Depepaimd, B COOTBETCTBUM C  TaAMOMKEHHBIM
3aK0HOJ1aTeTLCTBOM TamoxeHHOTO coro3a B pamkax EBpA3DC (nmanee - TaMOXeHHBIH COXO3) U (HIIN)
3aKoHoJaTensLcTBOM Poccuniickoi denepatn 0 TaMOKEHHOM JIEIIE.

Wndopmarus 06 H3MEHEHHSIX:
Yacmo 2 usmenena c 28 oexabps 2019 e. - Dedepanvrviii 3axon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio
2. BBosumbie B Poccuiickyto Deneparuio JieKapcTBEHHBIE CPEIICTBA JOJKHBI COJEPKATHCS B
rocy1apCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/ICTB.

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 3 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL OpuyuanbHo20 onyoIUKOsanus HazsanHo2o PedepaibHo20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3. Homyckaercst BBo3 B Poccuiickyto @enepanuio KOHKPETHOW MapTUMU 3aperMCTPUPOBAHHBIX U
(M)  He3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX ~ CPEJCTB, IpEIHA3HAUYEHHBIX JUId  IPOBEIEHUS
KJIMHUYECKUX HCCIIEI0OBAaHUI JIEKapCTBEHHBIX IIPENapaToB, IMPOBENEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX
CPEACTB Il OCYLIECTBJIEHHsS] TOCYyJapCTBEHHON PpErucTpalyy JIEKapCTBEHHBIX NpenapaToB WIW JAJs
OKa3aHUs MEIUIMHCKOM MOMOIIM MO >KM3HEHHBIM MOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUHU
paspelleHus, BbIJIAHHOTO YIOJIHOMOYEHHBIM (eiepaJbHbIM OpPraHOM HCIOJHUTENIBHOM BIAcTH IO
3asBJICHUSAM JIML, YKa3aHHbIX B cTarbe 48 Hactosuero ®denepanpbHoro 3akoHa. PaccMoTpeHue Takoro
3asBJICHAS M IPUHATHE pEHIEHHs O BbIJA4Ye pa3pelleHUs Ha BBO3 KOHKPETHOW IAapTHUHU
3aperuCTPUPOBAaHHBIX U (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEIHA3HAYCHHBIX AJIS
IPOBEJCHUS KJIMHMYECKHUX MCCIENOBAHUN JIEKAPCTBEHHBIX IIPENapaTtoB, IMPOBEACHUS OSKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JUIA OCYIIECTBJIEHUS TOCYJAapCTBEHHONM pPETHUCTPAallUU  JIEKApCTBEHHBIX
IpenapaToB WM JUId OKa3aHUs MEAMIMHCKONM IOMOLIM IO JKM3HEHHBIM ITOKa3aHUSM KOHKPETHOTO
nanueHTa aub0 o0 oTKa3e B BblJIay€ YKa3aHHOTO Pa3pelIeHUs] MPOU3BOASTCS B CPOK, HE MPEBBILIAIOIINMA
nsaTH pabouux aHel. [Inara 3a Belgauy yKa3aHHOIO pa3pelieHus! He B3UMaeTcs.

Wndhopmarust 06 n3MEHEHHSX:

Cmamuws 47 donoanena wacmoio 3.1 ¢ 1 mapma 2020 e. - Dedepanvrviii 3axkon om 27 dexaops 2019 e. N
475-D3

T'APAHT:

[Tonoxenus yactu 3.1 npumenstores 10 31 nekadps 2023 .

3.1. lonyckaercs BBO3 B Poccuiickyto denepannio KOHKPETHON MapTHUH HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MpPenapaToB, COAEPKAIIUX HAPKOTUYECKHE CPEJCTBA WM TCUXOTPOIHBIE BEIIECTBA, B
nopsiike, ycraHoBieHHOM IlpaButenscTBoMm Poccuiickonn ®enepaumu, g OKa3aHUsS MEIULIUHCKON
MOMOIIY IO >KM3HEHHBIM MOKA3aHUSIM KOHKPETHOIO MAIlME€HTA WJIW TPYIIbI MAIMEHTOB B CIIy4ae, €CIu
UMeeTCsl pelIeHHe BpadyeOHOW KOMHCCUM METUIIMHCKOW OpraHm3aimuu O Hed(Q(HEKTHBHOCTH WIH
HEBO3MOYXHOCTH TPUMEHEHUS y KOHKPETHOIO TMallMeHTa HWHBIX 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJEPKaIUX APYrue IASHCTBYIONINE BEHIECTBa, U O HEOOXOIMMOCTH BBO3a
ONPEACTICHHOTO HE3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara ¢ yKa3aHHEM €ro MEXIyHapOJIHOTO
HEMaTeHTOBAaHHOTO (WJIM XUMHYECKOTO, WM TPYNIHUPOBOYHOIO) HAMMEHOBaHUsA, (OPMBI BBITyCKa H
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kosmyectBa. Ilepeyenp 3abosieBaHUil M COCTOSIHMA M COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX IpPENapaToB,
COJIepKalIuX HApKOTUYECKUE CPECTBA U IICUXOTPOIIHBIE BELIECTBA, B LEJSAX OCYILECTBICHHUS UX BBO3a B
COOTBETCTBUH C TpEeOOBAHMSMHU HACTOAIICH YACTH YTBEPXKAAETCS YIOJIHOMOYECHHBIM (heepaabHbIM
OpPraHOM HCIIOJHUTEIBHON BIIACTH.

Wndopmarius 06 n3MEHEHUX:
Yacms 3.2 usmenena c 1 aunsapsa 2023 a. - @edepanvhuiii 3axon om 19 dexabps 2022 2. N 519-D3

CMm. npedvloyuyro pedaKyuio

3.2. do 31 nmexabps 2024 roma momyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit dexepaunu u
obpamenue B Poccuiickoit dexpepanuu ¢ yd4eToM OCOOEHHOCTEH, yCTaHOBJICHHBIX IIpaBUTEIHCTBOM
Poccuiickoit ®@enepaunu, 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB Il MEAULHUHCKOIO
NPUMEHEHHUS B YIAKOBKaX, MpeJIHa3HaYeHHBIX JJIsi 0OpalleHus B MHOCTPAHHBIX TOCYAApCTBax, B CiIydae
neQeKTypbl JIEKapCTBEHHBIX IPenapaToB MM pHCKa €€ BO3HUKHOBEHHS B CBA3H C BBEJICHHEM B
otHouieHuu Poccuiickoit degepanuu OrpaHUYUTEIBHBIX MEP SKOHOMHYECKOTO XapaKTepa MpH YCIOBUU
COOTBETCTBUSI BBO3UMMBIX JICKAPCTBEHHBIX TMIPEMApaToB TPEOOBAHUSM, YCTAHOBJICHHBIM TIPH UX
pEerucTpanuu, 3a UCKIOYeHHEeM TpeOOBaHUI K MEPBUYHOM YIAKOBKE, BTOPUYHON (MOTPEeOUTENIHCKON)
YIIaKOBKE, a TaKKe MpPH HAIMYMM Ha BTOPHUYHON (MOTPEOMTENHCKOH) YMAKOBKE JIEKApCTBEHHBIX
IpenapaToB, HAXOASIIMXCS B OOpAalllEeHUHU, CAMOKJIESIIEHCS 3TUKETKH, CoJepKalie HHGOpMalHU o
JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 4 cmamvu 47 nacmosuezo
DedepanbHoeo 3aKOHA BHECEHbl UBMEHEHUS, GCynarwue 6 CUuLy no ucmedeHuu mpuoyamu OHell nocjie
OHA 0huYUaAIbLHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
4. B Poccuiickyro Penepanyro MOKHO BBO3UTh JICKAPCTBEHHBIE CPEACTBA, KayeCTBO KOTOPBIX
HOJTBEPXKIEHO CEPTUPUKATOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB, YIOCTOBEPSIOLUINM COOTBETCTBUE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEJICTB TPpeOOBaHUAM (papMaKOIEHHBIX cTaTeil 1100 B ciy4yae UX OTCYTCTBHS
HOPMAaTUBHOM TOKYMEHTAllMU WJIX HOPMaTUBHOTO JOKYMEHTA.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 5 cmamvu 47 Hacmosuje2o
DedepanbH020 3aKOHA 8HECeHbl USMEHEHUs, GCMYyNnalowue 6 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHsL 0puyuanbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
5. 3ampemaercs BB0o3 B Poccuiickyto ®enepannio QanbcuUIUPOBaHHBIX JIEKApPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wndhopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 6 cmamvu 47 Hacmosuezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 6 CULY N0 UCHEeYeHUU mpuoyamu OHell nocie
OHS OQPUYUATILHO2O ONYONUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

6. ®danpcuduEpoBaHHBIC JEKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CPEIICTBA MOAJIEKAT UIBSATUIO U TIOCTEAYIONIEMY YHUUYTOXKEHUIO UK BBIBO3Y U3 Poccuiickoit deneparum,
KOHTpa(aKTHBIE JICKAPCTBCHHBIEC CPEJICTBA - U3BATHIO M IOCIICAYIONEMY YHHUTOKEHUIO. YHIUTOXKCHHE
win  BbIBO3 13 Poccuiickoit @enepanuu  panbcuUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEJOOPOKAYECTBCHHBIX ~ JIGKAPCTBEHHBIX  CPEJICTB,  KOHTpa(aKTHBIX  JICKAPCTBEHHBIX  CPEACTB
OCYIIECTBIISIETCS 3a CYET IIMIA, OCYIIECTBUBIIETO WX BBO3. [lOpsIOK YHUYTOXKEHHUS U3BATHIX
danbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(akTHBIX IEKAPCTBEHHBIX CPEACTB ycTaHaBnuBaetcs [IpaBurensctBom Poccuiickoit deneparuu.

Wudopmanust 06 U3MEHEHHUSX:
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Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 7 cmamvu 47 nacmosiwezo
DedepanbHoeo 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNAIowue 6 CULY N0 UCHEeYeHUU Mpuoyamu OHell nocie
OHSL 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
7. Jluna, ocymecTBistomue BBo3 B Poccuiickyro ®enpepanuio  danbCUUIIMPOBAHHBIX
JCKapCTBEHHBIX  CPEJACTB,  HEAOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB,  KOHTpa(aKTHBIX
JICKapPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUHU C TAMOKEHHBIM 3aKOHOJATEILCTBOM
TamoxkeHHOro coro3a U (Mn) 3akoHo1aTesibeTBoM Poccuniickoit denepanyy 0 TAMOKEHHOM JIEJIE.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 6 uacmev 8 cmamvu 47 nacmosue2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
8. BbIBO3 JIeKapCTBEHHBIX cpecTB u3 Poccuiickoit denepaiiuu oCyIIecTBIsIeTcs: 0e3 MPUMEHEHUS
OTPaHWYCHUHN, YCTAHOBJIICHHBIX TAMOXXEHHBIM 3aKOHOJATEILCTBOM TaMOXXEHHOro cor3a u  (HiH)
3aKOHOJATeNLCTBOM Poccuiickori denepanuu 0 TOCYAapCTBEHHOM pPETyJIUPOBAHHM BHEIIHETOPTOBOM
JESTCIILHOCTH.

Wndopmarys 06 n3MEHEHHSAX:

Cmamws 47 dononnena wacmoio 9 ¢ 29 nosops 2019 2. - @edepanvusiii 3akon om 28 nosops 2018 e. N
449-D3
9. BBoa B rpakIaHCKHii 000POT JIGKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUS,
BBE3CHHBIX B Poccuiickyro denepanuio, oCymecTBIseTCS ¢ COONM0ICHHEM TpeOOBaHUM, YCTAHOBICHHBIX
crarbeil 52.1 Hacrosmero PeaepanbHOro 3aKOHa.

Wndopmarys 06 n3MEHEHHSAX:

Cmamuws 47 dononnena uacmoio 10 ¢ 1 cenmsaops 2023 2. - @edepanvhwiii 3axon om 2 uons 2021 . N
317-P3
TAPAHT:

HeiictBue mosoxeHudd yactu 10 He pacmpocTpaHsieTCs Ha CEpPHH JIEKAPCTBEHHBIX MPENaparoB IS
BETEPUHAPHOTO NMPUMEHEHHUs, BBEJICHHbIE B IpaKIaHCKUI 000poT Ha Tepputopuun PO no 1 ceHTs0ps
2023 1.

CepI/II/I JICKApPCTBCHHBIX NPCapaToB JJIA BETCPUHAPHOI'O0 IPUMEHCHUS IMOJICKAT XPAHCHUTIO, IICPCBO3KCE,
OTITYCKY, peaJiu3alinu, repeaade, MpUMEHEHHIO 0 UCTEUEHUsI CPOKa UX TOJTHOCTH
10. BBoa B rpakJaHCKUN 0OOPOT JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHUS,
BBE3EHHBIX (TIepeMelieHHbIX) B Poccuiickyro denepaliuio, OCymecTBIsSIETCs ¢ COOI0ICHHEM TPEOOBaHMI,
YCTaHOBJIEHHBIX cTaThel 52.2 Hactosmero deaepalbHOro 3aKOHa.
TAPAHT:

CM. koMMeHTapuu K cTathbe 47 HacTosero denepalbHOT0 3aKOHA

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 6 dexabps 2011 2. N 409-D3 ¢ cmamvio 48 nacmosweco Dedepanvroco
3aKOHA 6HEeCeHbl U3MEHeHUs, 6CMYnamwue 6 CUuly No UCmedeHuu mpuoyamu oOuel nocie OHs
opuyuanvHozo onyoIuKosanus HazeanHo2o PedepanbHo2o 3aKoHa

Cm. mexkcm cmambvu 8 npedvloyujeli peoaKyuu
Crarba 48. HOpunuueckue Inuila, KOTOPHIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro
JlekapcTBeHnHble cpenctBa B Pocculickyro denepannto MOryT BBO3UTh:
1) mnpousBoAUTENH JIEKAPCTBEHHBIX CPEACTB Uil IieJiell  COOCTBEHHOTO IPOW3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;
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2) WHOCTpaHHbIE pPa3pabdOTUYUKHU JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIC IPOU3BOAUTENN
JIEKaPCTBEHHBIX CPEJICTB WIU JAPYrue IpUIUYECKHE JHIa M0 MOPYUYECHUI0 pa3padoTunKa JIeKapCTBEHHOTO
CpEICTBA AJIs IPOBEIEHUS KIMHUYECKHMX HCCIIEJOBAHMM JIEKAPCTBEHHOIO IpernapaTa, OCYLIECTBICHMUS
roCcy/IapCTBEHHON PErUCTPALMU JIEKaPCTBEHHOT'O MIpernapaTa, BKIIOUeHUs (papMalieBTHUeCKON CyOCcTaHI[UU
B FOCYJapCTBEHHBIN PEecTp JIEKapCTBEHHBIX CPEACTB, KOHTPOJISI KayeCTBa JIEKAPCTBEHHBIX CPEACTB IIPU
HAJIMYUU pa3pellieHuss YMOJHOMOYEHHOTro (eepalbHOr0 opraHa HUCHOJHUTENbHON BIAacCTH Ha BBO3
KOHKPETHOMN IapTUH JIEKAPCTBEHHBIX CPE/CTB;

3) opranuzanuy ONTOBON TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMH;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axkonom om 2 wuwona 2013 2. N 185-@3 6 nywkm 4 cmamou 48 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl U3MeHeHUsl, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 2.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
4) HaAy4YHO-HCCIICJIOBATEIIbCKAE OpraHW3alMy, O00pa3oBaTElbHBIC OPraHWU3allMM  BBICIIETO
o0pa3oBaHUs, MPOU3BOJUTEIIN JICKAPCTBEHHBIX CPEJACTB I Pa3paOOTKH, HWCCIICIOBAHHMN, KOHTPOJIS
0e30macHOCTH, KauecTBa, dS()()EKTUBHOCTH JICKAPCTBCHHBIX CPEICTB TMPH HAJTUYUU  pa3peIICHUs
YIIOJIHOMOYEHHOTO (heZepalbHOTO OpraHa UCIIOIHUTEIHHON BIIACTH;

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim s3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmoswezo
DedepanbHoc0 3aKOHA BHECEHbL USMEHEHUS.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
5) MEIMIIMHCKKIE OpraHU3allui, HHbIC YKa3aHHbIC B ITYHKTaX | - 4 HACTOSIIECH CTaThH OpraHU3aluu
JUTSL OKa3aHUsI MEIUIIMHCKON ITOMOIIY I10 KU3HEHHBIM MOKA3aHUSIM KOHKPETHOTO IMAallMeHTa MPH HATHIUU
pa3penieHusl YIOJIHOMOYCHHOTO (eiepalibHOTO OpraHa HMCIIOJIHUTEILHOW BIIACTH HA BBO3 KOHKPETHOU
NapTUH JICKAPCTBEHHOTO TIperapara, BBIAHHOTO B YCTAHOBJICHHOM TNOpsAKe B (OpME IJIEKTPOHHOTO
JOKYMEHTA, MOJAMMCAHHOTO YCUJICHHON KBaU(UIIUPOBAHHOM 2JIEKTPOHHOM MMOAMNUCHIO;

Wndhopmarust 06 n3MEHEHUSX:

Cmamuws 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dekabps 2019 e. N
475-D3

T'APAHT:

[Tonoxxenus mynkTa 6 npumenstoTes 10 31 nexadps 2023 r.

6) rocyapCTBEHHbIE YHUTApHbIE NPEANPUATHS, UMYIIECTBO KOTOPBIX HAaXOAUTCS B (elepaibHOR
coOcTBeHHOCTH, onpeensembie [TpaButensctBoM Poccuiickoit denepannu, B yacTi BBo3a B Poccuiickyro
@denepanvio  HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAapaTroB, COAEPIKALIUX HApPKOTUYECKUE
CpPEICTBAa WU IICUXOTPOIIHbIE BEILIECTBA, JJII OKa3aHUS MEIUIMHCKOM MOMOLIM IO KU3HEHHBIM
MOKa3aHUsIM KOHKPETHOTO INALMEHTa WU TPYNIBl NAMEHTOB B COOTBETCTBMM C 4acThio 3.1 crarteu 47
Hacrosero denepaibHOTO 3aKOHA.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 48 HacTosmero denepabHOTO 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHuim 3akonom om 6 Oexkabpsa 2011 2. N 409-D3 6 naumernosanue cmamou 49 Hacmosueco

DedepanbHoeo 3aKOHA HECEeHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexem HaumenosaHus 6 npedvloyujeli pedaxKyuu
Crarba 49. JlokyMeHThI, IpeACTaBIsIEMbIE B TaMOKE€HHbIE opranbl Poccuiickoin denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpeACTB B Poccuiickyro denepanuro

Wudopmanust 06 U3MEHEHHUSX:
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Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 49 nacmoswezo
DedepanbHoe0 3aKOHA 8HECEHbl USMEHEHUsl, BCIMYNAlowue 6 CULY N0 UCIEeYeHUU mpuoyamu OHell nocie
OHSL 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. Tlpu BBO3e JeKapcTBEHHBIX CpeAcTB B Poccuiickyro ®@enepanui0 B TaMOKXEHHBIE OpPTraHbl
Poccuiickoit denepanuu Hapsay ¢ JOKYMEHTaMU, IIPEACTABICHUE KOTOPBIX IIPEAYCMOTPEHO TAMOKEHHBIM
3aKoHO/aTeILCTBOM TaMOXeHHOro corw3a U (WiIM) 3akoHojaareabcTBoM Poccuiickoit denepauuu o
TaMOKEHHOM JIeJI€, IPEJICTABIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) cepruduxaT HPOU3BOAMUTENS JIEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOMIMI COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O Cpe/ncTBa TpeOOBaHUAM (apmakorneiiHol craTby JHOO B CilIydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIIMH UM HOPMATUBHOIO JOKYMEHTA;

2) paspelieHue YHIOJIHOMOYEHHOTO (elepajbHOro OpraHa HCIOJHUTEIFHOW BJIAcTH Ha BBO3
KOHKPETHOW MapTUH JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAaHOBIEHHBIX uacThio 3 ctarbu 47
HacTosero denepanbHOro 3aKoHa.

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 2 cmamvu 49 nacmoswezo
DedepanbH020 3aKOHA 8HECEeHbl USMEHEHUsl, CMYynalowue 8 CUILy no UCHeYeHuu mpuoyamu OHell nocie
OHA 0huyuarbHo20 0NYOIUKOBAHUS HA36aHH020 DedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. JIOKyMeHTBl, yKa3aHHble B NyHKTax | M 2 yactu | HaAcTOsILEW CTaThbU, MPEICTABISAIOTCS B
TaMOXXEHHbIe opranbl Poccuiickoit denepannu mpu NpuOBITHH JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro
®enepanuro.
TAPAHT:

CMm. komMeHTapuu K ctatbe 49 HacTosiero denepajbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akonom om 29 utonsa 2015 2. N 160-D3 6 naumenoganue cmamou 50 nacmosiue2o
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm HAUMEHOBAHUS 8 NPeOblOYUel PeOaKyuu
Crarbs 50. BB0o3 nekapcTBeHHBIX TmpemnaparoB B Poccuiickyro @Deaepanuio s JTUYHOTO
UCIIONIb30BAaHUSI W WHBIX HEKOMMEpPYECKUX IeJieil, a Take Al HUCIOJIb30BaHUs Ha
TEPPUTOPUHU MEKTYHAPOTHOTO MEIUITMHCKOTO KIacTepa

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3akonom om 6 Oexabps 20112 N 409-P3 6 uyacmv I cmamvu 50 nHacmoswe2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUsl, Cmynaowue 8 CUIy No UCMeYyeHUuU mpuoyamu OHel nocje
OHA 0huyUanIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexcm yacmu 6 npeovioyujeli peoaKyuu
1. JlekapcTBeHHBIE mpemaparbl MOTYT ObITh BBe3eHbl B Poccuiickyiro ®enepanuio 6e3 ydera
TpeGOBaHUH, IPEAYCMOTPEHHBIX yacTsaMu | - 4 crateu 47, ctatbsimu 48 u 49 Hactosmero deaepanbHOro
3aKOHA, €CJIM OHU MPEeJAHA3HAYEHBI JUIS:

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 2 urona 2016 2. N 163-DP3 nynkm 1 uwacmu 1 cmamovu 50 nHacmosiwezo
DedepanbHo20 3aKOHA U3NOHCEH 8 HOBOU PeOaKyul

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
1) AuyHOTO MCHONB30BaHUS (PM3MUECKUMHU JHUIAMH, NMpUObIBIIMMHU B Poccuiickyto ®denepariuio.
IIppy »osrom BBO3 B Poccuiickyto @enepanyio JIEKAPCTBEHHBIX  IPENAparoB, COAEpIKAIIUX
CWIbHOAEHCTBYIOIME U (WIM) SAOBHUTHIE BEIECTBA, BKJIIOYEHHbIE COOTBETCTBEHHO B  CIIHMCOK
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CUJIBHOJICHCTBYIOIIUX BELIECTB JUIA LIEJIEH YroJIOBHOTO 3aKkoHozaTenbcTBa Poccuiickon denepanuu u B
CIMCOK SAJIOBUTBIX BEIIECTB I I1I€JIEM YroJOBHOTO 3akoHojarelbcTBa Poccuiickoit dDepeparuu,
yrBepxkaeHHble 1IpaButensctBom Poccuiickon denepanuu, OCyIIECTBIAECTCS NIPU HAIMYUUA JOKYMEHTOB
(3aBepeHHBIX KOMUI JOKYMEHTOB WJIM 3aBEPEHHBIX BBIIHMCOK W3 HUX), MOATBEPKAAIOIIUX Ha3HAYCHHE
du3MYeCKOMY JIMIy YKa3aHHBIX JIEKAPCTBCHHBIX IMPENapaToB (32 HUCKIIOYCHHEM JICKApPCTBEHHBIX
MpernaparoB, 3aperucTpupoBaHHbiX B Poccuiickoit @eaepanuu u otnyckaembix B Poccuiickoit denepaunn
0e3 perernita Ha JIGKAPCTBEHHBIN mpenapart). [loaTBepxkaaromme JOKYMEHThI (MX 3aBEPEHHBIC KOMHUU WU
3aBepeHHbIC BBIMUCKUM M3 HHUX) JOJDKHBI COJAEPKATh CBEACHUS O HAMMEHOBAHUU U KOJIMYECTBE
HAa3HAUYEHHOI'0 JICKAPCTBEHHOTO TMpernapata. B ciyuyae, ecnum MOATBEPXKAAONIME JTOKYMEHTHI (UX
3aBepeHHbIC KONUHU WJIM 3aBEPEHHBbIE BBIMTUCKUA M3 HHUX) COCTABJICHBI Ha MHOCTPAHHOM S3bIKE, K HHUM
MpPUJIAraeTcs HOTapUaAIbHO 3aBEPEHHBIN MEPEBOJ HA PYCCKUM A3BIK;

2) wucCmoib30BaHUA pabOTHUKAMU  AMIUIOMATUYECKOTO KOpIyca WM  IPEICTaBUTENSIMU
MEKIYHapOAHBIX OpraHu3aluii, aKKpeIuToBaHHbIX B Poccuiickon denepaunu;

3) 5edyeHHs] MAcCCaXMPOB M WICHOB SKUMNAXXeW TPAHCIOPTHBIX CPEICTB, MOE3THBIX Opurag u
BOJIUTEIICH TPAHCIIOPTHBIX CPEACTB, MpUOBIBIIMX B Poccuiickyro denepanmio;

4) neyeHus] yYaCTHUKOB MEXAYHAPOIAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUITUNA U YIACTHUKOB
MEXIYHAPOAHBIX IKCIICIUIINN;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 5 usmenen c 13 aseycma 2019 2. - @edepanvruiii 3axon om 2 aseycma 2019 2. N 297-D3

Cm. npedvloyuyro peoaKyuio
5) 7nedeHMs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300cafax, LUpKaxX, OKeaHapuymax,
nenb(UHApUAX, JICYEHUS IUKUX >KABOTHBIX, MOCTOSHHO WM BPEMEHHO HACEISIONIUX TEPPUTOPHUIO
Poccuiickoit denepanuu, HaxOISAIUXCA B COCTOSHUU E€CTECTBEHHOM CBOOOJBI M HPUHAAISKAIIUX K
BUAaM, 3aHeceHHBIM B KpacHyto xuury Poccuiickoit denepanyu u (MiM) KpacHble KHUTH CYyOBEKTOB
Poccuiickoit @enepanyy, a TakkKe XUBOTHBIX, BBO3UMBIX B Poccuiickyro Denepanuro Ui ydacTUs B
CIIOPTHUBHBIX U 3PEJMIIHBIX MEPOIPUATHUSAX;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 29 wuious 2015 2. N 160-®@3 uyacme [ cmamwvu 50 nacmosweco
DedepanbHo20 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIIOJIb30BAaHUS HA TEPPUTOPUHU MENKTYHAPOIHOTO METUIIMHCKOTO KIIacTepa.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 2 cmamvu 50 Hacmosujeco
DedepanbH020 3A4KOHA 8HECEeHbl USMEHeHUsl, GCmynaowue 8 CUIy No UCMeYyeHUuU mpuoyamu OHel nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexkcm wacmu 6 npeovloyuell pedaxKyuu
2. B cnyuasix, IpelyCMOTPEHHBIX 4acThio 1 HacToslIel cTaThy, AoMyckaeTcsl BBO3 B Poccuiickyro
®denepanuio JIEKapCTBEHHBIX NIPENapaToB, HE 3apEruCTPUPOBaHHbIX B Pocculickon denepauui.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 3 cmamvu 50 nacmoswezo
DedepanbHoeo 3aKOHA BHECEHbl UBMEHEHUs, GCIMYNnarwjue 8 CUuly no ucmederuu mpuoyamu OHeti nocje
OHsL 0puyuanvbHo20 0nyoIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
3. JlexapcTBeHHBIE Npenapathl, NpeJHa3HAYCHHbIE U1 TYMaHUTapHON MOMOIIHM (COASMCTBUS) WU
NOMOIIM IpU YpE3BbIUANHBIX CHUTyalMsX, BBO3ATCA B Poccuiickyro @exepanuio B TOPSKE,
yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoit ®enepanmu. 3anpemraercss BBo3 B Poccuiickyro
®denepalyio He3apeErnCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, IPEAHA3HAYEHHBIX ISl TyMaHUTapHON
MOMOIUIH (CONENCTBUS) WM TIOMOIIIM TP YPE3BbIYAHBIX CUTYaIHX.
TAPAHT:
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Cwm. koMMmeHTapuu K ctathe S0 HacTosimero denepaybHOrO 3aKOHA

Cratbs 51. CoTpyaaudecTBo GeaepalbHOro0 OpraHa UCIOJHUTEIbHON BJIACTH, YIIOJJHOMOYEHHOTO
B 00JaCTH TaMOXXEHHOTO JIeJla, W JPYTHX YIOJIHOMOYEHHBIX (hefepaibHbIX OpPraHOB
UCIIOJTHUTENIbHOM BIIaCTH
1. VYnomnomoueHHsle ¢enepaabHble OpraHbl HCIOJHUTEIBLHONW BJIACTH MPEIOCTABIAIOT B
pacnopsbkeHue  (eaepaJbHOr0 OpraHa HUCHOJHUTENbHOM BIAcTH, YIOJIHOMOYEHHOr0 B o0iacTu
TaMOXXEHHOTO JieJla, TOCYIapCTBEHHBIH pEeecTp JIEKAPCTBEHHBIX CPEACTB, a Takke HH(POPMAIHIO O
BBIIaHHBIX pa3peUIeHUsIX Ha BBO3 KOHKPETHOW TMApTUU JIEKAPCTBEHHBIX CPEACTB B Clyyasx,
YCTaHOBJIEHHBIX 4acThbiO 3 cTtaThu 47 HacTosmero denaepanbHOro 3aKOHa.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamvu 51 nacmosiwezo
DedepanbHo20 3aKOHA 8HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU Mpuoyamu OHell nocje
OHA 0huYUaAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. depepanbHBId OpraH UCIOJIHUATEIBHOW BIIACTH, YNOJHOMOYEHHBIH B OOJIACTH TaMO>KEHHOTO
nena, uHpOpMHUpYeT yKa3zaHHBIE B 4acTH | HACTOSIIEH CTaThbH YMOJIHOMOYEHHBIE (eiepalibHble OpraHbl
WCIIOJHUTEJIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro dDenepanuio M BBIBO3E
JIeKapCTBEHHBIX cpelacTB u3 Poccuiickoit dexepanuu mo GopMe U B MOPSAIKE, KOTOPHIE YCTaHOBIICHBI
[IpaBuTenscTBOM Poccuiickoit denepanum.
TAPAHT:

CMm. kommeHTapuu K ctatbe 51 HacTosmero denepaibHOroO 3aK0Ha

I'nasa 10. ®apmaneBTHYeCKAs 1€ATEIbHOCTD

FAPAHT:

Cm. TocymapcrBennyro mporpammy P® "Pasputne (apmaneBTHUYECKOH W MEAUIIMHCKOMN
npoMsbinieHHocTH" Ha 2013 - 2020 rr., yrBepxaeHHyto nocraHoBieHueM IIpaBurensctBa PO ot 15
anpens 2014 r. N 305

Cratbs 52. OcymiectBieHue (papMaieBTUHIECKOM NeITeTbHOCTH

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHoM om 25 Hoabpa 2013 2. N 317-@3 6 uwacms I cmamvu 52 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. ®apmareBTudeckas JeSTEILHOCTh OCYIIECTBIISIETCS OpraHW3alMsIMUA ONTOBOW TOPTOBIA
JEKapCTBEHHBIMM  CpEJICTBAaMM,  alTeYHbIMH  OpPraHU3aLUsMH,  BETEPUHAPHBIMU  ANTEYHBIMU
OpraHu3aIUsIMH, VH/INBUIYaTbHBIMA MpeIPUHAMATEIISIMH, UMCIOIIUMH ~ JIUIIEH3UIO Ha
(dapMaleBTUYECKYIO0 JI€ATeIbHOCTh, MEAWLUMHCKUMHM OpTraHU3alMsIMM, HMEIOMIMMHU JIMIEH3HI0 Ha
(dapMalleBTUYECKYIO JI€ATEIbHOCTh, M HUX 000COOJEHHBIMU MOJpA3AEICHUSIMH (aMOyIaToOpHsIMH,
GbenpamepckuMu U GenpAmepCcKo-aKyIIepCKUMH yHKTaMH, [IeHTpaMHu (OTAeIeHUIMHU) o01ei BpaueOHON
(ceMeitHOM) TIPAaKTHUKH), PACIIONIOKEHHBIMH B CEILCKUX HACEICHHBIX IYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble  OpPraHM3allMM, W  BETEPUHAPHBIMU  OPraHU3alMsIMM, HMEIOUIMMU  JIMIEH3UIO  Ha
(bapMareBTHYECKYIO IS TeIHHOCTD.
TAPAHT:

CMm. [llomoxxenne O JUIEH3UPOBAHMU  (DapMalEBTUUECKOM  AEATENbHOCTH,  YTBEp)KJIECHHOE
nocraHoBieHueM [IpasutensctBa PO ot 31 mapra 2022 r. N 547

CM. MeTouuecKre yKa3aHMsl 10 OCYIIECTBICHHIO OpraHaMu T'OCYJapCTBEHHON BiacTu cyObekToB PD
NepeAaHHbIX MoJHOMounil PO no nuneH3upoBanuio (papmareBTHUECKOM e TeNbHOCTH, YTBEPKICHHBIE
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npukazoM Munsapasconpa3sutus Poccuu ot 6 nronst 2008 r. N 2631

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 28 anpensn 2023 2. - @edepanvuviii 3axon om 28 anpens 2023 2. N 149-D3

CMm. npedvloyuyro pedaKyuio
TAPAHT:

Yacte 2 B YacTM aKKpEAMTALUH CIELUUATUCTOB B OOJIACTH BETEPUHAPHUU, OCYLIECTBISIOUINX
(bapMareBTUYECKYIO0 JeSITEIbHOCTh M MMEIOIIUX BBHICIIEE WM CpeJHee BeTepuHapHoe oOpa3oBaHueE,
npumensiercs ¢ 1 mapra 2026 r.

2. dusnyeckwe JIMIA MOTYT OCYHIECTBIATH (hapMaIeBTHUECKYIO AEATENbHOCTh NPU HAIUYHH
BBICUIETO0 WJIM cpelHero (apMmaneBTHUECKOro oOpa3oBaHUs M cepTH(]UKaTa clenuanucra oo
IPOMIEHHON aKKpeIUTallMK CHEMAINCTa, BBICHIENO WIM CPEIHEro BETEPUHAPHOIO OOpa3oBaHUS U
cepTudUKaTa CHeuuanucra Ju00 MPOHAEHHOW AaKKpPEIUTALWU CIEIHUaINCTa, a TAaKKe BBICIIETO MU
CpEIHEro MEAMLIUHCKOro o0pa3oBaHus, cepTH(HKaTa cHenuaiucra JIMOO HpOiIeHHON akKpeauTaluu
CHEeNHAINCTAa W JIOTIOJIHUTEIFHOTO TMPO(EeCcCHOHAIBHOTr0 00pa30BaHMs B YAaCTH PO3HUYHOW TOPTOBIH
JeKapCTBEHHbIMM IIpernapaTtaMM JUld MEAWLUHCKOTO IPUMEHEHHs HpU YCIOBUM MX paboThl B
000CO0ICHHBIX TOPA3ISTCHISIX METUIIMHCKUX OpPraHU3aliii, yKa3aHHBIX B YacTy | HACTOSIIEH CTaThH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 52 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undopmarust 06 n3MEHEHUX:

Deoepanvruiti 3akon donoanen cmamveu 52.1 ¢ 29 noaops 2019 e. - Dedepanvrviii 3akon om 28
Hos0psa 2018 2. N 449-D3
Crarbs 52.1. BBox B rpakgaHCKuil 0OOpOT JIEKAPCTBEHHBIX MpENapaToB AN MEAUIIMHCKOIO
MIpUMEHEHUS

1. Ilepen BBOJIOM B TpaKAaHCKHI 000POT KaXI0W CepUH WU KaKJI0W MapTUU MPOU3BEIEHHOTO B
Poccuiickoit deaepaium JeKapCTBEHHOrO Mpenapara JJisi MEAUIUHCKOTO MPUMEHEHHUS, 32 UCKIIOUYEHUEM
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENaparoB, MPOU3BOAUTENh TAKOTO JIEKAPCTBEHHOTO Tpernapara
npeacTaBisieT B (enepalibHbId OpraH HCIOMHUTENBHOW BIIACTH, OCYIIECTBISIOMUN (PYHKIIUU TIO
KOHTPOJIIO ¥ HAA30py B cdepe 3ApaBOOXPAHEHUS, TOKYMEHT MPOU3BOAUTEINS JIEGKAPCTBEHHOTO CPE/CTBA,
MOATBEPKIAOIINNA Ka4eCTBO JIEKAPCTBEHHOI'O IperapaTa, M MOJATBEPKACHUE YIOJIHOMOYEHHOTO JIMIA
MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBHUS JIEKAPCTBEHHOIO TIpemapaTa TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPH €r0 FOCYAAPCTBEHHOW PErUCTPALIVH.

2. Tlepen BBOAOM B TpaXAAHCKHII OOOPOT KaXKIOW CEpUM WM KaXKJIOW MapTHH BBO3HUMOIO B
Poccuiickyro @enepaiuio JIEKapCTBEHHOTO Mpenapara 11 MEIUIMHCKOTO MPUMEHEHNUS, 32 UCKIIFOUEHUEM
UMMYHOOHMOJIOTHYECKUX  JIEKAPCTBEHHBIX  MpEmapaToB, OpraHMU3alMs, OCYIIECTBISIONIas  BBO3
JeKapcTBEHHOro mpemnapara B Poccuiickyto @exnepanuio, MNpeAcTaBiIseT B (QenepalbHblil opraH
UCTIOTHUTENIbHOM  BIIACTH, OCYIIECTBISIOMUN (QYHKIMH 1O KOHTPOIK U Ham3opy B chepe
3/1paBOOXpaHEHUs, CepTU(GUKAT MNPOUZBOJUTENS JIEKAPCTBEHHOTO  CPEACTBA,  YAOCTOBEPSIONINIA
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOTO TpernapaTra TpeOboBaHUsM (apMaKOIeWHO! cTaThH, a B caydae
OTCYTCTBHsI (papMaKOMEHHON CTaThbH TpPeOOBAaHWUSAM HOPMATHUBHOW JTOKyMEHTAIlMH, M TIOJITBEPKICHUE
MPEACTABUTENS OpPraHU3allM, OCYIIECTBISIOUIEH BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro
®denepannio U ynoJIHOMOYEHHOW MHOCTPAHHBIM ITPOM3BOJUTENEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBUSA
BBO3MMOT'O JIEKAPCTBEHHOTO TpernapaTa TpPeOOBAaHUSAM, YCTAHOBIEHHBIM IIPH €ro TOCYJapCTBEHHOMN
pErucTpanyu.

3. Tlopsimok mpeacTaBiI€HUs B COOTBETCTBUM C 4HacTsiMU | U 2 HACTOAILIEH CTaTbU JTOKYMEHTOB U
CBEJICHWH O JIEKQpCTBEHHBIX TMperapaTax, BBOAUMBIX B TPaXIaHCKUH O0OpOT, YCTaHABIMBACTCS
IIpaBurensctBoM Poccuiickoit denepanumn.

4. B OTHOWIEHHWH IMEPBBIX TpPEX CEpUM WM NAPTHH JIEKApCTBEHHOIO Iperapara, BIIEPBbIE
npousBeseHHoro B Poccuiickorn ®enepaunu Wik BHepBble BBO3UMOro B Poccuiickyro depepanuro, B
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denepanbHBIl OpraH UCHOTHUTEILHOW BIACTH, OCYIIECTBISIOMUN (DYHKIIMU 1O KOHTPOJIO U HAA30py B
cdepe 31paBoOOXpaHEHUs, TOTOJHUTEIBHO MPEICTABISACTCS MPOTOKOJ UCHIBITAHUN O COOTBETCTBUH CEPUU
WIM TapTUM JIEKAPCTBEHHOrO TMperapaTta Jisi MEIUIMHCKOTO NPUMEHEHHUsS IOKa3aTesisiM KadecTBa,
MPEeyCMOTPEHHBIM HOPMATHUBHOM JIOKyMEHTalMel (Jajee - MPOTOKOJ HCHBITaHHUM), MPOBOJUMBIX
AKKPETUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOATelILCTBOM Poccuiickoit Denepaiinu 00 akKpeauTaluy B
HAI[MOHAJBHOW  CHUCTEME  aKKpeauTanuu  QenepaJbHbBIMH  TOCYAAPCTBEHHBIMU  OIOIKETHBIMU
VUPSKICHUSMH,  TIOJBEAOMCTBEHHBIMH  (enepalbHOMY  OpraHy  HWCIOJHUTEIIBHON  BJIACTH,
OCylIecTBIsifoIeMy (YHKIMHM TIO BbIpadOTKE W pealu3alii TrOCYyJAapCTBEHHOW TMOJUTUKH U
HOPMAaTHUBHO-TIPABOBOMY DPETYJIUPOBaHUI0O B cdepe 3IpaBOoOXpaHEHUs, M (eAepalbHOMY OpraHy
UCIIOJTHUTENIbHOM BJIACTH, OCYIIECTBISIOUIEMY (YHKIMM 1O KOHTPOJIIO U Haa3opy B cdepe
3npaBooxpaHeHus. [lopsmok BbIaYM yKa3aHHBIMH (eACpaATbHBIMU TOCYIaPCTBEHHBIMU OFOIKETHBIMU
YUPEKICHUSMU JAHHOTO MPOTOKOJIa U pa3Mep IUIaThl 3a €ro BblIavy ycTaHaBiauBaroTcs lIpaButenscTBom
Poccuiickoit @enepanuu.

5. Exxerogno He mo3anee 1 deBpais mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB UM OpPTraHU3alUU,
OCYILECTBJISIIOIIME BBO3 JIEKAPCTBEHHBIX mnpenapatoB B Poccuiickyro denepanuio, OpeACTaBIAIOT B
dbenepanbHbIl OpraH UCHOTHUTENBHOM BIACTH, OCYIIECTBISIOMUN (DYHKIIUU 1O KOHTPOIIO U HAA30py B
cdepe 3ApaBOOXPAHCHHUS, TPOTOKOJ UCIBITAHUHN TOCTYIUBIIETO B TEYCHHUE I0Jla B TPAXKIAHCKUI 000pOT
JICKapCTBEHHOI'0 IpernapaTa KOHKPETHOTO TMPOU3BOAUTENSI (Ha OJHY CEpPUI0 KaXJ0ro TOProBOTO
HAUMEHOBAHHS C YYETOM JICKQpPCTBEHHOW (POPMBI M JTO3UPOBKH), MPOBOJUMEIX AKKPEIUTOBAHHBIMHU B
COOTBETCTBUHM C 3akoHozjarenscTBoM Poccuiickoit ®enepanuu 00 akKpeAWTAlMd B HAIMOHAIBHOMN
CUCTEME aKKPEIUTAI[MHN UCIIBITATEIbHBIMU J1a00paTOpUsMU (LIEHTPAMHU).

TAPAHT:

[Tynkt 6 BcTymaet B cuiny ¢ 28 HOsi0ps 2018 1.

6. IlpousBoauTenu JIEKapCTBEHHBIX CPEICTB WJIM OpPraHU3AlMM, OCYIIECTBISIOIIME BBO3
JIEKapCTBEHHBIX IIpenaparoB B Poccuiickyro denepannio, He MEHEE 4eM 3a OJMH T'OJl 10 IJIAHUPYEMBIX
MIPUOCTAHOBIICHUSI WJIM TPEKpaLEHUsT MPOU3BOJCTBA JIEKAPCTBEHHBIX IIPENapaToB WM HMX BBO3a B
Poccuiickyro ®enepaumio yBeIoMJIAIOT 00 3TOM (enepalbHbI OpraH HCIOJHUTENbHON BJIACTH,
OCYIIECTBISIONMUN (PYHKIIMH MO KOHTPOIIO U HAA30py B cdepe 31paBooXpaHeHus U (enepanbHblil opran
WCIIOJTHUTEIIbHOW ~ BJIACTH,  OCYIIECTBIAIOMIMN  (QYHKIMH TI0  JIMIICH3UPOBAHUIO  IPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakaaHCKuil 000OpOT KaXKIAOW CEpUM WM KaKJOW MapTHM UMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI'0O Ipernapara, rmpousseaeHHoro B Poccuiickoit denepanuu unm BBo3uMoro B Poccuiickyro
@denepalvio, OCYIIECTBISETCS Ha OCHOBAaHMM pa3pelleHUs, BBLIAHHOTO (eaepaabHbIM OPraHoM
UCTIOTHUTENIbHON  BIACTH, OCYIIECTBISIONMM (YHKIMM TIO KOHTPOIIO M Haa3opy B cdepe
3/IpaBOOXPAHEHUS, HAa OCHOBAaHWU BBIJAHHOTO (eaepPATbHBIMA TOCYJAPCTBEHHBIMH OIOKETHBIMU
YUPEKIACHUSIMU, YKA3aHHBIMU B 4acTU 4 HACTOAIIEW CTAThH, 3aKIIOUYEHHS O COOTBETCTBUU CEPUU WIIU
NapTUd UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tpernapara TpeOOBaHUSM, YCTAaHOBJIEHHBIM TIPH €Tr0
rocy/apcTBEHHOU peructpanuu. [lopsaok BblAauu paspelieHus Ha BBOJA B TPaKIAHCKUN 00OpOT cepuu
WJIU TTAPTUU KIMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapara, a Takke MOpsSA0K BhIIAYH YKa3aHHOTO
3aKJIIOYEHUs M pa3Mep IUIaThl 3a €ro Bblgauy ycraHasinupatoTcs IlpaButenbctBom Poccuiickoit
denepanuu.

8. 3a HempeAcCTaBlI€HUE WM HECBOEBPEMEHHOE MPEJCTABICHUE JOKYMEHTOB M CBEJICHUH,
IIPEAYCMOTPEHHBIX dacTsMu 1, 2, 4, 5 1 6 HACTOAIIEH CTaThbH, TPOU3BOAUTEINN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYIIECTBISAIOIIME BBO3 JIEKAPCTBEHHBIX NpenaparoB B Pocculickyro denepanuro, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanum.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 9 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexadps 2019 2. N 475-D3

Cm. npedvioywyio pedaxyuro
9. IlpencraBneHue TOKYMEHTOB U CBEACHHUH, MPEIyCMOTPEHHBIX yacTsMu |, 2 m 4 Hacrosuiei
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CTaTbW, W IIOJIYYEHHE IPEAYCMOTPEHHOI'O YacTbIO 7 HACTOSALIEM CTAaTbU pa3pellieHuss Ha BBOJ
UMMYHOOHMOJIOIMYECKOIO JIEKAPCTBEHHOI'O IIpenapaTa B TIPaKAAaHCKUH 000poT He TpelyrTcs B
OTHOLIEHUM JIEKAPCTBEHHBIX IIPENapaToB, MpPEAHA3HAUYEHHBIX I  IIPOBEIEHUS  KIMHUYECKUX
MCCIICJIOBAHUM JIEKAPCTBEHHBIX IIPENAapaToB, IPOBEACHUS HKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB Ul
OCYILIECTBIIEHUsI I'OCYJAapCTBEHHON DPETUCTpALMU JIEKAPCTBEHHBIX IIPENApaToB, a TAaKK€ B OTHOLICHUH
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, NPEAHA3HAYECHHBIX UI1 OKa3aHHUS MEIULMHCKOU
IOMOIIU IO >KU3HEHHBIM I10KAa3aHMSIM KOHKPETHOIO IallME€HTa WM TPYIIbl MAllMEHTOB, BBO3HMBIX B
Poccuiickyro ®@enepanuto B COOTBETCTBUU C uacTsivd 3 U 3.1 crateu 47 Hactosiero deaepaibHOTO
3aKOHa.

10. IIpu BBIABIEHMM B IPa)KJIaHCKOM 00OpOTE CEpUM WM MAPTHM JIEKApCTBEHHOIO Ipernapata,
JOKYMEHTbl U CBEJIEHUS O KOTOPbIX, NPEAyCMOTpeHHble dacTaMu |, 2 ¥ 4 HacTosIed CTaTbu, HE
npeACTaBieHbl B (efepalibHbli OpraH MCIOJHHUTEIbHON BJIACTH, OCYIIECTBISIOIIMN (QYHKIMH 110
KOHTPOJIIO U HAa30py B cdepe 3ApaBOOXpaHEHHUs, JTUOO CEepUM HIM MAPTHH UMMYHOOHOJIOTHYECKOTO
JeKapCTBEHHOTO IIperapara, HE HUMEIOIIUMX pa3pellieHuss Ha BBOA B TIpaxJaHCKuUM  000poT,
IPEIYCMOTPEHHOTO 4YacThbi0 7 HACTOALICH CTaTbH, (enepaiabHbIi OpraH HCIOJHUTEIBHON BIIACTH,
OCYLIECTBIAIOUIMM (YHKIMU 10 KOHTPOJIO M HaA30py B cdepe 3ApaBOOXpPaHEHHUs, B HOPsJKe,
ycranosieHHOM IIpaButensctBom Poccuiickoii ®Penepanyu, NPUHUMAET PEIIEHHE O IIPEKpalleHUH
rpakJJaHCKOro 000pOTa TaKUX CEPUU WIIM MAPTUH J10 NMPE/ICTaBICHUS YKa3aHHbBIX JOKYMEHTOB U CBEJCHUN
A100 MOJYYEHUs YKa3aHHOIO pa3pelleHusl.

Undopmarist 06 n3MEHEHUX:

DeodepanvHulil 3aKk0H donoaner cmamvel 52.2. ¢ 1 cenmsaops 2023 2. - Dedepanvhbiii 3akon om 2 uiojis
2021 2. N317-@3

T'APAHT:

JlelicTBHE TOJOKEHUHN CTaThbU 52.2 HE PaclpOCTPaHSIETCs HA CEPUM JIEKApCTBEHHBIX NPENaparoB IS
BETEPUHAPHOTO MPUMEHEHUs, BBEJICHHbIE B IPAXKAAHCKUH 000poT Ha Tepputropuu PD 1o 1 ceHtsdps
2023 r. Cepunm Takux JEKapCTBEHHBIX IIPEMapaToB IMOJJIEkKAT XPAHEHUIO, MEPEBO3KE, OTIYCKY,
peann3anuy, nepeJadye 1 IpPUMEHEHHUIO 10 UCTEYEHUS CPOKA UX T'OJHOCTH

Crarbs 52.2. BBoa B rpaxaanckuii o0OpOT JIEKAPCTBEHHBIX IpEnapaTroB sl BETEPUHAPHOTO

IIPUMEHEHHUS

1. Tlepen BBOJOM B TpakIaHCKUN OOOpPOT KaxaoW cepum mpousBeneHHOTo B Poccuiickoit
@denepany  JIEKApCTBEHHOI'O  IIperapaTta Uil BETEPUHAPHOIO IPUMEHEHHs, 3a HCKIIOYEHHEM
MMMYHOOHOJIOTMYECKOI0 JIEKAPCTBEHHOTO IpernapaTa JJil BeTepUHAPHOIO MPUMEHEHUs, IPOU3BOIUTEND
TaKOro JICKapCTBEHHOI'O MpenapaTa NMPeACTaBiseT B YBEJOMUTEIBLHOM HOpsjaKe B (enepanbHbli opraH
VCIIOJTHUTENIbHOM BIIACTH, OCYHIECTBISIOMNN (YHKIMHM IO KOHTPOJIO (Haa3opy) B cdepe obOpaiieHus
JIEKaPCTBEHHBIX CPENCTB I BETEPUHAPHOTO IPUMEHEHMS:

1) TOKyMEHT MPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB, MOATBEPKIAIOIINI COOTBETCTBUE KaueCTBa
JIEKapCTBEHHOTO TIpernapaTra Juis BETEpPUHAPHOTO NPUMEHEHHUsS, BBOJUMOIO B TpakIaHCKUHA 000poT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €T0 FOCYAapCTBEHHOW PETUCTPALINYL;

2) TOXATBEPXKJIEHUE YIOJIHOMOYEHHOTO JIMIA IPOU3BOAMUTENS  JIEKAPCTBEHHBIX CPEACTB
COOTBETCTBHUSl  JIEKAPCTBEHHOI'O  Nperapara s  BETEpUHAPHOTO  IMPUMEHEHUs  TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYJapCTBEHHOMN pErucTpanuy.

2. Tlepen BBOAOM B TpaKIaHCKUH O0OOPOT KaXKJOW CEpUU BBO3UMOIO (MEPEMEIIAeMOro) B
Poccuiickyro denepannio 1ekapcTBEHHOIO MIpenapaTa Jjisl BETEpUHAPHOIO IPUMEHEHHS, 32 HCKIIIOUYEHUEM
MMMYHOOHOJIOTHYECKOI0 JIEKaPCTBEHHOIO MpernapaTa JUlsi BETepUHAPHOIO MPUMEHEHMs], OpraHu3aius,
OCYILECTBIISIONIAas BBO3 (TI€pEeMeEIIEeHNE) JIEKapCTBEHHOIO IMpernapara JJisi BETepUHAPHOTO MPUMEHEHUs B
Poccuiickyro @enepanuio, MpencTaBiIsieT B YBEJAOMUTEIBHOM TMOpAake B (elepanbHbIi  opraH
UCTIOJIHUTENILHOW BIJIACTH, OCYLIECTBISIONIMNA (YHKIMU 1O KOHTPOJIO (Haa3opy) B cdepe obOparieHus
JIEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOTO IPUMEHEHHUS:

1) TOKyMEHT POU3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB, OATBEPKAAIOIINI COOTBETCTBUE KaueCTBa
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JIEKapCTBEHHOTO Tpernapara [Uis BETEpPUHAPHOTO NPUMEHEHHUS, BBOJMMOIO B TPaKIaHCKHH 000poT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €0 FOCYAapCTBEHHON PETUCTPALINY;

2) NOATBEPXACHUE JIMIA, YIIOJHOMOUYEHHOIO JAEpaTeleM WM BJaJeiblLEM PETUCTPALMOHHOIO
YIOCTOBEPEHUsI  JIEKAPCTBEHHOIO IIpenapara JJis BETEPUHAPHOIO MPUMEHEHHS, COOTBETCTBUS
JICKapCTBEHHOTO Tpernaparta Jjsi BETepUHAPHOTO NMPUMEHEHUS TPeOOBAaHHIM, YCTAaHOBIICHHBIM IpPHU €rO
rOCYJapCTBEHHOMN pEerucTpanuu.

3. BBoa B rpaxnaHckuii 000poT BBO3UMOro (mepemeniaemoro) B Poccuiickyto Denepariuio
JIEKapCTBEHHOIO MperapaTa sl BETEpPUHAPHOrO MPUMEHEHUS OCYLIECTBIISETCS MPU HAJTMYHUH 3aKIIFOUECHUS
O COOTBETCTBUU NPOM3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB TPEeOOBAHUSAM TIPaBWII  HaJIEXKaIIeH
MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (pe/lepabHbIM OPraHOM HCIOJIHHUTEIbHOM
BJIACTH JJIsl IPOU3BOICTBEHHOM IJIOLIA/IKM JIEKAPCTBEHHOTO IIpenapaTa AJisl BETEpUHAPHOTO IPUMEHEHUS,
BBOJMMOIO B IPa)/IaHCKHI 000pPOT.

4. Jluuo, ynoJHOMOYEHHOE Jep’KaTeleM WM BIAACIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOIO IpermapaTa /s BETEPUHAPHOTO TPUMEHEHUs, JOKHO OBbITh aTTeCTOBAHO B
YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (heIepabHbIM OPraHOM HCIOJHHUTEIBHON BIACTU TOPS/IKE U UMETh
CTaX paboThl HE MEHee 4YeM IMATh JIeT B O0JIaCTH MPOU3BOJACTBA W (WJIM) KOHTPOJIS KadecTBa
JIEKapCTBEHHBIX CPEJCTB JINOO B 00JIACTH MOHUTOPUHTA 3()h(HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHBIX
IpenaparoB JUisi BETEPUHAPHOIO NPUMEHEHHUS, MPOBOAUMOrO JepKaTelieM WU  BlaJeibLeM
PETUCTPAIIMIOHHOTO YJOCTOBEPEHHS JICKAPCTBEHHOTO Iperapara JUisi BETEPUHAPHOTO MPUMEHEHHs 00
YIIOJTHOMOYEHHBIM HMHU IOPUIMYECKUM JUIOM, BbICIIee OOpa3oBaHHUE COOTBETCTBEHHO IO OJHOM U3
crenuanbHOCTed ¥ (WJIM) OJHOMY U3 HANpaBICHUH IOATOTOBKH: OHONOTHSA, OWOTEXHOJIOTHS,
BETEpUHApUsS, BETEPUHAPHO-CAHUTApHAas OSKCHEPTH3a, KIMHUYECKas MeAMUIMHA, paJualuoHHas,
XUMHAYecKass © Ouojormueckas 3ammra, ¢apManus, (QyHIaMeHTadbHas MEIUIMHA, XUMHYecKas
TEXHOJIOT S, XUMHUSL.

5. [lopsiok mpencTaBiaeHUs] B COOTBETCTBUU € yacTAMU | M 2 HACTOALIEH CTaTbU JIOKYMEHTOB U
CBEJCHMM O JIEKAPCTBEHHBIX INpenaparax Uil BETEPUHAPHOIO NPHUMEHEHUS, BBOJUMBIX B I'Pa)IaHCKHUU
obopor, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparum.

6. B oTHOmEHHMHM MEpBBIX [BYX CEpPUH JIEKapCTBEHHOIO IIpernapara il BETEPUHAPHOIO
IIPUMEHEHHUsA, BIEpPBblE IpoM3BeNeHHOro B Poccuiickoit @enepauuy WIM BIEpPBBIE BBO3UMOIO
(mepememaemoro) B Poccuiickyto ®enepaumio, B (eaepalbHbIi OpraH MCIOJHUTEIBHON BJIACTH,
OCYIIECTBIISIOMUMN (PYHKIIMU MO KOHTPOJO (HAaa30py) B cepe oOpaiieHus JIEKapCTBEHHBIX CPENICTB ISt
BETEPUHAPHOTO0 IPUMEHEHUs, HapsAAy C JOKYMEHTaMH, IIPEIyCMOTPEHHBIMHU uacTsiMu | M 2 HacToAlen
CTaTbH, MPEACTABISAIOTCS IPOTOKOJIBI UCIIBITAHUN O COOTBETCTBUU ITUX CEPU JIEKapCTBEHHOI'O IIpenapara
JUIsL BETEPUHAPHOIO IPUMEHEHHUS I10KA3aTeNsIM KauecTBa, IPEyCMOTPEHHBIM HOPMAaTUBHBIM JOKYMEHTOM
(1anee - MPOTOKOJI UCIIBITAHUM ), TPOBOJAUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOATEILCTBOM
Poccuiickoit ®enepanun 00 akKpeAUTAlUU B HALMOHAIBHON CHUCTEME aKKpEAMTAILMM HCIBITATeIbHBIMU
nabopaTopusiMH (LIEHTPaMU).

7. ExeronHo He mo3aHee 1 ¢eBpais MpoU3BOJUTENM JEKAPCTBEHHBIX CPEACTB WM OpraHU3aliH,
OCYIIIECTBIISIONIME BBO3 (MI€peMeIlleHNe) JIEKapCTBEHHBIX MIPEnapaToB JJsl BETEPUHAPHOTIO IMPUMEHEHUs B
Poccuiickyro  ®eneparnuio, TpeACTaBISIIOT B (enepanbHBIA  OpraH  HCIOJHUTENBHON  BIIACTH,
OCYIIECTBISIOMUNA (PYHKITUU MO KOHTPOJIO (Haa30py) B cepe oOpaiieHus JIeKapCTBEHHBIX CPEACTB JJIS
BETEPUHAPHOTO INPUMEHEHMS, MPOTOKOJI MCIBITAHWM IMOCTYNUBLIETO B TE€YEHHME IoJa B TIPaKAAHCKUN
000pOT JIEKapCTBEHHOI'O Ipemnapara il BETEpPUHAPHOTO MPUMEHEHHs] KOHKPETHOIO MPOM3BOAMUTENS (Ha
OJIHY CEpHI0 Ka)/I0r0 TOPrOBOr0 HAMMEHOBAHUS C YUETOM JIEKAPCTBEHHOM (DOPMBI, a JIJIs1 IEKapCTBEHHOTO
npernapara JJi BEeTepUHAPHOTO MPUMEHEHUS, HE SIBIISIFOIIET0CS UMMYHOOHOJIOTHYECKUM, TaKXkKe C YUETOM
JIO3UPOBKH), IMPOBOJUMBIX AaKKPEIUTOBAHHBIMH B COOTBETCTBHUH C 3aKOHOJATEILCTBOM Poccuiickoi
Qenepanii 00  aKKpeAUTallMM B  HAIIMOHAIBHOM CHUCTEME aKKpPEeIWTAllUd  HUCIBITaTeIbHBIMU
nabopaTopusMu (LIEHTPaMH).

8. BBom B rpaxaaHckuii 000pPOT MMMYHOOHOJIOTMYECKOIO JIEKAPCTBEHHOrO Ipernapara Juls
BETEPUHAPHOIO INPUMEHEHUs, Inpou3BeneHHoro B Poccuiickoii @exepanuu WIM  BBO3UMOIO
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(mepemeriaemoro) B Poccuiickyro @enepannio, oCylecTBIsSCTCS Ha OCHOBAaHUH Pa3pelIeHus], BBIIAHHOTO
(benepaabHbIM OPraHOM UCIOJHUTENIBHON BIACTH, OCYIIECTBIISIIOIUM (QYHKIIUU IO KOHTPOJIIO (HaA30pYy) B
cdepe oOpalieHus: JIEKapCTBEHHBIX CPEIACTB Ul BETEPUHAPHOTO NPUMEHEHHS. YKa3aHHOE pa3pelIieHue
BBIIACTCSI HA OCHOBAaHMHU IIPOTOKOJIA HUCIBITAHWN, ITPOBOAMMBIX AKKPEAUTOBAHHBIMH B COOTBETCTBHM C
3akoHojarenbcTBOM Poccuiickoit @enepanuu 00 aKKpeAUTaluU B HALIMOHAIBHOM CUCTEME aKKpeIUTalUuU
OpraHu3alUsIMM,  IOJBEAOMCTBEHHbIMH  (elepaibHOMY  OpraHy  HUCIOJHUTEJIBHOW  BIIACTH,
OCYIIECTBIISIONIEMY (YHKIMU TO BBIPAOOTKE TOCYNapCTBEHHOW NOJUTUKH W HOPMATHUBHO-TIPABOBOMY
peryiaupoBaHui0 B c¢epe arpornpoMBbIIUIEHHOIO KOMIUIEKCa, BKIIIOYas oOpallleHHe JeKapCTBEHHbIX
CPeACTB JUIS BETEPUHAPHOTO NPUMEHEHHUs, WU (eaepallbHOMY OpraHy HWCIOJHHUTEIbHON BIIACTH,
OCYILLIECTBIIAIOLIEMY (DYHKIMM 110 KOHTPOJIO (Hax30py) B chepe oOpallieHus JIeKapCTBEHHBIX CPEACTB A
BETEPUHAPHOTO IPUMEHEHUS, a TaKKe JOKYMEHTOB M CBEICHMH, NMPEAYCMOTPEHHBIX uacThio 1 (ans
npenaparoB, IpousBeleHHbIX B Poccuiickoil denepauun) wim yacteio 2 (Ui MpenapaTroB, BBO3HUMBIX
(nepemeiiaeMbix) B Poccuiickyro denepaiinio) HACTOAIIEH CTaThU.

9. Cpok BbIAUM pa3pelleHUs, YKAa3aHHOIO B 4YacTu & HACTOSIIEW CTaTbM, COCTaBIAET IATH
pabouux AHEW cO JAHS NPEACTaBICHUS IPOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB WJIM OpPraHU3ALMEH,
OCYILECTBIISIOLIEH BBO3 (IIEpeMelleHHe) JIEKapCTBEHHOr0 Mpenapara [yl BETepUHAPHOTO NMPUMEHEHHs B
Poccuiickyro @enepanuio, B GenepaibHbIN OpraH HCIIOJHATEIHFHOW BIACTH, OCYIIECTBIISIONINN (PyHKITNN
[0 KOHTPOJIIO (Haa30py) B chepe oOpalleHus JIeKapcTBEHHBIX CPEICTB AJIsi BETEPUHAPHOTO MIPUMEHEHMS,
JIOKYMEHTOB, IIPEAYCMOTPEHHBIX YaCThIO § HACTOSILEN CTaThHU.

10. Paspemenue, ykazaHHOE B 4acTy 8 HACTOSLIEH CTaTbH, BBIAAETCS B OTHOLLIEHUU KaXKIOM U3
NEePBBIX JBYX CEpUIl HMMMYHOOHOJOTMYECKOrO JIEKApCTBEHHOIO IIpemapara [uisi BETEPUHAPHOTO
IPUMEHEHHUs, BIIEpBbIE Ipou3BeleHHOro B Poccuiickoii ®exepanuu WIM BIEPBBIE BBO3UMOIO
(mepememaemoro) B Poccuiickyro ®@eneparuio. Takoe pasperieHue BbIJAETCS Ha BECh CPOK OOpallleHUs
Cepud MMMYHOOMOJIOTHYECKOIO JIEKAPCTBEHHOrO Ipernapara [uis BETEPUHAPHOTO IPUMEHEHUus, B
OTHOILLIEHUN KOTOPOX OHO BBIJIAHO. B OTHOIIEHNH ITOCIEAYIOMUX CEPUI OJJHOTO TOPrOBOr0 HAUMEHOBAHUS
UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO TpenapaTa JJsi BETEPUHAPHOTO MPUMEHEHHMs], IPOU3BEIEHHOTO
B Poccuiickoit ®eneparuu wim BBo3uMoro (mepememaemoro) B Poccuiickyro ®denepaiuio, Takoe
paspellleHue BBIIAETCA CPOKOM Ha Tpu roja. [lopsaox Bblaaum paspellleHus Ha BBOJ B TPaKJaHCKUMN
000pOT UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOI'O Iperapara /Ui BETEpUHAPHOTO MPUMEHEHHUSI, T10PSII0K
BbIIa4yd NPOTOKOJIA HCIBITAHWM, YyKa3aHHBIX B YacTHM & HACTOAIIEH CTaTbM, a TaKXKe METOAMKA
ONpeNeNeHUuss pPa3MepoB IUIATHl 3a BbIJAYY YKA3aHHOTO IIPOTOKOJA WCHBITAHWA YCTaHABIMBACTCA
IIpaBurenscTBOM Poccutickon denepanum.

11. MmmyHoOuoNOruueckue JeKapCTBEHHbIE Ipenaparbl s BETEPUHAPHOTO TNPUMEHEHMS,
BBE/ICHHBIE B I'PaXXJIAHCKUI 000POT B COOTBETCTBHHM € YAaCThIO § HACTOALIEH CTaThH, MOUIEKAT XPAaHEHHUIO,
IIEPEBO3KE, OTIIYCKY, pEaIu3alyH, repeaade, IPUMEHEHHUIO 10 UCTEYEHUS CPOKA UX TOJJHOCTH.

12. 3a HempencTaBleHHWE WIM HECBOEBPEMEHHOE IIPEACTABICHUE [TOKYMEHTOB U CBEJICHHUM,
IIPEAYCMOTPEHHBIX dacTsimu | - 3, 6 1 7 HACTOSIIENH CTaTbH, MPOU3BOJUTENH JIEKAPCTBEHHBIX CPEJICTB U
OpraHu3aliK, OCYIIECTBIISIONME BBO3 (MepeMElIeHNE) JIEKaPCTBEHHBIX MPEnapaToB JUIsl BETEPUHAPHOTO
npumMeHeHns B Poccuiickyro @enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOJATEIBCTBOM
Poccuiickoit denepanumu.

13. IIpencraBneHne JOKyMEHTOB U CBEICHUH, IPETYCMOTPEHHBIX JacTsaMu | - 3, 6 u 7 HacTosmien
CTaThu, W TMOJyYEHHE pa3pelleHus, YKa3aHHOrO B 4YacTH § HACTOsIIEH cTaTbu, HE TpeOyloTcs B
OTHOILLIEHWN JIEKaPCTBEHHBIX IpPENapaTroB Uil BETEPUHAPHOIO IPUMEHEHHUs, INpPEIHA3HAYEHHBIX IS
BbIBO3a U3 Poccuiickoir ®Penepauyu, NPOBEACHUS IOKIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX
CPENCTB, KIIMHUYECKUX MCCIECNOBAaHUMN JIEKAPCTBEHHBIX IPENapaToB /Il BETEPUHAPHOIO NMPHUMEHEHUS U
BBO3a JIJIS LieJIeH, yKa3aHHbIX B MyHKTe 5 yacTu | crateu 50 HacTosdmero denepanbHOro 3aK0Ha, a TaKXKe
00pa31oB JIEKapCTBEHHBIX IMpernapaToB [Jsi BETEPUHAPHOTO TPUMEHEHHs, NpeAHa3HAYEeHHBIX IS
IIPOBEICHUS DKCIIEPTU3bl JICKAPCTBEHHBIX CPEICTB B ILEIAX OCYIIECTBICHHUS TIOCYAApCTBEHHOU
PErUCTpaLMM JIEKAPCTBEHHBIX MPENApPaToOB JAJIsI BETEPUHAPHOTO NIPUMEHEHUS WIM BHECEHUS U3MEHEHUM B
PErMCTPALIMOHHOE 10ChE Ha JICKAPCTBEHHBIN IIPENapar sk BETEPUHAPHOIO IPUMEHEHHS.
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Wndopmarus 06 H3MEHEHHSX:
Cmamows 53 usmenena c 1 ausaps 2018 e. - @edepanvhuiii 3axon om 29 urons 2017 2. N 278-D3

Cm. npeovloywyro peoakyuio
Crarba 53. [lpogaxa, mepeaada JIEKapCTBEHHBIX CPEJCTB OpraHU3allUsIMH ONTOBOM TOPTOBIIU
JIEKApCTBEHHBIMU CPEACTBAMU

Wndopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 1 cenmsaops 2023 e. - @edepanvhuiii 3axon om 4 aseycma 2023 2. N 428-D3

Cm. npeodvloywyro peoakyuio
TAPAHT:

HopMaTuBHBIE TIPaBOBBIE aKThI, COJAEpIKAIIHe O00s3aTelIbHbIC TPEOOBAHUS M NMPUHUMAEMBbIC B IICIIAX
peanuzauuu nojioxkeHuit yactu 1 crateu 53 (B penakuun denepanbHoro 3akona ot 4 aBrycra 2023 r. N
428-d3), BCTYMaOT B CUJIY B YCTAHOBJICHHBIC JaHHBIMA HOPMATUBHBIMU MPABOBBIMU aKTaMH CPOKH, HO
HE paHee dYeM IO UCTECYCHUH TPUIAIATH JHEH T1ocie AHS O(UIMAIBHOTO OMYyOJIMKOBAaHUS
COOTBETCTBYIOIIETO HOPMATUBHOTO MPABOBOTO aKTa

1. Opranuzaium onTOBOM TOPTOBJIN JIEKAPCTBEHHBIMU CPEJICTBAMU MOTYT OCYIIECTBIISITH MPOJAKY
JICKapCTBEHHBIX CPEACTB WJIM IepeAaBaTb HMX B YCTAHOBJIEHHOM 3aKOHOAATEILCTBOM Poccuiickoit
Oenepanyu opsaKe (3a UCKITIOYCHHEM (papMaIeBTUIECKONW CyOCTaHIIMU CIUPTa THIOBOTO (ITAaHOJA) C
y4eToM TpeOOBaHUM YacTy 3 HACTOSIIIEH CTaThbU:

1) npyrum opraHu3alysM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) IpOU3BOIUTEIISAM JIEKAPCTBEHHBIX CPENICTB AJIS LeNel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;

3) anTeYHBIM OpPraHU3alUsIM U BETEPUHAPHBIM alTeUHBIM OPTraHU3AIUSIM;

4) Hay4yHO-HCCIIEI0BATEIbCKIUM OPraHU3alUAM Il HAyYHO-UCCIIEI0BATENbCKOM PaboThI;

5) WHOUBUAYaIbHBIM MPEANPUHUMATEISIM, HMCIOIUM JIUICH3UI0 Ha (apMaleBTUYCCKYIO
JEATEIbHOCTh WM JIMLEH3UI0 HA MEAUIIUHCKYIO JIEATEIbHOCTD;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 6 uzmenen c 1 cenmsabps 2023 2. - @edepanvuviii 3akon om 4 aseycma 2023 2. N 428-D3

Cm. npeodvloywyro peoakyuio
FAPAHT:

HopmaTuBHbIE TpaBOBBIE aKThI, COAEp)Kaliue oOsi3aTeIbHbIe TPEOOBAHMS W MPUHUMAEMbIE B IIEJISIX
peann3anuy nojokeHui nyHkra 6 yactu 1 crarbu 53 (B penakuuu denepanbHOro 3akoHa oT 4 aBrycra
2023 r. N 428-®3), BcTynaroT B CHIIy B YCTAHOBJICHHBIC TAaHHBIMU HOPMATHBHBIMU MPABOBBIMH aKTaMHU
CPOKH, HO HE paHee 4YeM [0 MCTEUCHHUU TPUJIATH JTHEeW mocie THsS O(PHUIIMaIBHOTO OIMYOJMKOBAHUS
COOTBETCTBYIOIIETO HOPMATUBHOT'O MPABOBOrO AKTA

6) MEIWIMHCKUM OpraHu3alusM, B TOM UYHCJIE CO3JaHHBIM M 3apErHCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJIATEIBCTBOM MHOCTPAHHOI'O rOCYJapcTBa - WwieHa OpraHu3alud 3KOHOMHUYECKOTO
COTpYAHMYECTBA W  Pa3BUTHUA  HMHOCTPAHHBIM  HOPHAWYECKHM  JIMIAM,  WHIABHIYyAIbHBIM
MpEeANPUHUMATEIISAM, SIBISIOIMMCA YYaCTHUKAMH IPOEKTa B cOOTBETCTBUU ¢ DejiepanbHbIM 3aKOHOM OT
29 utons 2015 roga N 160-®3 "O MexayHapOAHOM METUIITMHCKOM KJIACTEpPE W BHECEHWHM W3MEHCHHH B
OT/IeNIbHBIE 3aKOHOAaTeNbHbIe akThl Poccuiickoit denepanun', 1 BETepUHAPHBIM OpPTaHU3ALUSM;

Wudopmanust 06 U3MEHEHHUAX:

Ilynxkm 7 usmenen c 13 aseycma 2019 e. - @eoepanvruiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npeovloywyro peoaxkyuro

7) opraHu3zanusM W WHIUBUAYAIbHBIM MPEANPUHUMATENSM, OCYIIECTBIISIIOIIMM pa3BeleHUE,
BBIpAIIUBAHUE U COJICPKAHUE KUBOTHBIX (32 HCKITFOYCHUEM TTPOJIAXKH UM (PapMaIrieBTUIECKUX CyOCTaHIIHA
WM UX [Iepeaayn).

Wudopmanust 06 U3MEHEHHUSX:
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Yacms 2 usmenena c 29 oexabps 2020 a. - Dedepanvhuiii 3axon om 27 oexaops 2019 e. N 481-D3

Cm. npeovloywyro peoakyuio
2. OpraHuzaiyy ONTOBOW TOPTOBIIM JICKAPCTBECHHBIMH CPEJICTBAMH HE BIPaBE OCYIICCTBIATH
npojnaxy (mepenayy B YCTAaHOBJIGHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®Denepauuu  MOpsike)
dapmareBTUUeCKOl CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOA).

Wndopmarius 06 M3MEHEHUAX:

Cmamuws 53 oonoanena ywacmoio 3 ¢ 1 cenmsaops 2023 e. - @edepanvubiii 3akon om 4 ageycma 2023 e. N
428-D3

'APAHT:

[Tonoxenus wactu 3 cratbu 53 Ha tepputopusx [IHP, JIHP, 3amoposxckoit obmactu, XepcoHCKOH
obnactu mpumeHstoTcs ¢ 1 cenTsaops 2024 r.

HopmartuBHBIE NpaBOBBIE aKThI, COAEpKallue OOs3aTelibHbIe TPEOOBAHUS U NMPHUHUMAEMBIE B LIEIAX
peanu3anuu noJokeHui Jact 3 ctathu 53 (B penakuuu DenepanibHoro 3akona ot 4 aBrycra 2023 r. N
428-D3), BCTYNalOT B CUJTy B YCTAHOBJICHHBIE JAHHBIMA HOPMATHBHBIMU MPABOBBIMHU aKTaMH CPOKH, HO
HE paHee 4YeM IO WCTEUEHUH TPHUALATH JHEH 1ocie JHA O(QUUIUAIbHOTO OMyOIMKOBAHUS
COOTBETCTBYIOILIETO HOPMAaTUBHOT'O MPABOBOr'0 aKTa

3. OpraHu3anuu ONnTOBOW TOPTOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYIIECTBISTH MPOJIAXKY
(mepegady B yCTaHOBJIEHHOM 3aKoHojaTesnbcTBOM Poccuiickoil ®@enepanuu nopsake) JI€KapCTBEHHOIO
mpenapara Uil MEAMIMHCKOTO NPHUMEHEHHUs C MEXIYHApOJHBIM HEMaTeHTOBAHHBIM HaWMEHOBAHHEM
"Oranon":

1) ropuauueckuM JUIlaM, UMEIOIIUM JIMIEH3UI0 Ha (apMalleBTUYECKYIO AESTeNbHOCTh B cdepe
oOpallieHus JIeKapCTBEHHBIX CPEJCTB JJIs1 MEAULIMHCKOIO IPUMEHEHHUS;

2) WHIWBUIYaTbHBIM MPEANPUHUMATENSM, HMEIOIIUM JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NeSITeIbHOCTD B cepe 0OpaIleHust JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO MTPUMEHEHHS,

3) UHAMBHUIYAIbHBIM MPEANPUHUMATENSAM, UMEIOIINM JTUIEH3UIO0 HA MEIUIIMHCKYIO e TEIbHOCTD;

4) 1opuIMYECKUM JUIaM, UMEIOLIUM JINLEH3UI0 Ha MEUIIMHCKYIO e TEIbHOCTD;

5) MHOCTPAaHHBIM IOPUANYECKUM JIMIIAM U UHIUBUAYATbHBIM MPEANPUHAMATENSIM, CO3/aHHBIM U
3aperucCTpUPOBaHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM HWHOCTPAHHOIO TOCYAapCTBA - 4WIEHa
Opranuzanuyn 5KOHOMHYECKOTO COTPYJHUYECTBA M PA3BUTHA, SBISIOIIMMCS yYaCTHUKAMU IIPOEKTa B
cooTBeTcTBUU € DesnepanbHbiM 3akoHOM 0T 29 wumioHs 2015 roma N 160-O3 "O mexayHapoaHOM
MEAMIMHCKOM KJIACTEPE M BHECEHUM W3MEHEHUN B OTIENIBHBIE 3aKOHOJATENbHBIE aKThl Poccuiickoi
Oenepanun";

6) UCHBITATeNbHBIM JTa0opaTopusiM (LIEHTPaM), MPOBOJALINM HCIBITAHUS B OOJACTH KOHTPOIS
KauyecTBa JIEKAPCTBEHHBIX CPECTB, aKKPEIUTOBAaHHBIM B COOTBETCTBUU C 3aKOHOIAaTENIbCTBOM Poccuiickoi
Ddenepanun 006 aKKpeAUTAIMM B HAIIMOHAJILHON CHCTEME aKKpeAUTAIIH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 53 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wudopmanust 06 U3MEHEHUIX:
Cmamows 54 usmenena ¢ 26 mapma 2022 2. - @edepanvuviii 3axon om 26 mapma 2022 2. N 64-D3
CMm. npedvloyuyro pedaKyuio
Crarba 54. [IpaBuiia onToBOM TOProBIIM JIEKAPCTBEHHBIMH CPEJICTBAMU

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 1 cenmabps 2023 2. - @edepanvuviii 3akon om 28 anpens 2023 2. N 171-D3
Cm. npedvloywyro pedakyuio
1. OnroBasg TOProBisl JEKApCTBEHHBIMH CPEICTBAMHU OCYLIECTBIISIETCS  [IPOU3BOJIUTEISIMU

JIEKAPCTBEHHBIX CPEACTB M OpPraHU3aLMAMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMH 10
IpaBWjiaM Hajajexaleil AUCTpUObIOTOPCKONW MPAaKTHKHU, MpaBUaM HaJUIeKalled MPakTUKU XpaHEHHS U
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IIEPEBO3KU JICKAPCTBEHHBIX IIPENaparoB JUId MEOULUHCKOIO IIPUMEHEHUs, I[IpaBujiaM XPaHCHUS
JICKapCTBEHHBIX CPEACTB Il BETEPUHAPHOIO IIPUMEHEHHS, YTBEPXKIECHHBIM COOTBETCTBYIOIUMU
YIIOJIHOMOYEHHBIMU (pe/iepaIbHBIMI OpTraHAMHU HCTIOJIHUTEIBHON BIIACTH.

2. OpraHuzainus ONTOBOM TOProBiIM JIEKApCTBEHHBIMHM CpEICTBAMM 00si3aHa COOJOJaTh
IIpeJiesIbHbIE CPOKU OTTPY3KHU 3aTpeOOBaHHBIX alTEUHOM OpraHu3aluel JEKapCTBEHHBIX IIPENapaToB IS
MEAMIMHCKOTO IPUMEHEHMSI U HE BIIPABE OTKA3bIBATH allTEYHON OPraHMU3allM, ¢ KOTOPOU y HEe 3aKI0UYCH
COOTBETCTBYIOIIMMI AOTOBOP O ITOCTaBKAaX JICKAPCTBEHHBIX IIPENAapaToB JJIs1 MEIULIMHCKOIO IPUMEHEHHUS, B
IIOCTaBKE JIEKAPCTBEHHBIX MPENapaToB JUIsl MEJUIMHCKOTO MPUMEHEHUS NPU HAIWYMU 3aTpeOOBAHHBIX
JIEKApCTBEHHBIX IIPENapaToB Ul MEAMLIMHCKOIO IPUMEHEHMs y OpraHu3allid OITOBOM TOPrOBJIU
JIeKapCTBEHHbIMM cpelacTBaMU. IIpenenbHble CpOKM OTIpy3KH 3aTpeOOBaHHBIX ANTEUYHOW OpraHu3aluel
JIEKApCTBEHHBIX IPENapaToB I MEAULUHCKOIO NPUMEHEHHs B 3aBUCHMOCTH OT PACIIOJIOKEHUS MeCTa
OTTPY3KM  JICKAPCTBCHHBIX  IPENapaToB  JUIsl  MEOUIUHCKOTO IPUMEHEHMsI  YCTAHABIMBAIOTCA
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPTaHOM UCTIOHUTENILHON BIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 54 HaCTOAIICTO d)eﬂepaanoro 3aKOHa

Cratbs 55. [lopsa0k po3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMH MpenapaTaMu

Undopmarus 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms | cmamvu 55 nacmoswezo
DedepanvbHo2o 3aKOHA BHECeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

1. Po3HuyHasi TOProBisi JIEKAPCTBEHHBIMU TpErapaTaMyd B KOJUYECTBAX, HEOOXOIUMBIX IS
BBIMIOJTHEHHST BpaueOHBIX ((enbaiepckux) Ha3HAYCHWH WM Ha3HAYeHWH CHEelHaluCTOB B 00JIaCTH
BETEPUHAPUHU,  OCYIIECTBISETCA  ANTEYHBIMM  OpPraHU3alMsIMU,  BETEPUHAPHBIMU  AlTEYHBIMHU
OpraHu3aIUsIMu, VHJUBH1yaJIbHBIMU MpeANPUHUMATEIISIMH, MMEIOIIUMHU JULEH3HIO Ha
(dbapMareBTUUECKyl0 JIeATeIbHOCTh, MEAUIIMHCKUMH OpTaHHU3allMsIMH, HWMEIOIMIMMHU JIMIEH3UI0 Ha
dbapMalleBTUYECKYIO JI€ATEIbHOCTh, M WX O000COOJEHHBIMU TMOJpA3ACTCHUSAMH (aMOYIaTOPHIMH,
denpamepckumMu U HenpaIepCcKo-aKylepCKUME MyHKTaMu, IeHTpamMu (OTeIeHUsIMHU) 00111el BpaueOHOM
(ceMelHOI1) IPAaKTHKH), PACTIONOKEHHBIMU B CEJIbCKUX HACEICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpPTraHM3allid, W  BETCPUHAPHBIMU  OpPraHU3AMSAMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
dbapMalleBTUYECKYIO JIeATENbHOCTh. Pa3perieHa po3HWYHAasT TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMU
npernaparamMu, 3aperucTpupoBaHHbIMU B Poccuiickoii ®denepanvii WM H3TOTOBJIECHHBIMH ANTEYHBIMU
OpraHu3aIusIMu, BETEpUHAPHBIMHU anTEeYHbIMU OpraHu3alusIMu, WHJUBU1yaJIbHBIMU
MpEeANPUHUMATEIIAIMH, HMMEIONIMMU JIMIEH3UI0 Ha (apMaleBTHYECKYIO0 JeATeIbHOCTh. Po3HHMuYHas
TOProBJsl JIEKAPCTBEHHBIMU IpenaparamMl OCYIIECTBISIETCS MO MpaBWJIaM HaJJIeKalled anTedyHon
MPAKTUKH, YTBEPKJIECHHBIM YIIOJTHOMOUYEHHBIM (peiepabHbIM OPraHOM HCIIOJIHUTEIHHON BIACTH.

Wndhopmarist 06 n3MEHEHHSX:

Cmamuws 55 donoanena wacmoio 1.1 ¢ 3 anpensn 2020 e. - @edepanvhuiii 3akon om 3 anpens 2020 o. N
105-D3
1.1. Po3Hu4Hast TOPToBIsl JEKAPCTBEHHBIMU TperapaTaMy JJisi MEIUIIMHCKOTO NMPUMEHEHHS (3a
HCKIIFOUEHHEM JIEKApCTBEHHBIX MpPENaparoB, OTIYCKAEMBIX MO PELENTy Ha JIEKApCTBEHHBIA Ipemnapar,
HApPKOTUYECKUX JICKAPCTBEHHBIX MPENapaToB M TICHUXOTPOIHBIX JICKAPCTBEHHBIX MPEMapaToB, a TAKKE
CIIUPTOCOJIEPKAIINX JIEKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW JMOJIed AITHIOBOTO CHUpPTa CBBINIE 25
MPOIIEHTOB) MOXET OCYIIECTBISITBCS  ANTEYHBIMH  OPTaHHW3alMSAMH  JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3HMYHYIO TOPrOBIIIO JI€KAPCTBEHHBIMU TMpeEnapaTaMu JUisi MEUIIMHCKOTO TPUMEHEHUS TUCTAaHIIMOHHBIM
Croco0OM MOTYT OCYIIECTBIISITh anTeYHbIC OpraHU3AlMH, WMEIOIINE JUIEH3UI0 Ha (apMaIieBTUIECKYIO
NEeSTEIbHOCTh M COOTBETCTBYIOIIEE pasperieHne (eaepaibHOro OpraHa HWCHOJHUTENBHON BIIACTH,
OCYIIECTBIISIONIEr0 (PYHKIMHU O KOHTPOJIIO M HaA30py B cdepe 3apaBooxpaHeHud. [lopsiox Bbaaun
paspenieHusi Ha OCYIIECTBICHUE PO3HUYHON TOPrOBIIM JEKAPCTBEHHBIMU IperapaTaMu JUCTaHIIMOHHBIM
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croco0oM, TpeOOBaHMs K alTEYHbIM OPraHU3alUsAM, KOTOPbIE MOTYT OCYIIECTBISATh TaKyl0 TOPTOBIIO, U
NOPSIIOK €€ OCYILECTBICHHUS, a TAKXKE IpaBuja JOCTaBKU JICKAPCTBEHHBIX IIPENapaToB IPaKAaHaAM
ycraHaBnuBatorcsi  [IpaButensctBom  Poccmiickoit  ®epepaumu. Mudopmamuss 00 — omjaueHHBIX
(OTHYIIEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX MpenapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHIA JBU)KEHUS
JIEKapCTBEHHBIX IPENapaToB I MEAULMHCKOIO IIPUMEHEHUs B IOPSAJKE, MPEAYCMOTPEHHOM YaCTbIO
cratby 67 HacTosero PenepajbHOrO 3aKOHa.

Wndopmarius 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 25 nosaops 2013 2. N 317-®@3 6 uwacms 2 cmamvu 55 Hacmoswe2o
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

2. Bujabl anTeuHbIX OpraHW3aluii W NpaBWia OTIYCKa JIEKAPCTBEHHBIX MpENnaparoB IJis
MEJUIIMHCKOTO TMPUMEHEHHUS alTeYHbIMU OPTraHU3alUAMH, WHIUBUIYAIbHBIMU MPEANPUHUMATEIISMH,
UMEIOUIMMH JIMIIEH3HI0 Ha (papMaIieBTHUECKYIO JEATEIbHOCTh, a TAKXKE MpaBuila OTIYCKa JIE€KapCTBEHHbBIX
MpenapaToB I MEAUIIMHCKOTO MPUMEHEHHUS METUIIMHCKUMU OpPTraHU3aIMsIMU, UMEIOIUMU JIMLIEH3UIO Ha
dbapMalleBTUYECKYIO JI€ATEIbHOCTh, M HUX O000COOJCHHBIMU MOAPA3ACTICHUAMH (aMOYIaTOpHIMH,
denpamepckuMu U (PebaImepcKo-aKynepCKUMHE ITyHKTaMU, IICHTpaMu (OTACICHUSIMH) 00IIel BpaueOHOM
(ceMeiiHOI) MPaKTUKU), PACIOJIOKEHHBIMUA B CENbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIMH, YTBEPKIAIOTCS YIOJHOMOYCHHBIM (eepabHBIM OPraHOM HCIOJHUTEIILHON
BJIACTH.

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim  3akonom om 3 uioas 2016 2. N 305-@3 6 uacms 3 cmamwvu 55 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
3. [IpaBuia oTmycka HAPKOTHYECKUX CPEJCTB M IMCUXOTPOITHBIX BEIIECTB, 3aPETrUCTPUPOBAHHBIX B
KAuecTBE JIEKAPCTBEHHBIX IIPEMApaTOB, JIEKAPCTBEHHBIX MPENapaTroB, COAEPKAIIMX HAPKOTUYECKUE
CpeicTBa M TICUXOTPOITHBIE BEIIECTBA, YTBEPIKIAIOTCS YIOIHOMOYEHHBIM (eaepallbHbIM OpraHOM
UCTIOTHUTENIbHOM BIIACTH 1O COTJIACOBaHHWIO C (enepaqbHbBIM OpraHOM UCIHOJHUTENBHON BIACTH,
YIOJIHOMOYEHHBIM B c(pepe BHYTPECHHUX JIeTI.

Wndopmarys 06 H3MEHEHHSAX:
Yacmw 4 usmenena c 13 asecycma 2019 e. - Dedepanvuviii 3axon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
4. JlekapcTBeHHbIE Tpenaparbl [Uisi BETEPUHAPHOTO TPUMEHEHHUS TMOMAJIekKAT OTIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPraHU3allMsIMH, BETCPUHAPHBIMU OPTaHU3ANUSIMU, WHIUBHIYATbHBIMH
OpEeINpPUHUMATEISIMU, UMEIONIMMH  JIMIIEH3UI0 Ha  (apMaleBTUYECKYI0 JesATeNbHOCTh. OTmyck
JICKAPCTBEHHBIX TMPEIapaToB JUISI BETEPHHAPHOTO MPUMEHEHHS OCYIICCTBISETCS B COOTBETCTBHH C
npaBUJiaMy  HaANEXKalleld anTeyHoW TMPaKTHUKU JIEKAPCTBEHHBIX TpenaparoB s BETEPUHAPHOTO
MIPUMEHEHUS, YTBEP KICHHBIMH YIIOJTHOMOYCHHBIM (eiepabHBIM OPTaHOM HCTIOJTHUTEIILHOM BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:
Yacmyo 5 usmenena c 3 anpens 2020 2. - @edepanvruiii 3akon om 3 anpena 2020 2. N 105-D3

CMm. npedvioyuyro pedaKyuio

5. llepeueHb MEIUIIMHCKHUX OpraHM3allMi, HMEIOMMX JMIEH3UI0 Ha (apMaleBTUYECKYIO
NEeSTeIbHOCTh, M HUX  000COOJIEHHBIX  mojpazieneHuit  (amOynmatopuil,  ¢enpalmIepckux U
GenpaIepcKo-aKyepcKux MyHKTOB, IEHTPOB (OTHeleHHi) oOmieil BpauyeOHO# (ceMeiHO) MpaKkTHKK),
PacCIIOIOKEHHBIX B CEJIBCKMX HACEJICHHBIX NMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHBbIC OPTaHU3aIlNH, a
TaKXe IepeueHb JIeKapCTBEHHBIX MpEnapaToB, MPoAaXka KOTOPHIX MOXKET OCYIIECTBIATHCS YKa3aHHBIMU
OpraHu3aIsIMH B UX 000COOJICHHBIMH TTOIPa3ACICHUSIMH, YCTAaHABITUBAIOTCS OPTaHAMH HCITOTHUTEITHHON
BiacTH cyOobekToB Poccuiickoit @enepanuu.

Wudopmanust 06 U3MEHEHHUSX:
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Deoepanvrvim 3axonom om 25 mnosops 2013 2. N 317-@3 uwacmv 6 cmameu 55 nacmosuezo
DedepanbHoe0 3aKOHA UBNOANCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npeovioyuel pedaKyuu
6. AnTeuHble OpraHu3aluy, WHIUBUIYyaJbHbIC NPEANPUHUMATENH, HMMEIOLIUE JIMLEH3UI0 Ha
(apMalleBTUYECKYI0  JESTeIbHOCTb, 00s3aHbl o0ecrmeuuBaTh  yTBepkKJIeHHbIH I[IpaBuTEenbcTBOM
Poccuiickoit @enepanun U GopMUPYEMbIii B YCTAHOBICHHOM MM IOPSIKE MUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapPCTBEHHBIX MPENapaToB, HEOOXOAUMBIX I OKa3aHUs MEAUIIMHCKONW MOMOIIIH.

Wndopmarius 06 H3MEHEHUX:
Yacms 7 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedbloyuyro pedaKyuio

7. AnNTe4HbIC OpraHU3alMK, WHIWBUAYAJIbHBIC TNPEANPUHUMATEIN, WUMCIOIINE JUICH3HI0 Ha
(dapManeBTUYECKYIO JESTEIBHOCTD, HAPSY C JICKAPCTBEHHBIMH IIperapaTaMu UMEIOT MPaBo MpruoOpeTarTh
U TMpoJiaBaTh, B TOM YHCJIC IMCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKUE H3JACIHs, AC3MH(DUIUpYrOIIne
CpeICTBA, MPEIMETHl M CPEACTBA JIMYHOW TUTHEHBI, TIOCYIY IS MEIUIIMHCKUX IeJIed, MpeIMeThl U
Cpe/CTBa, MpeJAHAa3HAYCHHBIC U1 yXoJia 3a OOJIbHBIMHU, HOBOPOXKJICHHBIMH U JCTbMH, HE JIOCTHTIINMHU
BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CpPEACTBA yXoJa 3a HeH, MHUHEpaJIbHBbIC BOMBI, IPOJYKTHI
Je4eOHOro, NETCKOr0 M JIUETHYECKOrO MUTAHHS, OMOJOTHMYECKH aKTHBHBIC JTOOABKH, MapprOMEpHbIC H
KOCMETHYCCKHE CpEACTBA, MEAWIMHCKHE U CaHWUTApPHO-TIPOCBETUTCIBHBIC TICYaTHBIC W3JaHUS,
npeIHa3HAYCHHBIC IS IPOTaraHIbl 3I0POBOTO 00pa3a KU3HU.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uronn 20152 N 262-D3 ¢ uacmv 8 cmamovu 55 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 ausapsa 2016 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

8. JesaTenbHOCTh anre4Hslx opraHusauuil BoopyxeHHbix Cun Poccuiickoit ®@enepanuu, Apyrux
BOICK, BOMHCKHMX ()OPMUPOBAHUN U OPraHoB, B KOTOPBIX 3aKOHOMaTelnbcTBOM Poccuiickoit denepaunu
HOPEIYCMOTPEHO MPOXOXKJICHHE BOEHHOW CclaykObl win QenepanbHOl TOCyIapCTBEHHON CiIyXOBbl,
CBA3aHHOM C IIPAaBOOXPAHMUTEIBHOW JEeATENBbHOCTHIO, perylaMeHTupyeTcs: HactosmuMm denepanbHbIM
3aKOHOM M YTBEP)KIEHHBIMH COOTBETCTBYIOLIUMH (hefiepaibHbIMU OpraHaMy HCIIOJHUTEIbHON BIAcTH
nosiokeHussMU. KoHTposib 3a CcOOMIOJEHHEM YKa3aHHBIMU aNTEYHbIMU OpraHMU3alUsMHU IOJO0XKEHHM
Hacrosero denepasbHOr0 3aKOHAa OCYLIECTBISETCS COOTBETCTBYIOIIMMH (ellepalbHbBIMU OpraHaMu
VICITOJTHUTEJIBHON BIIACTH.

9. He npumensiercs ¢ 1 ssaBapst 2021 r. - @enepanbubiii 3akoH ot 3 anpens 2020 r. N 105-03

Wndhopmarust 06 n3MEHEHUSX:

CMm. npedvloywyro pedaKyuio
TAPAHT:

CM. kKoMMeHTapuu K cTatbe 55 HacTosiero denepanbHOro 3aKoHa

Wudopmanust 06 U3MEHEHUIX:

DeoepanvHulli 3aK0H Oonoanen cmamovetl 55.1 ¢ 1 mapma 2023 2. - @edepanvuviii 3akon om 20
oxmsops 2022 2. N 405-D3

T'APAHT:

[Tonoxxenns crateu 55.1 npumenstores 1o 1 mapra 2026 r.

Cratbs 55.1. ITopsa1ok oCyIIeCTBIEHNs PO3HUYHON TOPIOBIIN JIEKAPCTBEHHBIMH IIpeNapaTaMu JJIsl
MEAMIMHCKOTO NPUMEHEHMSI, OTIIYCKAEMBIMH TI0 PELIENTY Ha JEKAapCTBEHHBIN Ipernapar,
IUCTAHIIMOHHBIM CITOCOOOM

1. B nepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropoje ¢enepaabHOro 3HAYCHHS

Mockge, B benropoackoit 1 MoCKOBCKo 00J1acTsX (Z1ajiee B HACTOSAIIEH cTaThe - CyOBeKThl Poccuiickoi
®denepanyn) NpeaycMaTpuBacTCs NPOBEACHUE DKCIEPUMEHTA MO OCYILECTBIECHUIO PO3HUYHON TOPTrOBIU
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JICKApCTBEHHBIMU IIpenapaTaMu JUli MEIULHUHCKOIO IIPUMEHEHUs, OTIYCKAaeMBbIMU II0 PELENTy Ha
JIeKapCTBEHHBIH Ipenapar, JMCTAaHLMOHHBIM CIIOCOOOM (J1aiee - SKCIIEPUMEHT).

2. B pamkax 3KclepuMEHTa €ro YYaCTHHKH BIpaBe JAMCTAHIIMOHHBIM CIIOCOOOM OCYILIECTBIISTH
PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMU IIPENapaTaMy Ul MEJULMHCKOTO NIPUMEHEHMSI, OTIIYCKa€MbIMH
[0 PELEeNnTy Ha JIEKapCTBEHHBIN Ipenapar (B TOM uuciie cGopMHpOBaHHOMY B (GOpME 3IEKTPOHHOTO
JOKYMEHTa B JIMYHOM KaOWHeTe rpakAaHuHa B (enepaabHOM TOCyJapCTBEHHON HH()OpPMAaIMOHHON
cucreMe "EnuHbli TIOPTam ToCylapCTBEHHBIX W MYHUIMNAIBHBIX ycuayr (¢yHkuuid)" u (wim) Ha
PETHOHANBHBIX MOpPTalaX IOCYJapCTBEHHBIX M MYHMLMIAIBHBIX YCIYr) W BKJIIOYEHHBIMH B II€PEUCHb
JICKapCTBEHHBIX TpenapaToB M  (papMaKoTEpaneBTHYECKHX TPYIN JIEKApPCTBEHHBIX IPENapaToB,
pa3pelIeHHBIX K peau3alii B paMKax SKCIEPUMEHTa, YTBEP KIECHHBIH YIOJIHOMOUYEHHBIM (peaepanbHbIM
OpraHOM HCIIOJIHUTENBHOM BIACTH (3a HUCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, COAEPIKALIUX
HapKOTUYECKUE CPEICTBA, ICUXOTPOIHBIE BEIECTBA U MX IPEKYpPCOPBI, JEKAPCTBEHHBIX IIPENapaTos,
COJIepKALINX CHJIbHOJACHCTBYIOIINE BEIIECTBA, Paguo(apMaleBTHUECKUX JICKAPCTBEHHBIX MpPENapaToB,
UMMYHOOHOJIOIMYECKUX JIEKapCTBEHHBIX MPENapaToB, a TAKXKe JICKapCTBEHHBIX MPENaparoB, sl KOTOPBIX
B COOTBETCTBHM C HWHCTPYKIMEH II0 IPUMEHEHHIO JIEKapCTBEHHOI'O IIpernapara yCTAHOBIICH
TEMIIEPATYPHBIM PEXUM XpaHeHus Hwwke 15 rpanycos llenbcus, crnmprocolepkamyx JIEKapCTBEHHBIX
IIPEenapaToB ¢ 0ObEMHOM J10JIel 3TUIIOBOIO CIHUPTA CBBILIE 25 NPOLEHTOB U JIEKAPCTBEHHBIX MPENapaToB,
U3rOTOBJICHHBIX AalTEYHbIMU OpraHuzanusMu). Kpurepuy BKIIOYEHUS JIEKapCTBEHHBIX IMpenapaToB U
(dapmakoTepaneBTUUECKUX IPYIIN JIEKAPCTBEHHBIX [IPENapaTOB B yKa3aHHBIM NEPEUEHb YCTaHABIMBAIOTCA
[IpaButensctBOM Poccuiickoit @enepanuu. [losiokeHus HaACTOAIIEH CTaThbM HE PACHPOCTPAHSIOTCA Ha
JIeKapCTBEHHbIE MPENapaThl, OTIYCKaeMble OECIIATHO MM CO CKHUIKOHM IpakJaHaM, HMEIOLINM MPaBoO Ha
o0ecrieyeHue JeKapCTBEHHBIMU IpenapaTaMy 3a CUeT CpeACTB OIOHKETHBIX AaCCUTHOBAaHUH (enepaabHOro
Oromxera u OroKeToB cyOBekToB Poccuiickoit @enepanuu.

3. YyacTHUKaMu 3KCIIEpUMEHTa  SBJSIOTCS  YIOJIHOMOYEHHBbIM  (efepayibHblii  OpraH
UCIIOJTHUTENIbHOM BJAacTH, YIOJHOMOYEHHBIE OpraHbl MCIIOJIHUTENbHON BJIACTH CyOBeKTOB Poccuiickoii
denepanuy, METUIIMHCKUE OpraHU3allMd M alnTe4yHble OpPraHU3allMH, COOTBETCTBYIOIIME TPeOOBaHMSIM,
YCTaHOBJICHHBIM B COOTBETCTBHHM € YACTBIO 4 HACTOSIIEH CTATHHU.

4. TTonoxeHue o MOPSAKE MPOBEAECHUS SKCIIEPUMEHTA, B TOM 4YHUCIie TpeOOBaHUS K MEIUIIUHCKUM
OpraHu3anusM W anTe4YHbIM OPraHU3alUsAM, SBIIIOIIMMCS YYaCTHHKAaMH OKCIIEPUMEHTA, IOPSAIOK
OCYIIECTBIICHUSI PO3ZHUYHON TOPTOBIIM JIEKAPCTBEHHBIMU IIpenaparamMu AJIi MEAULIMHCKOIO IPUMEHEHHS,
OTIIYCKa€MBbIMM 1O pELEeNTy Ha JIEKapCTBEHHBbIN IMpemnapaT, AMCTaHLUMOHHBIM CIOCOOOM, TpeOOBaHUS K
JIOCTaBKE€ TaKMX JIGKapCTBEHHBIX IIPENApaToB TpaXkJaHaMm, IIpaBuja BbIJAYM pa3pelICHUs Ha
OCYILIECTBJICHUE PO3HUYHON TOPTOBIIM JICKAPCTBEHHBIMH IIpenaparamMu Uil MEAUIMHCKOIO MPUMEHEHMS,
OTITyCKa€MBIMU I10 PELENTy Ha JIEKapCTBEHHBIH Ipernapar, AUCTAaHIMOHHBIM CIIOCOOOM, YTBEp)KIAaeTcs
[IpaButensctBoM Poccuiickoit @enepaunu. TpeOoBaHusS K anTEYHBIM OpPraHU3ALUSAM, SBIISIOIIUMCS
YYaCTHHKAMU OJKCIIEPUMEHTa, HE MOTYT OBITh HMXKE TpeOOBaHMM, YCTAHOBJIEHHBIX K aNTEYHBIM
OpPraHU3aIMsIM B COOTBETCTBHHM C 4acThio 1.1 ctateu 55 Hactosmero deaepaibHOro 3aKoHa.

5. YnonHOMOYeHHBIH (eiepaiabHbIil OpraH UCIOJHUTEIbHOM BIACTH:

1) ocymiecTBiIsIEeT METOJUYECKOE COMPOBOXKACHHE HKCIEPUMEHTA, BKIIOYas METOJUYECKOe
COIPOBOXKACHUE NEATEIbHOCTH MEIUIUHCKUX OPraHM3alUid U anTeYHbIX OpraHU3aliil, y4aCTBYIOIIUX B
JKCIIEPUMEHTE, M0 0(hOPMIIEHHUIO, CIIOJIB30BAHUIO U XPAaHEHHIO PELIETITOB Ha JIEKAPCTBEHHBIN Mpenapar, B
TOM 4Hcie chOPMUPOBAHHBIX B (POPME FNEKTPOHHBIX JOKYMEHTOB;

2) mpencrasisier B IlpaButensctBo Poccuiickoit denepanuu npeaBapuTenbHbld (B Hepuon
IIPOBEICHMS DKCIEPUMEHTA, HO HE IIO3JIHEE 4Y€M 3a JBa Mecsdla 10 HCTCYEHHS CpOKa IIPOBEICHMS
9KCIIEPUMEHTA) U UTOTOBBIN (10 OKOHYAHUU SKCIIEPUMEHTa, HO HE TO03/IHee YeM 4epe3 JBa Mecslla Mocie
UCTEUYEHUs CpOKa IMPOBEACHHUS 3KCIIEPUMEHTa) JOKJIAAbl O pe3yiabTaTax IMPOBEACHUs JKCIIEpUMEHTa U
MPEJJIOAKEHHUS] O BHECEHUH U3MEHEHHUH B 3aKOHO/IAaTEILCTBO 00 0OpallleHNH JeKapCTBEHHBIX CPEJICTB.

6. YII0JIHOMOYEHHBII OpraH MCIOJHUTEIBHOMN BiacTH cyobekTa Poccuiickoii ®enepanun:

1) BripaBe yCTaHOBUTH OCOOEHHOCTHU MPOBEACHUSI SKCIIEPUMEHTA;

2) yTBepXkJIaeT MOPSAOK OTOOpa METUIIMHCKUX OpPraHM3allMil M anTeuHBIX OpraHM3auuil Juis

14.09.20233 Cuctema 'APAHT 123/152


http://ivo.garant.ru/document/redirect/990941/2770
http://ivo.garant.ru/document/redirect/406423453/1000
http://ivo.garant.ru/document/redirect/406047787/1000
http://ivo.garant.ru/document/redirect/406428955/1000

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

y4acTHs B DKCIEPUMEHTE, a TaKKe IMPOBOAUT TaKoW OTOOp M YTBEpHKIACT IMepeueHb MEIUITUHCKUX
OpraHu3alyii ¥ nepeyeHb anTeuHbIX OpraHU3aluii, COOTBETCTBYIOIIUX TPEeOOBAHUSIM, YCTAHOBICHHBIM B
COOTBETCTBUU C YaCTbIO 4 HACTOSALIEH CTaTbU, U SBJISIFOIIMXCS YYACTHUKAMU 3KCIIEPUMEHTA;

3) ocyulecTBIsIET MOHUTOPUHI MPOBEACHHS SKCIIEPHUMEHTa U IPEACTaBISET €ro pe3yiabTaThl B
YIIOJTHOMOYCHHBIHN (peiepalibHbII OpraH UCTIOTHUTEILHOUW BIIACTH;

4) oOecneunBaeT HMHPOPMAIMOHHO-TEXHUYECKOE OOECIeUeHUE IMPOBEICHUSI OSKCIIepUMEHTa
IOCPECTBOM HCHOJIB30BAHUS TOCYJApPCTBEHHONH MH(POPMALMOHHON CUCTEMBI B chepe 37ApaBOOXpaHEHUS
cyonbekta Poccuiickoit ®@epepanuu v (WIKM) MEIUIUHCKUX HHGOPMAIMOHHBIX CHCTEM MEIULUHCKUX
OpraHM3aluii, SABIAIOIIMXCS YYaCTHUKAMU OKCHEPUMEHTa, M HX B3aUMOJCHCTBUS C E€IUHOU
rocyapcTBeHHOU MH(OPMALIMOHHON CUCTEMOM B cdepe 3IpaBoOXpaHEHUSI.

7. MenuuuHCKAE OpraHu3allid M alTe4yHble OpraHu3allid BIPaBE OTKAa3aTbCs OT Yy4acTHUs B
9KCIIEPUMEHTE, TMO0JaB B YINOJHOMOYEHHBI OpraH HCIOJHHUTEIBHOW BiIacTu cyObekTa Poccuiickoii
Denepani COOTBETCTBYIOIIEE OOpalleHue B MMCbMEHHOM (opme.

8. AmnTeuHble OpPraHU3allMM, SBISAIONIMECS YYACTHUKAMHU DKCIIEPHUMEHTa, 00s3aHbl MPH MPOaaXKe
JUCTAaHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO IpenapaTa JUisl MEJUIMHCKOTO MPUMEHEHMSI, OTITYCKaeMOro
MO pelenTy Ha JEeKapCTBEHHBIN Ipernapar, 00ecleynTh MNPy OCYIIECTBICHUU JOCTABKH HICHTU(DUKALIUIO
JUYHOCTH Tpa)<JaHWHA, IIOJIyYalOIEro TAaKOW JIEKapCTBEHHBIM Ipemapar, B ILEJIAX YCTaHOBJIEHUS
COOTBETCTBUS €ro JUYHOCTH U JIMIIA, YKa3aHHOTO B PEIIeNTe Ha JIEKapCTBEHHBIN MpernapaT (ero 3aKOHHOTO
IpeJCTaBUTENA), JUOO JIMIA, YIMOJIHOMOYEHHOI'O JIMIIOM, YKa3aHHBIM B pELENTe Ha JIEKapCTBEHHBIN
npernapar (ero 3aKOHHBIM IMPEICTAaBUTENEM), Ha TMOJY4YeHHE JIEKapCTBEHHOIO Impenapara (manee B
HACTOSALIEH cTaThe - U0, YKa3aHHOE B peLeNTe (3aKOHHBIN MPEICTaBUTENb, YIIOJTHOMOUYEHHOE JIUIIO).

9. Jlumo, ocyiecTBIAONIEE JOCTABKY JIEKAPCTBEHHOrO Ipenapara JUuisli MEIULIUHCKOTO
NPUMEHEHHS, OTIYyCKaeMOT0 TII0 pELEenTy Ha JIEKapCTBEHHBIM mpemapar, o00s3aHO TOTpeOOBaTh Y
rpaKJIaHMWHA, NOJIYYarOIIEro TaKOM JIEKapCTBEHHBIN MpenaparT, NpebsiBUTh JOKYMEHT, YAOCTOBEPSFOUINI
€ro JINYHOCTb, Ul WACHTU(UKAMH JIMYHOCTH ITOTO TPAKIAHWHA U YCTAaHOBJICHUS COOTBETCTBHUS €r0
JUYHOCTH U JIMIIA, YKa3aHHOTO B pelenTe (3aKOHHOTO MpeACTaBUTENs, YIIOJTHOMOYEHHOT 0 Juia). B ciaydae
BBISIBJICHHUSI HECOBMAJIEHUS JIMYHOCTU TpakJlaHWHA, MOJIyYarolero JIEKApCTBEHHBIM Npernapar, U Jula,
YKa3aHHOTO B pelenTe (3aKOHHOTO MPEACTaBUTENs, YIOJIHOMOYEHHOIO JIMIA), a TaKXkKe B Cllyyae OTKaza
rpaXkAaHWHA, TOJIYYalOIIero JIEKApCTBEHHBIM Mpernapar, NpeabsBUTh JOKYMEHT, yIOCTOBEPSIOUINI ero
JUYHOCTb, JIMIO, OCYIIECTBIAIOUIEE JOCTaBKY JIEKAPCTBEHHOIO IIpernapara [Uisli MEIULUHCKOTO
IPUMEHEHHUS, OTIYCKaeMOro IO pELENTy Ha JIEKapCTBEHHBIM Mpemnapar, o0s3aHO BEpHYTh TaKOM
JIEKapCTBEHHBIN Mpenapar B aiTEUHYI0 OPTaHU3aLHIo.

10. TIlonrBepkneHuem (akta mepeaud JIEKapCTBEHHOIO Mpenapara JUuisi MEIUIHMHCKOIO
IIPUMEHEHHU, OTIIYCKaeMOI'0 IO pELEenTy Ha JIEKAapCTBEHHBIN Ipernapar, JIMIY, YKa3aHHOMY B peELenTe
(3aKOHHOMY MPEJICTABUTENIO, YIOJIHOMOUYEHHOMY JIMILy), SIBJISIOTCS KacCOBBIM UY€K M MOJANUCH JIUIIA,
MIOJIyYMBIIETO TAaKOM JIEKAPCTBEHHBIN IpemnapaTr, Ha JOKYMEHTE O IOJYYEHHU TaKOro JIEKAPCTBEHHOTO
npenapara no (opme, YTBEPKIAEMOW YIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCHOJHUTEIbHON
Biactu. [locne mnepenaun J€KapcCTBEHHOrO IMperapara JUIy, YKa3aHHOMY B pelente (3aKOHHOMY
MPEJICTABUTEN0, YIOJIHOMOYEHHOMY JIMILy), 3TOT JOKYMEHT IepeJaeTcsl JMIIOM, OCYUIECTBUBIIMM
JIOCTaBKy TaKOro JIEKAPCTBEHHOI'O IIpernapaTa, B alTEUYHYH OPraHU3allio, OCYIIECTBHUBILYI OTIIYCK
JIEKapCTBEHHOI'O0 mpernapara. B ciiydae BBIABIEHUsA MNpU Iepefade JIMIY, YKAa3aHHOMY B pELENTe
(3aKOHHOMY  TPEJCTABUTENIO, YIOJIHOMOYEHHOMY JIMIlYy), JIEKApCTBEHHOro Tpemnapata (hakToB
MEXaHUYECKOTO TOBPEXKJIEHUS €ro WM €ro YIaKOBKM TaKOW JIeKapCTBEHHBIM Tpenapar JHIIOM,
yKa3aHHBIM B pelLenTe (3aKOHHBIM IPeICTaBUTENEM, YIOJHOMOYEHHBIM JIMIIOM), HE NPUHUMAETCS U
BO3Bpallaercs 0e3 ero omiaThl JHIy, OCYIIECTBUBIIEMY JOCTaBKy JIEKapCTBEHHOIO IIpernapara Hu
o0ecreynBaroIeMy ero Bo3BpaT B allTEUHYIO OpraHU3aluIo.

11. 3a Hapymenus 3akoHomarenbcTBa Poccuiickoi denepannn, COBEPIIEHHBIE NPU IPOBEICHUH
JKCIIEPUMEHTA, €ro yYaCTHUKHM HECYT OTBETCTBEHHOCTb, YCTAHOBJICHHYIO 3aKOHOJATEJIbCTBOM
Poccuiickoit @enepanuu.

12. KoHTponp 3a HCHOJHEHHEM TpeOOBaHMM, CBS3aHHBIX C TPOBEJCHHEM OSKCIIEPHMEHTA,
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oCyIlIecTBIsIeTCs (hefiepalbHbIM OpPraHOM HCHOJIHHUTENIBHOM BIACTH, OCYIIECTBISIOIUM (QYHKLIUHU T10
KOHTPOJIIO U HaA30py B cepe 3paBOOXpaHEHMs], B IOPs/IKE, yCTaHOBIEHHOM DejiepaibHbIM 3aKOHOM OT
31 mrons 2020 rona N 248-D3 "O rocyaapcTBEHHOM KOHTpOJIE€ (Haa30p€) U MYHUIIMIIAIBHOM KOHTpPOJIE B
Poccuiickoit ®eneparun’.

CraTbs 56. M3roToBieHre U OTIYCK JIEKAPCTBEHHBIX MPENapaToB
TAPAHT:

Cm. Enunbeie mnpaBuwia o(QOpMIICHHS JICKApCTB, IPUTOTOBISEMBIX B aNTCUHBIX YUPEIKICHUIX
(MpeanpuUATHSAX) Pa3IMYHBIX GOPM COOCTBEHHOCTH, YTBEPKACHHbIE MUHHUCTEPCTBOM 3PaBOOXPAHCHHSI
P® ot 24 urona 1997 r.

Undopmarus 06 H3MEHEHUSX:
Yacmo 1 usmenena c 1 mapma 2025 2. - @edepanvhuiii 3akon om 30 oexadps 2021 2. N 463-D3
Cm. 6yoywyro pedarkyuio
Yacms 1 usmenena c 1 cenmsaops 2023 e. - @edepanvhuiil 3axon om 5 dexkabpsa 2022 2. N 502-D3

Cm. npeovloywyro peoakyuio
1. UsroroBiieHHe JIEKapCTBEHHBIX IpENapaToB anTCYHBIMU OPTaHU3AIUSAMH, BETEPUHAPHBIMU
anTCYHBIMM  OpPraHW3alUsSMH{, WMCIOIIMMU JIMIEH3UIO Ha  (apMaleBTUYCCKYIO  JIEATEIHHOCTD,
OCYILECTBIISICTCSI TI0 pElenTaM Ha JIeKapCTBEHHBIC [peraparbl, MO TPEeOOBAHUSAM MEIMIIMHCKUX
OpraHW3aIfii, BETCPUHAPHBIX OpPTaHHW3AIMi B COOTBETCTBUU C TPaBHJIAMHU H3TOTOBICHHS W OTIyCKa
JICKApCTBCHHBIX  NPENapaToB,  yTBEPKIACHHBIMH  YIIOJIHOMOYEHHBIM  ()eiepalibHbIM  OpPraHOM
WCIIOJTHUTEJIBHOW BJIACTH.

Wudopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 1 cenmsaops 2023 a. - @edepanvhuiil 3axon om 5 dekabps 2022 2. N 502-D3

Cm. npeovloywyro peoakyuio

2. Ilpu M3roTOBICHUM JIEKapCTBEHHBIX NPENApaToB allTEYHbIMUA OPTaHU3ALMSIMU, BETEPUHAPHBIMU
anTeUHbIMM  OpraHu3alusM{, HMMEIOIIMMU JIMLIEH3UI0 Ha  (apMaleBTUYECKYIO JIeATEIbHOCTH,
UCTIOJIB3YIOTCSl JICKApCTBEHHbIE IMpenapatbl W (W) QapMaleBTHYeCKHe CYOCTaHIMM, BKIIIOYEHHBIE
COOTBETCTBEHHO B T'OCYJAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB I MEIMIIMHCKOTO NMPUMEHEHMS,
TOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEIACTB AJII BETEPUHAPHOIO NPUMEHEHMs, €IUHBIA peecTp
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpPazHiiCKOro 3KOHOMHYECKOTO COK03a B YCTAHOBIEHHOM
nopsake. He nomyckaercs WM3roTOBIEHUE aNTEYHbIMM OPraHU3alUsMM, BETEPUHAPHBIMU aNTCYHBIMU
OpraHM3alUsIMH, HUMEIOUMMH JIMIEH3UI0 Ha (apMaleBTUUECKYI0 JIeATEIbHOCTh, JIEKAPCTBEHHBIX
[IpenaparoB, 3aperucTpUpoBaHHbIX B Poccuiickon denepanun.

Wndhopmarrist 06 n3MEHEHUSX:
Yacms 3 usmenena c 1 cenmsaops 2023 a. - Dedepanvhuiii 3axon om 5 dekabpsa 2022 2. N 502-D3

CMm. npedvloywyro pedaKyuio
3. MapkupoBKka JIE€KapCTBEHHBIX IMPErnapaToB, W3TOTOBICHHBIX AaNTEYHBIMH OpTraHU3AIMIMH,
BETCPUHAPHBIMHA  ANTCYHBIMH ~ OpPTaHHW3AIUsAMH, HMMCIONIMMH JIMIIEH3WI0 Ha  (apMaleBTHICCKYIO
NEeSTENIbHOCTh, U OGOPMIICHHE TAaKUX TMPErnapaTroB JOKHBI COOTBETCTBOBATH MpaBHUJIaM, yKa3aHHBIM B
JacTH | HaACTOSAIIEH CTaTbH.

Wndopmarys 06 M3MEHEHHSAX:
Yacmwb 4 usmenena c 1 cenmsaops 2023 a. - Dedepanvhuiil 3axon om 5 dexkabpsa 2022 2. N 502-D3

Cm. npedvioyuyio pedaxyuio
4. AnrteuHsle OpraHW3alliy, BETEPUHApHBIE ANTEUHbIE OPraHU3allMM, UMEIOUIME JIMLEH3UI0 Ha
(bapMaleBTUYECKYIO JI€ATEIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOIIOJCHHE MPaBUJ M3TOTOBIEHUS U
OTITYCKa JIEKapCTBEHHBIX IIPENAapaToOB B COOTBETCTBUH C 3aKOHOATeNbCTBOM Poccuiickoit denepanuu.
TAPAHT:
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CMm. kKoMMeHTapuH K cTaThe 56 HacTosero denepanbHOro 3aK0Ha

Crarbnn  57. 3anpemenue mnponaxu (Hanbcu(DUIUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HEOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
Cpe/CTB
[Iponaxa banbcuGuUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HET00pOKaYECTBEHHBIX
JICKApCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCS.
TAPAHT:

CM. koMMeHTapuu K cTatbe 57 HacTosero denepabHOr0 3aKOHA

Crarba 58. XpaHeHue JIGKAPCTBEHHBIX CPEJICTB

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oxkmsaopsa 2014 e. N 313-P3 6 uacme I cmamovu 58 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, GCIMYNalowue 6 CUIY No UCMeYeHUU mpuoyamu OHel noce
OHs 0puyuanbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

1. XpaHeHuEe JIEKAPCTBEHHBIX CPEIACTB OCYIISCTBISICTCS IPOU3BOIUTEIISIMA JICKAPCTBEHHBIX
CPEIICTB, OPraHU3aIUSIMHU ONTOBOI TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMH, AITEYHBIMU OPTaHU3AIUSIMH,
BETEPUHAPHBIMU alTCYHBIMH OPTaHU3ANHUSIMH, WHIAUBUIYATbHBIMH TPEANPUHAMATEIIIMHA, HUMEIOIHMHU
JUIEH3UI0 Ha (apMalleBTUUECKYIO JIEATeIbHOCTh WU JUIEH3UI0 Ha MEAMIMHCKYIO JeSTeIbHOCTbD,
MEIWIIMHCKIMHI  OPTaHM3AIMSIMH, BETCPUHAPHBIMH OPTaHM3ANMSIMH W HWHBIMA  OpraHU3aIUsIMHU,
OCYIIECTBISIOIUMHU OOpalleHre JIeKapCTBEHHBIX CPEICTB. XpaHEHUE JIEKapCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHHUS OPTaHHM3AIMsIMU ¥ WHIWBHIYAJbHBIMH TMPEANPUHUMATEIIIMA B CIydasX,
€CJIM OHU HCHOJB3YIOTCS UCKIIOYUTEIBHO TMPHU PA3BEACHUU, BBIPALIUBAHUU, COJCPKAHUU M JICYCHUU
YKUBOTHBIX, MOJKET OCYIIIECTBISATELCS 0€3 MOTYICHHS TUIISH3UN Ha (PapMaIieBTHICCKYIO e TEIIbHOCTD.

2. IlpaBuma xpaHeHHUS  JEKAPCTBEHHBIX CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHAUTEILHOU BIIACTH.

3. XpaHeHHe HapKOTUYECKHX JIEKAPCTBEHHBIX CPEJCTB, ICUXOTPOMHBIX JIEKAPCTBEHHBIX CPENICTB,
panrodapMareBTHYECKUX  JICKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISIETCSI B COOTBETCTBHUH  C
3akoHo arenscTBoM Poceniickon denepanuu.

T'APAHT:

CM. koMMeHTapuu K cTaTthe 58 HacTosmero denepabHOr0 3aKOHA

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akoHom om 25 Oexabps 2012 2. N 262-D3 anasa 10 nacmoswezo Dedepanvrozo
3aKoHa dononnena cmamoeti 38.1, ecmynarowetl 6 cuny no UCmeyeHuu cma 80CbMudecsmu OHel nocie
OHsL 0puyuanvbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Crarbsa 58.1. IIpeaAMETHO-KOJIWYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOTO
MPUMEHEHUS
1. TlepedyeHp JEKapCTBEHHBIX CPEACTB [UII MEIUIMHCKOTO TPUMEHEHHS, MOJICKAINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4YeTy, VYTBEPXKAAeTCs VYIOIHOMOYEHHBIM (elepallbHbIM  OpPraHoM
WCTIOJTHUTEJIbHOM BJIACTH.
Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 3 uiona 2016 2. N 305-@3 6 uwacme 2 cmamvu 58.1 nacmosueco

DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
2. Tlopsiiok BKJIIOYEHHS JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIIMHCKOTO MPUMEHEHHUS B IepeyeHb
JICKAPCTBEHHBIX CPEJICTB I MEAMIIMHCKOTO MPHUMEHEHHS, MOJUICKANINX MPEeIMETHO-KOIUISCTBEHHOMY
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y4eTy, YCTAHaBIHMBAETCS YHNOJHOMOYEHHBIM (peepalbHbIM OpPraHOM HCIOJHHUTEIBHON BIAcTH IO
COIIacOBaHUI0 C (eAepalbHbIM OpPraHOM HCIIOJHUTEIBHONW BIIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX HEIN.

3. IlpeaMeTHO-KOJINYECTBEHHBIN YYeT JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOIO MPUMEHEHUs
BCAYT MNPOU3ZBOAUTCIIN JICKAPCTBCHHBIX CPCACTB, OpraHHU3alllun OIITOBOM TOProBJIM JICKAPCTBCHHBIMU
CpEICTBAaMH, anTEeYHble OpraHU3alliy, WHAMBHUIyalbHbIE MPEANPUHUMATENIN, UMEIOIIUE JHICH3UI0 Ha
(bapMaueBTquCKon ACATCIIbBHOCTD WJIM JIMICH3WIO Ha MCIUIHUHCKYHO ACATCIIBHOCTb, U MCIUIIMHCKUC
OpraHM3aly, OCYIIECTBISIIOIINE OOpalleHne JEKapCTBEHHBIX CPEACTB AJI MEAUIIMHCKOTO MpUMEHEHUS,
IyTEM PETUCTPAIMM JIOOBIX CBA3aHHBIX C UX OOpAIIeHHWEM OINepanuid, IpU KOTOPBIX HM3MEHSETCS HUX
KOJIMYECTBO U (WJIM) COCTOSIHHME, B CIICIHAIBHBIX KypHAJIaX ydyeTa ONepaluii, CBA3aHHBIX ¢ OOpaleHueM
JICKAPCTBCHHLIX CPCACTB AJId MCAUIMHCKOI'O ITIPUMCHCHU A (I[EUICC - CIIeUaJIbHBIC )KypHaJIBI).

4. IlpaBuia perucTpauuy omepaiuii, CBI3aHHBIX C OOpallleHHueM JIEKaAPCTBEHHBIX CPEACTB IS
MCIUIIUHCKOI'0 IMPUMCHCHHA, BKJIIFOUCHHBIX B ICPCUCHBL JICKAPCTBCHHLIX CPCACTB IAJId MCIHUIIMHCKOI'O
MPUMEHEHHUS, MOANEKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YYETY, B CIICIUAIbHBIX JKypHajdaX M IpaBuiia
BCACHUA U XpaHCHHUA CIICHUAJIBHBIX XXYPHAJIOB YTBCPKAAIOTCA YIIOJITHOMOYCHHBIM (beIIepaJH)HI)IM OopraHom
UCIIOJTHUTENIbHOM BJIACTH.

5. Kontpons 3a coOmoAcHUEM MpaBUJl PETUCTpAIlMU ONEpaluii, CBA3aHHBIX C OOpallleHHEeM
JICKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO NMPUMEHEHHMs, BKJIIOUYEHHBIX B IEpEUYCHb JIEKAPCTBEHHBIX
CpCACTB naJjid MCAUIHWHCKOrO IPUMCHCHUA, IMOMJICKAIIUX MHNPCAMCTHO-KOJIMYCCTBCHHOMY YUYCTYy, B
CHEIHMANIbHBIX KYypHAaaX, a TAaKXkKe 3a COOJII0/IEHUEM MPaBUII BEACHUS U XPaHEHUS CIIeUaIbHBIX )KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYCHHBIC (e[cpalbHble OpraHbl HUCHOJHUTEIBLHON BIACTH W  OPraHbI
UCIIOTHUTENIbHON BiacTu cyObekToB Poccuiickoit ®epepanuu, OCYIIECTBISIONINE JTHIICH3UPOBAHUE
MPOU3BOJICTBA  JICKAPCTBCHHBIX  CPEICTB, (apManeBTUYCCKOW JCSATCITLHOCTH W METUITMHCKOM
NESTENIbHOCTH, U OCYILIECTBIISETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJIS.

TAPAHT:

CMm. AIMWHUCTPATHBHBIN periamMeHT ucroiaHeHus PemepaidbHON CIy)00¥i Mo Haa3opy B cdepe
3[PAaBOOXPAHEHUS] TOCYJAPCTBEHHOW (YHKIMM TIO OCYIIECTBICHHUIO JIMIICH3HOHHOTO KOHTPOJIS
(dapMarieBTHYECKON JICATENIbHOCTH, YTBEPXICHHBIM Tpuka3omM MmuH3npaBa Poccuu ot 1 ceHTAOps
2017 r. N 585H

CwMm. KOMMCHTApUH K CTAaThC 58.1 HaCTOoAIICTO @enepaﬂbHoro 3aKOHa

I'naBa 11. YHU4YTOXKEHHE JIEKAPCTBEHHBIX CPEACTB

Cratbs 59. OcHoBanus u MOPAHOK YHUYTOKCHUA JICKAPCTBCHHBIX CPEACTB

Undhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms | cmamvu 59 nacmosuezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexem wacmu 8 npeovioyujeli peoaKyuu
1. HenoOpokauecTBeHHbIE JE€KApCTBEHHbBIE CpEACTBa, (PanbCcU(UIUPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOJJIeKAT M3IBATUIO U3 OOpAIleHUS M YHUYTOXKEHUIO B TIOPsJIKE, YCTAaHOBJIEHHOM
[IpaBurensctBoM Poccuiickoit ®denepanuu. OCHOBaHHWEM /U1 YHHUYTOXKEHMS JIEKAPCTBEHHBIX CPENICTB
SIBIISIETCSL PELICHNE BIIAJIENblIA JIEKAPCTBEHHBIX CPE/ICTB, PEIIEHUE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOIO
(enepaabHOro OpraHa UCHOJHUTENBHOM BIIACTU WM PELICHUE Cya.

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3akoHom om 22 oOexabpsa 2014 2. N 429-@3 @ uacmv 2 cmamovu 59 nHacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
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2. KonTpadakTHbie JIeKapCTBEHHBIE CPEICTBA TOJICKAT U3BATHIO U3 00pALICHUS U YHUUYTOXKECHUIO
no pemeHuto cyna. [lopsgok yHUYTOXKEHHUS] KOHTpa(aKTHBIX JEKApCTBEHHBIX CPEACTB yCTaHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanumn.

3. Pacxonpl, cBs3aHHBIE C YHUYTOKEHHEM KOHTpa(aKTHBIX JIEKApPCTBEHHBIX CPEJNCTB,
HEeT0OPOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (ambCHPUUMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEMIAIOTCS UX BIaJIEbIEM.

4. Bnanenen JEKapCTBEHHBIX CPEJICTB JIOJDKEH MPEICTaBUTh B YINOJHOMOYCHHBIN (enepaabHbIH
OpraH HCIIOJIHUTEIbHON BJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBJIICHHOM IIOPS/IKE €ro KOIHIO,
NOATBEepKAAtoNIHe (PAaKT YHHUTOXKCHHS JICKAPCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOIIMNA YIOJHOMOYCHHBIH (eaepaibHblii OpraH HCIOJHUTEILHON BIIACTH,
NPUHSABLIMKA pelieHrue 00 YHUYTOXKEHUHU JICKApPCTBEHHBIX CPENCTB, OCYIIECTBISET KOHTPOJb 33 HX
YHUUYTOKEHUEM.

6. YHMUYTOXXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCS OPraHU3alUsSMH, HMEIOLIUMHU
COOTBETCTBYIOIYIO JTUIEH3UIO, HAa CIEIMAIbHO 000PYyI0OBaHHBIX IIJIOLIAKaX, MOJIUTOHAX U B CHEIHAIEHO
000py/1I0BaHHBIX MOMEUIEHUSIX C COOJ0eHNEM TpeOOoBaHUI B 00JacTH OXpaHbl OKPY’KAIOLIEH cpenbl B
COOTBETCTBUH C 3aK0HOIaTeNLCcTBOM Poccuiickoit denepanuu.

7. Hapxoruueckue Je€KapCTBEHHbIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEJNCTBA,
panuodapMalleBTUUECKUE  JIGKAPCTBEHHBIE  CpPEICTBA  YHMUYTOXKAIOTCA B COOTBETCTBUU  C
3akoHoJaTenscTBoM Poccniickon denepanmm.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 59 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

I'napa 12. Focy)lapCTBeH}we PEryjiupoBaHue HEH HA JEKAPCTBEHHLIE IIPpeaparbl 1Jisd
MEIUIIMHCKOI0 NIPpUMEHECHUSA

Crarbs 60. ['ocymapcTBEeHHOE pETYIMPOBAaHHME II€H Ha JIEKAPCTBEHHBIC TIpemaparhl JJis
MEIUIUHCKOTO PUMEHEHHS

Undhopmarrist 06 n3MEHEHHSX:
Yacms 1 usmenena c 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N 67-D3

CMm. npedvloywyro pedaKyuio
1. TocynapcTBeHHOE pEryIupoBaHHE IIEH Ha JIEKapCTBEHHbIE MpemapaThl AN MEIULHUHCKOTO
MPUMEHEHHUS OCYIIECTBIISICTCS TTOCPEICTBOM:

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 1 usmenen c 13 urons 2020 2. - @eodepanvhuiii 3axon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
1) yrBepxkaenus [IpaButenbctBoM Poccuiickoit deneparnuu nepeuHs KU3HEHHO HEOOXOAMMBIX U
BOKHEUININX JIEKAPCTBEHHBIX IPEMapaToB, KOTOPBIM (OPMHpPYETCS U HE PEXKE OIHOTO paza B TOJ
[IEpECMATPUBAETCS B YCTAaHOBJIEHHOM MM IOpsAJIKE HAa OCHOBE KOMIUIEKCHOM OLEHKHM JIEKapCTBEHHBIX
MpenapaToB, BKIOYAs aHAIN3 CBEJICHUM O CPAaBHUTEIHHON KIMHUYIECKOH 3((HEKTUBHOCTH U 6€30MaCHOCTH
JIEKapCTBEHHOI'0 CPEJCTBA, OLEHKY Y9KOHOMUUYECKHUX IMOCIEACTBUI MPUMEHEHHUS JIEKAPCTBEHHOIO CPEICTBA
Y M3yYEHHE JOMOJHUTENBHBIX MOCIEICTBUN TPUMEHEHUS JIEKAPCTBEHHOTO CPE/ICTBA;
Wndopmarys 06 M3MEHEHHSAX:
Ilynkm 2 usmenen c 7 urons 2019 2. - @eoepanvhuiii 3axon om 6 utons 2019 2. N 134-D3
Cm. npedvloyuyio peoakyuro
2) yTBEpXKIEHUS METOJMKM pacuera TMpeaelbHbIX OTIYCKHBIX II€H MPOU3BOAUTENECH Ha
JIEKapCTBEHHBIC TMperapaThl, BKIIOYCHHBIC B IEPEYCHb >KU3HEHHO HEOOXOAMMBIX ¢ BaKHEUIINX
JICKapPCTBEHHBIX IPENapaToB, a TaKKe BHEIPEHHS MEXaHU3MOB (OPMHUPOBAHHUS CUCTEMBI pedepeHTHBIX
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0OCH,

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 7 uronsa 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio

3) rocynapCTBEHHOW pErucTpalud MpeAeibHbIX OTIHYCKHBIX IIEH IPOM3BOAUTENCH Ha
JICKapCTBEHHbIC TMperaparbl, BKIIOUYEHHBIE B TMEPEYCHb IKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapCTBEHHBIX IIPENapaToB;

4) BeneHus TOCYJApCTBEHHOIO pEecTpa MPEeAeNIbHbIX OTIYCKHBIX LIEH INPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKIIOUEHHbIE B I[I€PEUYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IPEIApPaTOB;

5) yTBepXKIEHUS METOJIMKU YCTAHOBJIGHUS OpraHaMu MCIIOJHUTEIbHOM BIIACTH CYOBEKTOB
Poccuiickoit denepannu npeaeabHbIX pa3MEPOB ONTOBBIX HAa/0aBOK U MPEIEIbHBIX PA3MEPOB PO3ZHUUHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM INPOMU3BOJUTEISIMHU JIEKAPCTBEHHBIX
[IPEnapaToB, Ha JIEKApCTBEHHBIE IpernapaThl, BKIIOYEHHBbIE B IEPEUEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX IIPENAPATOB;

6) yCTAaHOBJICHHS TIPE/ICTBHBIX PAa3MEpPOB ONTOBBIX HaA0ABOK M MPEACITBHBIX pa3MEPOB POSHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOMU3BOJUTEISIMH JIEKAPCTBEHHBIX
npenapaToB, Ha JICKAPCTBEHHBIE IPENaparbl, BKIIOYCHHBIE B IEPEUYCHb JKU3HEHHO HEOOXOAWMBIX H
BaXHEHILNX JIECKAPCTBEHHBIX IIPENAPaTOB;

7) yTBEp)KICHMS IOpsAJIKa BBIJAYM IIPEIIIMCAHUI OpraHaM HCIOJIHUTEIbHOM BJIacTU CYOBEKTOB
Poccuiickoit denepaunn 0 NpUBENECHUN B COOTBETCTBHE € 3aKOHOJATENbCTBOM Poccuiickoin denepanuun
pemeHnit 00 YCTaHOBJIIGHWHM TMPENENBbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M MPEIEIBHBIX Pa3MepoB
PO3HMYHBIX HaJ0aBOK K (AKTHMYECKHMM OTIYCKHbIM II€HaM, YCTaHOBJECHHBIM IPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IIPENApaTOB, Ha JIEKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IIEPEYECHb KU3HEHHO
HEOOXOJUMBIX U BAKHEHIIMX JICKApPCTBEHHBIX IIPENaparoB, €CIM OHU MPHUHATHI C HapyLICHUEM
3akoHoaarenbcTBa Poccniickoit denepanuu, B nopsake, ycraHoBiaeHHoOM [IpaButensctBom Poccuiickoit
denepauny;

8) HampaBiIeHHs YIOJIHOMOYEHHBIM (heliepaJbHbIM OPraHOM HCHOJHUTENBHOM BIIACTH OpraHam
UCTIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit ®Penepauuu mnpeanvcaHuil o MNpHUBEIEHHH B
COOTBETCTBHE C  3akoHoaarenbcTBOM  Poccumiickoi  ®enepanuu  NPUHATBIX € HapyLIEHUEM
3akoHozaTenbcTBa Poccuiickoit dexepannn pemeHnii 00 ycTaHOBIEHUH HPEAEIbHBIX Pa3MEpPOB ONTOBBIX
HaJ0aBOK M IMpeleibHBIX pa3MEpOB PO3HMYHBIX HAA0aBOK K IIEHaM Ha JIEKapCTBEHHBIE Ipernaparsl,
BKJIIOYEHHBIE B IIepEUEHb )KU3HEHHO HEOOXOIUMBIX U BXKHEHIINX JIEKapCTBEHHBIX IPENapaTos;

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nynwkm 9 cmamou 60 Hacmoswezo
DedepanbHoeo 3aKOHA U3N0AHCEH 8 HOBOU PeOaKyuu

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
9) ocymectBneHus (¢eaeparbHOrO0 TOCYAapCTBEHHOro Haa3opa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAIBHOTO TOCYJApPCTBEHHOIO KOHTPOJS 3a NpPUMEHEHHEM IIeH Ha
JeKapCTBEHHbIE  TpenapaTbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (efiepalibHbIMU  OpraHaMu
UCIIOJTHUTENIbHOM BJIACTHM W OpraHaMy HCIOJHUTEIbHOW BiacTH cyOwbekToB Poccuiickoit ®denepanuu
COIIACHO MX KOMIIETEHIIMHU B 110Psi/IKe, ycTaHOBJIEHHOM [IpaBurensctBoM Poccuiickoit @enepanuuy;
Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 10 uzmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabpsa 2019 2. N 475-D3
Cm. npedvioyuyro pedakyuio
10) mnpumeHeHMs TNpPEeRyCMOTPEHHBIX 3aKoHoJaTenbcTBOM Poccuiickont ®enepaunn  mep
OTBETCTBEHHOCTH 3a HapylleHue MopsaKa eHO0Opa30BaHusl Ha JIEKapCTBEHHbIE MpenapaThl, BKIIOUEHHbIE
B [I€pEUCHb )KU3HEHHO HEOOXOUMBIX U BAKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB.

Wudopmanust 06 U3MEHEHUSX:
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Cmamuws 60 donoanena yacmoto 2 ¢ 26 mapma 2020 2. - @edepanvusiii 3axon om 26 mapma 2020 2. N
67-D3
2. B ycnoBusax upe3BblYaiiHON CUTyalluu U (UJM) NPU BOZHUKHOBEHUHU YIPO3bl PaCIpOCTPAHEHUS
3a00JieBaHusl, MPEICTABISIIONIET0 OMAaCHOCTh JUIS OKPYXAIOUIMX, a Takke B cllydyae, €Clid B TEYCHHE
TPUALATH KaJeHAApHbIX AHEN nociie npuHAtHs lIpaBurensctBom Poccuiickoin denepanuu pelieHus o
IIPOBEICHUM MOHMTOPUHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHbIE IIPENapaThl, HE BKIIOUYECHHBIE B [1€PEUCHb
KU3HEHHO HEOOXOJMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IPENapaTroB, HAa TEPPUTOPHIX CYyOBEKTOB
Poccuiickoii @enepany BBISIBJIEH POCT PO3HUYHBIX IIEH HA YKa3aHHbIC JIEKAPCTBEHHBIE Mpernaparbl Ha
TPHULIATH MPOILIEHTOB U Ooiee, [IpaBurenscTBO Poccuiickoii denepanuu BrpaBe YCTAaHOBUTH NPEICIbHBIE
OTIYCKHBIE LIEHbl ITPOM3BOAUTENICH HA YKa3aHHbIE JIEKAPCTBEHHBIEC IpENapaThl, MpeAesIbHbIE Pa3Mephl
ONTOBBIX HA/J0aBOK W TpENeibHbIE pa3Mepbl PO3HUYHBIX HAI0ABOK K (PAKTHUECKUM OTITYCKHBIM II€HAM
MIPOU3BOJUTENICH HAa yKa3aHHBIEC JIEKApCTBEHHbIE Ipenapathl. [lepedueHb JeKapCTBEHHBIX IPENapaTroB, HE
BKJIIOYCHHBIX B TE€pPEUCHb J>KU3HEHHO HEOOXOJAMMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX NpEnapaToB, U
nopsi10k ero popmupoBanus onpeaensitores [IpasurensctBom Poccuiickoit denepanuu.

Undopmarus 06 n3MEHEHUX:

Cmamuws 60 oonoanena yacmoio 3 ¢ 26 mapma 2020 2. - @edepanvusiii 3axon om 26 mapma 2020 2. N
67-D3
3. B TeuyeHue neBsHOCTA KAJICHAAPHBIX JHEW CO JHs yTBepxaeHus [IpaButenbcTBoM Poccuiickoit
Odenepanyiyl MepevHs, YKa3aHHOTO B YaCcTH 2 HACTOSIIEH CTaThH, HE JOMYCKAIOTCS pealn3alus U OTIYCK
BKITIOYCHHBIX B HET'O JICKAPCTBEHHBIX IPENapaToB IO IEHAM, MPEBBIIIAIOIINAM IPEACTbHBIC OTITYCKHBIC
IIEHbl TMPOU3BOJUTENICH HA YKa3aHHBIC JIGKAPCTBEHHBIC IPENapaThl, MPEAeIbHBIC pa3Mepbl OMTOBBIX
Ha/M0AaBOK W TMPENENIbHBIC pa3Mepbl PO3HHYHBIX HAA0AaBOK K (DAKTHUYECKUM OTITYCKHBIM II€HAM
NPOM3BOUTENICH Ha YyKa3aHHbBIC JIEKAPCTBEHHBIE MpEraparsl C YYETOM Hajora Ha J00aBICHHYIO
CTOUMOCTb.
TAPAHT:

Cwm. kommeHTapu K ctathe 60 HacTosmero denepanbHOro 3aKOHA

Wndhopmarrust 06 n3MEHEHHSX:
Cmamows 61 usmenena c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utonss 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
Crarbsa 61. I'ocymapcTBeHHas perucrpanus U MEepeperucTpanus MpeaeibHbIX OTIYCKHBIX LIEH
MPOU3BOAUTENEH Ha JICKAPCTBEHHBIE IMpenaparbl, BKIOUYECHHBIE B MEPEUCHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MIPETapaToB

1. IlpenenpHass OTHyCKHAas ILI€HA MPOU3BOAMUTENS HA JIEKAPCTBEHHBIM Mpenapar, BKIOYEHHBIA B
rnepeyeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEUIIMX JIEKQPCTBEHHBIX TPENaparoB, MOAJIEKHUT
rOCYIapCTBEHHOW PEruCTpalMy B IOpsiaKe, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickoin @enepannu,
HAa OCHOBAaHUU IMPEJICTAaBICHHOTO B YIOJHOMOYEHHBIH (enepalbHblii OpraH HCIOJHUTEIHHONW BIACTH
3asBJICHUS JeprKaTelsl WM BJaJeNblla PETHCTPALMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO Iperapara
(YIOTHOMOYEHHOT'O UM JIUIIA).

2. 3aperucTpupoBaHHas TMpeAeibHas OTHYCKHAas II€Ha MPOU3BOAUTENS Ha JEKAPCTBEHHbBIN
mpemapar, BKJIIOYEHHBIM B TMepeueHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHWIIUX JIEKAPCTBEHHBIX
MpenapaToB, MOXKET OBITh IEPEPETUCTPUPOBAHA B CTOPOHY YBEIMYCHHSI OJIUH pa3 B KAJICHIAPHOM TOy Ha
OCHOBaHUHU TPEJCTABICHHOTO B YIOJIHOMOYEHHBIN (hefepaibHbli OpraH HCIOJHUTENBHON BiacTu A0 |
OKTAOpS KaXJIOTO TOJa 3asBJIICHHS JEpXKaTelsl WIM BIIAJEblla PETUCTPAIMOHHOTO YIOCTOBEPECHHUS
JIEKapCTBEHHOTO Npenapara (YnoJIHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHasg NpeAebHas OTHYCKHAs [€Ha MPOU3BOAUTENS Ha JEKAPCTBEHHbBIN
mpemnapar, BKJIIOYEHHBI B TepeueHb IKU3HEHHO HEOOXOIUMBIX U BaXHEHWIIUX JIEKapCTBEHHBIX
MpenapaToB, MOKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHUKEHHUSI HA OCHOBAHUHU TPEJICTABICHHOTO B
YIIOJTHOMOYEHHBIN (hefiepanbHblii OpraH MCMOTHUTENLHON BIACTH 3asBICHUS AepKaTells WU BIaJebla
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PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (yroJHOMOYEHHOTO UM JIULIA).

4. Jlepxkatenp WM BIAJAENEll PETHCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKAPCTBEHHOI'O IIperapara
(YMOTHOMOYEHHOE UM JUI0) 00s3aH NPEJCTaBUTh B YIOJIHOMOYEHHBIH (efepabHblii  OpraH
VCIIOJIHUTEJIbHON BJIACTH 3asIBICHUE O MEPEPErucTpaluy 3aperucCTPUPOBAHHON MPEAEIbHOW OTIYCKHOM
IIEHBI TPOU3BOIUTEIIS HA JICKAPCTBEHHBIN Mpenapar, BKIOYCHHBIN B I1epeueHb KU3HEHHO HEOOXOIUMBIX U
BAYKHEUILIMX JICKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHUXKEHUS B CIEIYIOLINX CIyYasx:

1) cHM>KeHUE 1IEHBl B UHOCTPAHHOM BAJIIOTE HA JICKAPCTBEHHBIN Mpernapat B CTpaHe MPOU3BOAUTENIS
u (W1M) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IpenapaT 3aperucTpupoBaH U (WIM) B KOTOpHIE
IIOCTABJISETCS IIPOU3BOAUTEIIEM;

2) cHIWKeHUE LeH Ha pedepeHTHbIC JIEKapCTBEHHbIE Mpernaparbl B COOTBETCTBHH C ITYHKTOM |
HACTOSAIIEH dYacTh (IS COOTBETCTBYIONIMX BOCIHPOU3BEICHHBIX, OWOAHANOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPEnapaToB);

3) npeBblllIeHUE MPEIETbHON OTIHYCKHOM LIEHBI Ha MEPBbI BOCIPOU3BE/ICHHbIN, OMOaHATIOTOBBIM
(Onomo00HBII) JIEKApCTBEHHBINM MpernapaT WHOCTPAHHOTO IMPOU3BOJICTBA HAJl MPEAEIbHON OTIYCKHOU
[IEHOW MTPOU3BOIUTEIISI HA BTOPOH BOCIIPOHM3BEACHHBIN, OMOaHAIOTOBBIN (OMOTIOOOHBIN) JIeKapCTBEHHBIH
npenapar, pacCiMTaHHOM B COOTBETCTBUU C METOJIMKOM, yTBepxkaeHHou IIpaBurenbctBom Poccuiickoit

®denepauuu;
4) mpeBbIlIeHNUE MPEACTbHON OTIYCKHOM IEHbl Ha NEPBBIA BOCIHPOU3BENCHHBIN, OMOaHAIOTOBBII
(OnoTmOO0HBI) JIGKAPCTBEHHBIM TMpermapaT IMPOU3BOJAUTENS TOCYyIapcTBa - WieHa EBpa3uiickoro

SKOHOMMYECKOTO COI03a HaJ IpPENeIbHOW OTIYCKHOM L€HOM IPOM3BOJUTENS Ha  BTOPOH
BOCIIPOM3BE/ICHHBIN, OMOaHAIOroBbI (OMOMOAOOHBIN) JIEKApCTBEHHBIM Mpenapar MHpOU3BOIUTENSA
rocyiapcrea - wieHa EBpa3suilcKOro 5KOHOMMYECKOIO COH03a, PACCUMTaHHOM B COOTBETCTBUU C
METOAMKOH, yrBepxkaAcHHOM [IpaBuTtensctBoM Poccuiickon @enepannn.

5. Ilopsimox  mepeperucTpauuy  3aperuCTPUPOBAHHBIX — IPENEIbHBIX  OTIYCKHBIX  LIEH
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIE INpenapaThl, BKIIOUEHHBIE B I1€pPEUeHb )KM3HEHHO HEOOXOAMMBIX U
BOXHEHILINX JIEKAPCTBEHHBIX IIPENapaToB, B CIydasX, MPEAYCMOTPEHHBIX 4dacTsAMU 2 - 4 HacCTOAIIEH
craThy, ycraHaBnuBaercs [IpaBurensctBoM Poccuiickoit deneparum.

6. DKOHOMMYECKMI aHaIMU3 NPEACIbHON OTIYCKHOW LEHBI IPOM3BOJUTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBI B IepeueHb JKM3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
[IpenaparoB, IMpPU €€ T[OCYIapCTBEHHOM PETUCTpAlMd WM I[EPEPEruCcTPallid  OCYILECTBIAETCS
denepanbHBIM  OPraHOM  HCIIOJIHUTEIBHOW BIACTH, OCYIIECTBISIOMIMM (YHKIUU 1O IPUHATHIO
HOPMAaTUBHBIX TPaBOBBIX AKTOB M KOHTPOJIO 3a COOJIIOJEHMEM 3aKOHOJaTelbcTBa B  cdepe
roCy/IapCTBEHHOT'O PETryJIMpOBaHUs 1ieH (Tapr(oB) Ha TOBaphI (YCIyTH).

7. PacueT npenenbHbIX OTIIYCKHBIX LIEH, YKA3aHHBIX B 4acTsX | M 2 HacTOSINEH CTaTbu, IIPU UX
rOCYJapCTBEHHOM PETrUCTPALMU WIHA MEPEPETUCTPAMU OCYHIECTBISETCS B COOTBETCTBUU C METOAMKOM,
yrBep:kaeHHou [IpaBurensctBoM Pocculickoit denepanuu U yYUTHIBAIOLIEN B TOM YHCIIE:

1) cobmonienue GaaHca UHTEPECOB MOTPEOUTENEN JIEKapCTBEHHBIX IPENapaToB, BKIOYEHHBIX B
nepevyeHb JKU3HEHHO HEOOXOJMMBIX M BaXHEWIIMX JIEKapCTBEHHBIX NpenapaToB, U NPOU3BOJUTEIEH
JIEKapCTBEHHBIX IMPENnapaToB, BKIIOYEHHBIX B IEpPeUYeHb >KU3HEHHO HEOOXOAMMBIX U Ba)KHEMIINX
JIEKapCTBEHHBIX IIPENApaToB;

2) (daxkTHYeCKyr OTIYCKHYIO IIEHY Ha JIEKapCTBEHHBIC Tpemapatbl B Poccuiickoit deneparmmy,
LIEHy BBO3a JIEKapCTBEHHBIX npenapartoB B Poccuiickyro denepanmio, a TakKe LIEHbl Ha aHAJIOTMYHBIE
JIEKapCTBEHHBIE TTpenapaThl, Haxo smuecs: B oopamenun B Poccuiickoit deneparuu;

3) 3aTpaTel NPOM3BOJAUTENS JIEKAPCTBEHHOIO IIperapaTa Ha IPOMU3BOACTBO U  PEaTU3aLUIO
JIEKapCTBEHHOI'O IIpernapara;

4) ueHy Ha JEKapCTBEHHBII Ipenapar, ero lieHy B CTpaHe MPOU3BOAUTENSA U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIHM) B KOTOPBIE TOCTABISAETCS TPOU3BOAUTEIIEM.

8. He nomyckaroTcs peanusanys U OTIYCK JIEKAPCTBEHHBIX IPENAapaToB, BKIFOYEHHBIX B I1€PEUYEHb
KU3HEHHO HEOOXOJUMBIX U BaXHEHMIIUX JIEKApCTBEHHBIX MPENaparoB, Ha KOTOPbIE MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IPENaparoB HE 3aperuCTpUpOBaHa INpEleNbHAas OTIYCKHAas LE€HA, peaau3auus
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MPOU3BOAUTCIIAMU JICKAPCTBCHHLIX MPCIIApAaTOB IO HCHAM, MPCBLIIIAIOIMIUM 3apCruCTpUpPOBAHHBIC WJIA
HepeperuCTPUPOBAHHBIC TPE/ICIbHBIC OTITYCKHBIC [ICHbI Ha JICKAPCTBEHHBIC MpernapaThl ¢ y4eTOM Hajora
Ha JI00aBIIEHHYIO CTOUMOCTb.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 9 usmenena ¢ 8§ mapma 2022 2. - @edepanvruiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloyuyro pedaKyuio
9. Oco0eHHOCTM  TOCYAapCTBEHHOI'O  PEryJMpOBaHUS  HIPEJENbHBIX  OTIHYCKHBIX  LI€H

IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE INpEeNapaThl, BKJIIOUEHHBIE B I1€pEUeHb )KM3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JIEKApCTBEHHBIX IPENnapaTroB, B 3aBUCHUMOCTH OT 3KOHOMHYECKHUX M (WJIM) COLMAJIBHBIX
KpUTEpUEB (M3MEHEHUE YCIOBH, MOpsAKAa M CTOMMOCTH IIPOMU3BOJCTBA JIEKAPCTBEHHBIX IpPENapaToB,
UCIOJIb30BaHUE HOBBIX ()OpPM, METOJOB U CHOCOOOB TOCYAapCTBEHHOIO pEryJIMpPOBaHUS LI€H Ha
JIeKapCTBEHHbIE NpenapaThl, B TOM YHCJIE€ Ha OCHOBE MEXaHHW3Ma pe(epeHTHOro IEeHOOOpa30BaHMA,
U3MEHEHUH MOpsI/IKa OKAa3aHUsA MEIUIMHCKON ITOMOIIH, U3MEHEHUE Kypca MHOCTPAHHOW BaJIOTHI U MHBIE
U3MEHeHus1) yctaHaBnuBatoTcs [IpaBurenscrBoM Poccuiickoil @enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 61 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Crarbst 62. T['ocymapcTBeHHBIH peecTp MpeneiabHbIX OTIYCKHBIX LIEH IPOU3BOAMUTENEH Ha
JIeKapCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUILINX JICKAPCTBEHHBIX IIPENapaToB

Wudopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 7 urons 2019 2. - @edepanvhwiii 3akon om 6 uionsn 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio

1. 3aperucTpupoBaHHBIE WJIM TMEPEPETUCTPUPOBAHHBIE TMpENEIbHbIE OTIYCKHBIE  IICHBI
MIPOM3BOIUTEINICH HA JICKAPCTBEHHBIC MpEnapaThl, BKIOUCHHBIC B IEPEeUCHb YKHU3HEHHO HEOOXOIMMBIX U
BOXHEHMIINX JIEKAPCTBEHHBIX TPENaparoB, TMOJUIEKAT BKIIOYEHHIO B TOCYJAPCTBEHHBIA peecTp
MpeeTbHBIX OTIHYCKHBIX IIEH MPOU3BOIUTENICH Ha JIEKAPCTBEHHBIC TIPerapaThl, BKIIOYCHHBIC B TICPECUCHb
YKU3HEHHO HEOOXOIMMBIX U BAKHEHUIINX JIEKAPCTBEHHBIX MPEMapaToB.

2. T'ocynmapcTBeHHBIH peecTp MPeAeTbHBIX OTIYCKHBIX IICH MPOW3BOJUTENICH Ha JIEKAPCTBECHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEPEYCHb IKU3HEHHO HEOOXOAMMBIX M BAXKHEHUIIUX JIEKAPCTBEHHBIX
MpenapaToB, COACPKUT B ceOe CIENYIONTYI0 HH(OPMAITUIO:

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 1 usmenen c 1 sweaps 2018 e. - @edepanvhuiii 3axon om 28 oexabps 2017 2. N 425-D3

CMm. npedvloyuyro pedaKyuio

1) HauMeHOBaHMe JAeprKaTeNs U BaJesblla PETUCTPALMOHHOTO YAOCTOBEPEHUS IEKaPCTBEHHOTO
npernapara, HAMMCHOBAaHUE MPOM3BOJUTEINS JICKAPCTBEHHOI'O Ipernapara, CBEACHHS O pPErucTpaIuu
JepIKaTels WK BIaAeNblla PETUCTPAIIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, CBeJIeHUS O
pETHCTpAIMK MMPOU3BOJIUTEINS JIEKAPCTBEHHOT'O TpermapaTa JiUIsi MEIUIMHCKOTO MPUMEHEHUS B KadecTBE
HAJIOTOIUIATETBIINKA B CTPAHE PErHUCTPAUH (A1 POCCUUCKUX IOPUAUUYECKUX JIUIL - HACHTU(DUKAIMOHHBIN
HoMep Hanoromiarensimuka (MHH), mans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTPAINH,
HAaUMEHOBAaHHE PETHCTPUPYIOLIETO OpraHa, PEeTUCTPAMOHHBIA HOMED, KOJI HAJIOTOMIIATENbIINKA B CTPAHE
perucTpanyy (MHKOPIOpAIMK) WM €ro aHallor), MECTO HaXOXJICHUS IMPOHM3BOJCTBEHHBIX IUIOMIAJIOK,
YUaCTBYIOIIMX B TPOIECCE MPOM3BOACTBA JIKAPCTBEHHOTO Tpernapara, ¢ yKa3aHHeM CTaauu Ipolecca
TIPOM3BO/ICTRA;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosiue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

14.09.20233 Cuctema 'APAHT 132/152


http://ivo.garant.ru/document/redirect/403620528/63
http://ivo.garant.ru/document/redirect/77324284/619
http://ivo.garant.ru/document/redirect/74847755/1000
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/555501/0
http://ivo.garant.ru/document/redirect/72262044/141
http://ivo.garant.ru/document/redirect/77682038/621
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/52490025/0
http://ivo.garant.ru/document/redirect/71846624/15
http://ivo.garant.ru/document/redirect/57427105/6221
http://ivo.garant.ru/document/redirect/70826338/1432
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/6222

®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

2) HaMMEHOBAaHWE JIEKAPCTBEHHOrO Ipemapara (MEeXIyHApOJHOE HeNaTeHTOBAHHOE, WIIH
IPYINIHPOBOYHOE, MIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);
3) HOMep PerucTpalMoOHHOTO YI0OCTOBEPEHHS JICKAPCTBEHHOT'O Mpenapara;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 4 vacmu 2 cmamou 62 nHacmosiue2o
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHUs, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
4) nexapcTBeHHas popMa C yKazaHHUEM JO3MPOBKH JIEKAPCTBEHHOTO IMperapara U ero KOJIM4yecTBa
BO BTOPUYHO# (OTPEOUTEIHCKON) YITAKOBKE, a TAK)KE KOMIUICKTHOCTB;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

Cm. npeovloywyro peoakyuio
5) 3apeructpupoBaHHas MpeieiibHast OTIYCKHAs IICHA Ha JICKApCTBEHHBIH Mpernapar B pyoJsix;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 6 uzmenen c 7 uronsa 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
6) mata ¥ HOMEp MPHUKa3a YIIOJTHOMOYECHHOTO (pelepaibHOTO OpraHa HMCIIOJIHUTEIHHOW BJIACTH O
roCy/IapCTBEHHOW PETUCTPALlMU WU MEePEPEerucTpaliuu MpeAebHOM OTIYCKHOM 1IEHbl Ha JIEKaPCTBEHHbIN
mperapar, BKJIIOYCHHBIM B IE€peueHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHUIIUX JIEKAPCTBECHHBIX
penapaTos;
Undopmaris 06 n3MEHEHUSX:

Yacms 2 Oononnena nynkmom 6.1 c¢ 7 uona 2019 . - Dedepanvuviii 3akon om 6 utous 2019 e.
N 134-D3
6.1) nata BCTyIJIEHUS B CUJTy MPUKa3a YIOJIHOMOYEHHOTO (eiepalbHOTO OpraHa UCIOJTHUTEIbLHON
BJIACTU O TOCYJapCTBEHHOM PpEruCTpallMM WIM IEPEPETUCTpaluu IPEAEIbHON OTIIYCKHOW II€HBI
NPOM3BOJIUTENS Ha JIEKApCTBEHHBIM IMpenapar, BKIIOUEHHBIH B IepeuyeHb >KU3HEHHO HEOOXOAUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX MIPEMapaToB;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 2 cmamvu 62 Hacmoswe2o
DedepanbHo20 3aK0HA 00NOIHEHA NYHKmMoM 7, écmynarouwum 6 cuny ¢ 1 utonsa 2015 2.
7) WITPUXOBOM KOJ, HAHECEHHBII Ha BTOPUYHYIO (MOTPEOUTENILCKYIO) YIAKOBKY JEKapCTBEHHOIO
npemnapara;
Wndhopmarust 06 n3MEHEHUSX:
Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacmes 2 cmamvu 62 nacmoswezo
DedepanvHoeo 3aKkoHa 00noaHeHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8) KOJ JEeKapCTBEHHOTO Mpemnapara Mo aHATOMO-TepaneBTUYECKO-XMMHUECKON KlacCU(pUKALINU,
PEKOMEH1I0BaHHON BceMupHOW opranu3anueit 34paBoOXpaHeHHS.

Wndopmarys 06 M3MEHEHHSAX:
Yacmyo 3 usmenena c 7 urona 2019 e. - Pedepanvhuiti 3akon om 6 utona 2019 2. N 134-D3

Cm. npeovloywyro peoakyuio
3. TocymapcTBeHHasi PETHUCTpAIUsl WM TIEPEPETUCTpAIsl TPENEITbHBIX OTIMYCKHBIX IIeH Ha

JIeKapCTBEHHbIE TMpernaparbl, BKIIOUYEHHBIE B I[E€PEUYCHb >KU3HEHHO HEOOXOJUMMBIX M BaKHEHIINX
JICKApCTBEHHBIX TIPEMapaToB, BEACHWE TOCYNApPCTBEHHOTO peecTpa NpPEACTbHBIX OTIMYCKHBIX IIEH
POM3BOIUTENEH Ha JIEKApCTBEHHBIE MpPENaparhbl, BKIOYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX MTPETIapaToB, OCYIICCTRISIOTCS B TIOPS/IKE, yCTAHOBICHHOM [IpaBUTEIHCTBOM
Poccuiickoit denepanuu.

FAPAHT:
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CM. AnMUHHUCTpaTUBHBIA periiamMmeHT MuH3zapaBa Poccum MO mpeaoCTaBiICHHIO TOCYAapCTBEHHOM
YCIIYTH IO TOCYAAPCTBEHHOM PEruCTpaliii IPEAEIbHbIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHbIE ITpenaparsl,
BKJIIOYEHHBIE B TEPEUEHb >KU3HEHHO HEOOXOJUMBIX U BAXKHEWMINMX JICKAPCTBEHHBIX IpENapaTos,
YTBEPKJICHHBIN NTprkazoM MunucrepcTsa 3apaBooxpanenus ot 24 urons 2012 r. N 42H

CM. koMMeHTapuu K cTarbe 62 HacTosero denepabHOrO 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

Haumenosanue usmeneno ¢ 1 mapma 2020 2. - @edepanvnviii 3axon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio
Crarbsi 63. VYCTaHOBIICHME OpraHaMH HCIOJHHUTEIBHOH BIAcTH CyOBeKTOB Poccuiickoii
Oenepaniii  MPEACTBHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U TPEACIBHBIX Pa3MEpPOB
PO3HMYHBIX HaA0aBOK K (AKTUYECKHMM  OTIIYCKHBIM LI€HaM, YCTaHOBJICHHBIM
MPOU3BOJUTEIISIMU  JIGKAPCTBEHHBIX —TPEMApaToB, HA JICKAPCTBEHHBIE MPEMapaThl,
BKIIIOUGHHBIE B TMEPEYCHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
npenaparoB

Wudopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 o. N 475-D3

CMm. npedvloywyro pedaKyuio

1. Opranbl HCHIONHUTEIBHOW BHAcTH cyObekToB Poccuiickoit ®enepanuu ycTaHABIMBAIOT
npeenbHbIe pa3Mephl ONTOBBIX HAJA0AaBOK U IpEeIbHBIE pa3Mephl pO3HUYHBIX HAT0aBOK K (haKTHYeCKUM
OTIIYCKHBIM IieHaM (0e3 yueTa Hajora Ha JOOaBICHHYIO CTOUMOCTb), YCTAHOBJICHHBIM MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHbIE IpPENaparbl, BKIIOUYEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKICHHOW B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickorn Penepannu, METOJAMKON YCTAHOBJIEHUS OpraHaMu
UCTIOJIHUTENIbHON BIacTH cyObekToB Poccuiickoit denepaninu npeienbHbIX pa3MepoB ONTOBBIX HaJI0aBOK
U TpeAeNbHBIX Pa3MEpOB PO3HUYHBIX HAJA0aBOK K (PAKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTEINISIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE MIPENAPAThl, BKIIFOUEHHBIE B IIEPEUEHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpemnapaToB. IIpoekThl perieHuii opraHoB
UCTIOJIHUTENIbHONW BiacTu cyowbekToB Poccuiickoii denepanuu 00 ycTaHOBIEHHMH M (WIM) MU3MEHEHUU
IpelelbHbBIX pPa3MEpoOB ONTOBbIX HAA0AaBOK M MpPEAENHbHBIX pa3MEpOB pO3HUYHBIX HAA0aBOK K
(aKkTHYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM INPOU3BOAMTENSIMHU JIEKAPCTBEHHBIX MpenapaToB, Ha
JIEKapCTBEHHbIE IIpEnapaThl, BKIIOUYEHHbIE B II€pEUYEHb JKU3HEHHO HEOOXOIUMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IpenapaTroB, IMOJJIEKAT COIVIACOBAHUIO C YIOJHOMOYEHHBIM (eliepaibHbIM OpPraHoOM
MCIIOJTHUTENIbHOM BJAcTH, OCYIIECTBISIOMNM (DYHKIMK 10 IPUHSTHIO HOPMATUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJICHMEM 3aKOHOJAATENbCTBA B Cdepe TroCylapCTBEHHOIO PpEeryJlupoBaHUs LEH
(Tapu¢oB) Ha ToBapsl (yciiyTru), B nopsiike, ycranoBiaeHHoM [IpaBurensctBom Poccuiickoit denepannu.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 2 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexabps 2019 2. N 475-D3

Cm. npedvloyuyio peoakyuro

2. OpraHu3anuy OINTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMH, AaNTEeUHbIE OpPraHU3aIH,
WH/IVBUYAIbHBIC TPEINPUHUMATEIH, WMEIONINE JHMIEH3WI0 Ha (HapMaleBTHUECKYIO JeATEIbHOCTD,
MEIUIMHCKHE OpraHu3alyy, HWMEIOIIUe JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JesITeIbHOCTb, M HX
00oco0sieHHbIe Tofpa3eneHus (amOyiatopuu, (enpamepckue M QesnbIIepcKo-aKylepcKue MyHKTHI,
HeHTpsl (oTAeneHus) oOmeil BpaueOHON (ceMeilHOM) MNpakTHKH), PAacHOJOXKEHHbIE B CEJIbCKHUX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIllT€UHbIC OPraHHW3aIM{, OCYIIECTBIISIOT pPEaTU3aIlUio
JIEKapCTBEHHBIX IpEenapaToB, BKJIIOYEHHBIX B [E€pPEUCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIINX
JICKapCTBEHHBIX TPEnapaToB, IO IIEHaM, KOTOpbIe (OPMHUPYIOTCS B COOTBETCTBHH C IOPSJIKOM,
ycraHoBieHHbIM [IpaButensctBoM Poccuiickoit @enepaniuu, U ypoBeHb KOTOpBIX (0e3 ydera Hajora Ha
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NO0OABICHHYIO CTOMMOCTh) HE JOJDKEH TMPEBBIMIATh CyMMY (aKTUYECKOW OTHYCKHOW  IICHBI,
YCTaHOBJICHHON MPOU3BOAMUTEIIEM JICKAPCTBEHHOI'O IMpernapara, He MPEBbIIAIONIEH 3aperucTpUpPOBAHHOMN
WM TEPEeperucTpUPOBAHHON MpPEAETbHON OTIYCKHOW II€HBl MPOM3BOAMUTENS (HAa JaTy pealu3aluu
JICKapCTBEHHOI'0 Tperapara NPOU3BOJUTENIEM), U pa3Mepa ONTOBOM HajabaBku u (W) pasmepa
pPO3HUYHON HaI0aBKH, HE TPEBBIIIAIOIINX COOTBETCTBEHHO pa3Mepa MpeleibHOW ONMTOBON HaI0aBKU U
(wnm) pazMepa peneabHON POSHUYHON Ha0aBKH, YCTAaHOBJICHHBIX B cyOBbekTe Poccuiickoit denepanuu.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 3 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

3. Opranbl HCIIOTHUTEIHHON BiacTH cyObekToB Poccuiickoii dexepanuu pasMemiaroT B CETH
"UntepHer" mH(OpMAIMIO O 3apEeTrUCTPUPOBAHHBIX MPEACITBHBIX OTIYCKHBIX IIEHAX MPOM3BOJIUTENICH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIC B II€PCUCHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JICKapCTBEHHBIX IIpernapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoir @enepanuu npeneabHbIX
pa3Mmepax ONTOBBIX HAN0ABOK M (WJIM) MPENENbHBIX pasMepax PO3HUYHBIX HAJ0aBOK K yCTAHOBJICHHBIM
MPOU3BOIUTENSAIMU JIEKAPCTBEHHBIX MpPEnapaToB (PaKTUYECKUM OTIYCKHBIM I[€HaM Ha JIeKapCTBEHHBIE
npenaparbl, BKJIIOYEHHBIE B TMEPEUEHb JKMU3HEHHO HEOOXOIMMBIX M BaXXHEHUIIUX JIEKAPCTBEHHBIX
IpenapaToB, a TaK)Ke O CyMMeE 3aperHCTPUPOBAHHBIX MPECNbHBIX OTIMYCKHBIX IIEH MPOU3BOJIUTENEH Ha
JICKapCTBCHHBIC TIPErapaThl, BKIIOYCHHBIC B IMEPCUCHb JKU3HCHHO HEOOXOIUMBIX W BaKHEHIIIHMX
JICKapCTBEHHBIX IIPENapaTtoB, YCTAHOBIEHHBIX B cyObekre Poccuiickoir ®enepanuu mnpeaeabHbIX
pa3MepoB ONTOBBIX HAI0ABOK M MPEJEIbHBIX Pa3MEpPOB PO3HUYHBIX HAJI0aBOK M HAJIOTA HA TOOABICHHYIO
ctouMocTh. HWHpopmanus, mnpeaycMOTpEeHHas HACTOSALICH YacThlo, JOJDKHA HAXOAMUTHCA TaKkKe B
anTEeYHBIX OPTaHU3AIMIX B JOCTYIHOM JUI BCEX 3aMHTEPECOBAHHBIX JIHUII ()opMe M OOHOBISATHCS MO Mepe
ee pa3MelleHHUs OpraHaMu HWCIOJHUTENbHONW BIacTH cyObekToB Poccwuiickoit denepauuu B cetu
"UnTepuer".

4. Yrparuna cuny ¢ 1 mapta 2020 r. - @enepanbnbiii 3akoH oT 27 aekabps 2019 r. N 475-03

Wndhopmarrist 06 n3MEHEHUSX:

CMm. npedvloywyro pedaKyuio
FAPAHT:

CM. koMMeHTapuu K cTathe 63 HacTosero denepaibHOT0 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 ¢ naumenosanue enasvl 13 nacmosueco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm HAUMeHOBAaHUs 8 Npedbloyuel peoaKyuu

I'naBa 13. MouuTopuHr 3 PeKTUBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHBIX MPeENnaparos,
Haxoasiuxcs B oopamenum B Poccniickoii @enepannu

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 64 nacmosweco DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uona 2015 e.
Cm. mexkcm cmamou 8 npedbloyuell pedaxKyuu
Crarbsa 64. DapMakoHaI30p

Wndopmarys 06 M3MEHEHHSAX:
Yacmyo 1 usmenena c 13 ageycma 2019 2. - @edepanvruviii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
1. JlekapcTBeHHBIEC TpeTIapaThl, HaXosIIMeCs: B oOpamieHnu B Poccuiickoit deaepannm, moajiexar
MOHHUTOPHUHTY J((EKTHBHOCTH U OE30MACHOCTH B IENSAX BBIABICHUS BO3MOXXHBIX HETATUBHBIX
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NOCIEACTBUM MX NPUMEHEHUS, WHIUBUAYAIbHONH HENEPEHOCUMOCTH, MPEAYNPEKIACHUS MEIUIMHCKUX
pabOTHUKOB, CHEIHAIMCTOB B O0JACTH BETEpUHAPUU, TMALUEHTOB WM BJAJEbIEB >KUBOTHBIX U HX
3alUThl OT IPUMEHEHMSI TAKUX JIEKAPCTBEHHBIX IPENIapaToB.

2. ®dapmakoHaI30p OCYHIECTBISETCS COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIOJIHUTEJIBHOM BJIACTU B YCTAHOBJIEHHOM UM IOpPSAJKE IYTEM aHalIM3a IPEIOCTaBIsEMOU
cyOBbekTaMu oOpallleHus JIEKapCTBEHHbIX CPEACTB HH(POPMAIIUU O MOOOYHBIX JEHCTBUX, HEXKeIaTEIbHbBIX
peaKkLusX, CEphE3HbIX HEXKEJATENbHbIX PEaKLUsAX, HENPEABUACHHBIX HEXKENATEeNIbHbIX peakuusax I[pu
IPUMEHEHUU JIEKAPCTBEHHBIX IpernapaToB, OO0 WHIUBUIYaIbHOW HEMEPEHOCUMOCTH, OTCYTCTBHH
3¢ (HEeKTUBHOCTH JIGKAPCTBEHHBIX TpPENaparoB, a Takke 00 WHBIX (akTax M OOCTOSATENbCTBAX,
IPEJCTABISIIOIIMX yIrpo3y JKU3HU WIM 3J0POBbI0 uejoBeKa JIMOO >KUBOTHOIO IMPH MNPUMEHEHUH
JIEKapCTBEHHBIX IPENapaToB U BBIABICHHBIX HA BCEX ATarax OOpaIleHUs JEKapCTBEHHBIX IMPENapaToB B
Poccuiickoit denepanyu u Apyrux rocyaapcrnax.

3. CyObexThl 0OpalieHus JeKapCTBEeHHBIX CPEJCTB B TOPSI/IKE, YCTAHOBICHHOM YITOJHOMOYEHHBIM
denepanbHBIM OPraHOM HCTIOJIHUTENBHOM BIACTH, 00s13aHBI COOOLIATh B YIIOJIHOMOYEHHBIN (peiepanbHbIii
OpraH HCIIOJIHUTEIBHON BJIACTU O TIOOOYHBIX JEWUCTBUAX, HEXKEJATENbHBIX PEAKLUAX, CEPbE3HBIX
HEKENaTeNIbHbIX ~ PeaKlMsX, HENPEeIBUICHHBIX  HEXKENaTeNbHbIX pEakuusX NpU NPUMEHEHHUH
JIEKapCTBEHHBIX MpPENapaToB, 00 HWHIWBUAYAJIbHOW HEMEPEHOCUMOCTH, OTCYTCTBUH 3()(EeKTHBHOCTH
JICKapCTBEHHBIX IMPENapaToB, a TakkKe 00 MHBIX (aKTax M OOCTOATENbCTBAX, MPECTABISAIONINX yIPO3y
KU3HU WM 3JI0pPOBBIO YEJIOBEKA JIMOO KMBOTHOTO MpPU NPUMEHEHHM JIEKAPCTBEHHBIX IIPENapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHusi JEeKapCTBEHHBIX MpemapaToB B Poccuiickoit Dexepanuu u
JIPYTUX TOCyIapCTBax.

4. JepxaTenu WM BIAJENbLbl PErHCTPAIIMOHHBIX YIOCTOBEPEHHUM JIEKapCTBEHHBIX MPENaparos,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BbIJAHbl pa3pelIeHNs Ha MPOBEJICHUE KIIMHUYECKUX UCCIIEJOBaHUN
B Poccuiickoit ®enepanuu, nuO0 YIOTHOMOUYEHHBIE HMH JApPYrUe IOpUAMYECKHE JHIla B paMKax
oOecrnieueHrs O€30MACHOCTH JIEKAPCTBEHHBIX IIPENapaToB B IOPs/IKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (eiepaibHbIM OpPraHOM HCIOJHUTENBHOM BIAcTH, 00s3aHbl OCYLIECTBISATH NPHEM,
yueT, 0OpaOOTKy, aHalu3 M XpaHEHHE TMOCTYMallUX B HX aJpec OT CcyOBbeKTOB oOpalleHus
JIEKapCTBEHHBIX CPEJICTB U OPraHOB TI'OCYJapCTBEHHOM BIAcTH COOOIIEHHH O MOOOYHBIX JEHCTBUSX,
HE)KEJIaTeJIbHbIX PEAKIUSIX, CEPbE3HBIX HEXKENaTeNbHbIX U HEMPEIBUIACHHBIX HEXKENATEIbHbIX PEaKIUIX
OpyU MPUMEHEHHM JIEKapCTBEHHBIX IpernapaTroB, 00 OCOOEHHOCTAX HX B3aMMOJAEHCTBHS C JAPYTMMHU
JIEKapCTBEHHBIMHU TIperaparaMy, WHAMBUAYaJbHON HENEpEeHOCHUMOCTH, a Takke o0 HHBIX (akTax u
0OCTOATENLCTBAX, MPEACTABISIONIMX YIPO3y KU3HM WM 3JI0pPOBBIO YEJIOBEKAa JIMOO >KUBOTHOTO WIIU
BIMSIOUIMX Ha HW3MEHEHHWE OTHOILIEHUS OXHJaeMOM IMOoJIb3bl K BO3MOXXHOMY PHUCKY TpPUMEHEHUS
JIEKapCTBEHHBIX MTPENAapaTOB.

5. Tlpu BbIsiBIEHMM MHGPOpPMAIMU O CEPHE3HBIX HEXKENATEeNIbHbIX PEaKIUIX W HENpEeABHAECHHBIX
HEXKENNATeNbHBIX peakIUsIX IMpd IMPUMEHEHHM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJICHCTBUS C OPYTMMH JIEKapCTBEHHBIMHM IIperapaTaMy, WHIWBUIYaJbHOM HEMEpEeHOCHUMOCTH, a
Takke 00 MHBIX (paKkTax M 00CTOATENbCTBAX, BIUSAIOMIMX HA U3MEHEHUE OTHOUICHUS 0’KUAAEMON MOJIb3bI K
BO3MOXKHOMY PHUCKY TIpUMEHEHHUS JIEKApCTBEHHBIX IIpernapaToB, JAepKaTedd WM  BIAJEIbIbI
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENApaToB, IOPUANYECKUE JIMLA, HA UM KOTOPBIX
BbIIaHbl pa3pelleHus] Ha MpOBEJIeHUE KIMHHYECKUX ucciefoBanuili B Poccuiickoit denepauuu, 11bo
YIIOJIHOMOYEHHBIE HMH Jpyrue IOpUIUYECKUE JHIa 00sf3aHbl NPUHATH MEphl, HAIpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEJICTBUH  MPUMEHEHHS  TaKUX  JIEKAPCTBEHHBIX  IMPENaparos,
npeaynpexaeHue IpUYMHEHUs Bpeaa KU3HU WM 370pPOBBIO YelIOBEeKa JIMOO KUBOTHOTO, 3ALIUTY UX OT
NPUMEHEHHUS TaKuX JIEKapCTBEHHBIX MPENapaToB, HA JOMOJHUTENbHBIN cO0p NaHHBIX 00 3(HEKTUBHOCTH
1 0€30MacCHOCTH TaKMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HeCcOoOOIIEHNE WU COKPBITHE MHPOPMAIINH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH CTaThH,
JEpKaTeId WM  BJIAJENbLBI  PErMCTPAllMOHHBIX  YIOCTOBEPEHHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJIaHBI Pa3pelIeHHs Ha MPOBEICHNE KIMHUYECKUX HUCCIIeI0BaHUI
B Poccuiickoii ®@enepanuu, JmOO YIOIHOMOYEHHbIE HMMHU JIpyTMe IOPHAMYECKHE JUIa, a Takke
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JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta HMH(OpMaIus crajga HM3BECTHA IO POAY HUX MPOo(hecCHOHATbHOU
JESATEIIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMHM € 3aKOHOAATENLCTBOM Poccuiickoit Penepanuu.

7. Ilpu moxy4eHuH yrmoJIHOMOUYEHHBIM (hefepaibHbIM OpPraHOM MCIIOJTHUTENILHON BIIACTH B PAMKAx
OCYILLECTBJICHUsI UM (papMaKOHaJ30pa J0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOIO IIpernapara
YCTQHOBJICHHBIM TPEOOBAHMUSAM WM TPH MOJYYCHHMH HWHPOPMALUU O HECOOTBETCTBUM JAaHHBIX 00
3¢ ($EeKTUBHOCTH U 0 0E30MacCHOCTH JIEKApCTBEHHOI'O IMpernapaTa JaHHbIM O JICKapCTBEHHOM IIpernapare,
COJIEpKalIMMCsl B MHCTPYKIMH 10 €r0 IPUMEHEHHUIO (B TOM YMCIIE BBISBIECHHBIX B XOJ€E OCYLIECTBICHUS
(apMakoHaq30pa KOHTPOJIBHO-HAA30PHBIMU OpraHaMu HHOCTPAHHBIX T'OCYAAPCTB), YHNOJHOMOYEHHBIN
(denepanbHBI OpraH MCIOJIHUTEIBHOM BJIACTH B YCTAHOBJICHHOM MM IIOPS/IKE paCCMaTPHUBAET BOIPOC O
IIPUOCTAaHOBJICHUY IIPUMEHEHHS TAKOT'0 JIEKapCTBEHHOIO IIperapara.

TAPAHT:

CMm. Meroauueckne pexomennanuu "OpraHm3anmus CIy>KObI MOHUTOPHHTa O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMakoHAI30pa) B KOMIAHUSX MPOU3BOAMTENSAX JIGKAPCTBEHHBIX CPEIICTB

WIN JIep)KaTeNsX PEerucTpallMOHHBIX YIOCTOBEpeHMid", yTBepxaeHHble Poc3apaBHamzopom ot 25
okTs10ps 2008 T.

CwMm. KOMMCHTApHUHU K CTAThC 64 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 65 nacmoswezo Dedepanvroco
3AKOHA U3/10JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu

Cratps 65. [IpruocraHoBIE€HNE TPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara

1. Ilpu momyueHnn MHGOPMALIMU O HEXKENATEIbHBIX PEAKIUAX MPHU MPUMEHEHUH JICKApPCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKLHMHM [0 NPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara, Cepbe3HbIX
HE)KENaTeNIbHbIX peaklMsX, 00 OCOOEHHOCTSX €ro B3aUMOAEHCTBHS C JPYTMMH JIEKapCTBEHHBIMU
npenapaTami, KOTOpble MOTYT MPEICTAaBIATh YTPO3Y KHU3HHU MM 3/I0pPOBbIO YeJIOBEKa MO0 KUBOTHOTO, a
TaK’K€ O HECOOTBETCTBUHU JAHHBIX 00 3((PEKTHBHOCTH M O OE30MaCHOCTH JEKAapCTBEHHOI'O Ipernapara
JAaHHBIM O JIEKAPCTBEHHOM IIpernapare, COAepKalluMcs B MHCTPYKIMH 10 €r0 IPUMEHEHHIO, B TOM YHCIE
OT YIOJHOMOYEHHBIX OpPraHOB MHOCTPAaHHBIX TOCYAAapCTB, OOMEH KOTOpOH OCYIIECTBISETCS B
COOTBETCTBUM C COIJIAIIEHUSIMH MEXIY YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM MCIOJHUTEIbHON
BJACTU M YIOJHOMOYEHHBIMH OpraHaMH HHOCTPAHHBIX TOCYAAPCTB, YINOJIHOMOYEHHBIM (enepanbHblil
OpraH MCIIOJHUTEIbHON BJIACTH PAacCMAaTPUBAET BOIPOC O BO3MOXKHOCTU NMPUOCTAHOBJIEHUS OOpaIleHUs
TAKOro JIEKAPCTBEHHOI'O Mpenapara B I[IOpsJIKEe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJHUTEIBHOM BJIACTH.

2. Ilpm HeWCNONHEHWH WIM HEHAAJIEeKAIeM HCIOIHEHUM JepKaTesIMU WM BIIaJelIbllaMu
PETUCTPALIMOHHBIX yIOCTOBEPEHHMM JIEKAPCTBEHHBIX IIPENApaToB, MOPUAMYECKMMM JIMLAMH, Ha HMs
KOTOPBIX BBIJAHBI Pa3pelICHHs] HA MPOBEACHUE KIMHUYECKUX ucciienoBannil B Poccuiickorn denepanuu,
WIN YTIOJTHOMOYEHHBIMUA UMHU IPYTUMH IOPUIMYECKUMU JIMIIAMU 00S3aHHOCTEH, YCTAaHOBIEHHBIX YaCTSIMU
3 u 4 crateu 64 Hactosmiero denepabHOTO 3aKOHA, JIMOO B ClIydasix MPeICTaBICHUsS] COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIM (e/lepajIbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTHU
pPe3yNbTaTOB KIMHUYECKOTO HCCIIEeI0OBaHUS JIEKAPCTBEHHOIO Ipernapara i MEAUIIMHCKOTO MPUMEHEHHS,
KOTOPOE€ OCHOBAHO Ha pe3y/lbTaTax MPOBEPKH MEIULMHCKON OpraHM3allMM, IMPOBOAMBILEN yKa3aHHOE
KJIIMHUYECKOE MCCIIEZIOBAHNUE C HApYyILIEHUEM ITPaBUJI HaJJIexallel KIMHUYECKON MPaKTUKH, U TIPUBENIO K
MOJIYYEHUIO HEIOCTOBEPHBIX pE3yJIbTaTOB, JMOO B Cilydyae HEBBITOJHEHMs MPEANUCAHUS, BBIIAHHOTO
YIIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJHUTEIbHOW BIJIACTH IO MTOTaM OCYILECTBICHHS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JIEKAPCTBEHHOT'O Ipernapara, YMOJIHOMOYEHHBIH (enepanbHblii opran
UCIIOJTHUTENIbHOM BJIACTH B YCTAHOBJIIEHHOM KM IIOPS/IKE PacCMaTpUBAET BOMPOC O MPHOCTAHOBIECHUU
IIPUMEHEHHUS TaKOT0 JIEKAPCTBEHHOTO IIpenapara.

FAPAHT:
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O 1npenoCTaBICHUH TEPPUTOPHAIBHBIMU  YTpaBieHussMd Poc3mpaBHang3zopa wuHGMOpMAIMH O
HeI0OPOKaYeCTBEHHBIX U (albCH(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPENCTBAaX cM. mpukasz denaepanbHOM
CIy’)KOBI TIO HaJ30py B cdepe 3ApaBOOXPAaHEHHS] M COIHAIbHOrO pasBUTHI OT 8 QeBpayns 2006 r.
N 255-ITp/06

Wndopmarius 06 n3MEHEHUX:

Cmamusa 65 oonoanena yacmoto 3 ¢ 15 uwona 2018 2. - @edepanvruiii 3axon om 4 urona 2018 . N
140-D3

3. YnonHOMOYEHHBIH (enepaabHblii OpraH HMCHOJHUTEILHON BJIACTH TPU MPEJACTABICHUU €My
CBEJICHMI 0 HECOOTBETCTBUU IPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IIpaBUJI HaAJIeKaIEH
MPOU3BOJCTBEHHOW MPAKTUKU M (WIKM) O HApyLUIEHUU JUIECH3UOHHBIX TpPeOOBaHMI, KOTOpHIE OBLIU
BBISIBJIEHBI B XOJE€ IPOBEIEHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENSL JIEKAPCTBEHHBIX CPEICTB WM
OCYIIIECTBIICHUS JIMIEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT IPHUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX MPENaparoB Il MEIULHMHCKOIO IPHUMEHEHUS,
MPUYMHUBIINX WU CIIOCOOHBIX MPUUYMHUTH BpPE )KU3HU WM 3[J0POBBIO TPAXKIaH, pacCMaTPUBAET BOIIPOC
O IPUOCTAHOBJICHUU TPUMEHEHMsI JIEKAPCTBEHHBIX IPENapaToB s MEIULUHCKOIO NPUMEHEHHUS B
YCTaHOBJICHHOM UM TIOPS/IKE B CIEAYIONUUX CIydasx:

1) coctaB u (MaM) TEXHOJIOTHSI TIPOM3BOJCTBA JIEKAPCTBEHHOTrO Ipernapara Il MEAUIIUMHCKOTrO
NpUMEHEHUs (C OMHMCAHWEM CTaJuil MPOU3BOJACTBA) OTIMYAIOTCA OT 3asABICHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) nexkapcTBEHHBIN Mmpenapar Jisl MEAUIIMHCKOTO IPUMEHEHHUs MPOU3BECH Ha MIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Ipenapara Jjsi MEIWLUHCKOIO MPHUMEHEHUs, BBOJIMMOIO B
rpaXkAaHCKUI 000pOT, TpeOOBAHUSM, YCTAHOBJICHHBIM MPU €r0 TOCYJapCTBEHHOMN perucTpaii;

4) [DpOU3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIJIACOBAHHBIH C COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OpPraHOM HCIIOJIHUTEIBHONW BJIACTU CPOK HE YCTPaHEHBI HapyIICHHS
TpeOOBaHUI IpaBWl HaJUIeXkKalled MPOU3BOACTBEHHON NPAaKTHKU W (WIM) JUIEH3UOHHBIX TpeOOBaHUM,
KOTOpbI€ OBUIM BBISBICHBI B XOJ€ TMPOBEACHHUS WHCIEKTUPOBAHUS TPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEJCTB WJIM OCYILECTBICHUS JTUIIEH3UOHHOTO KOHTPOJIS B c(pepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
U TPHUBEIM WM MOTYT MPUBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX MPENapaToB IJs MEAUIUHCKOIO
MPUMEHEHUS, TPUINHUBIINX UM CIOCOOHBIX MPUYUHUTD BPE]] )KU3HU WJIH 37J0POBBIO TPAXK/IaH.

Wndopmarys 06 n3MEHEHHSAX:

Cmamus 65 oonoanena uacmoto 4 ¢ 15 uwons 2018 . - @edepanvruiii 3axon om 4 uons 2018 2. N
140-D3

4. YnomHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENIbHON BIACTH NpPU HAIUYUU Y HEro
CBEJIEHUI1 0 HECOOTBETCTBUU MTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TPaBIIT HAAJIEXKaIen
IPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApyLIEHUWU JUIEH3UOHHBIX TpPeOOBAHUN, KOTOpbIE ObUIM
BBISIBJIEHBI B XOJE IPOBEIEHUS WHCIEKTUPOBAHUS IPOU3ZBOIUTEINS JIEKAPCTBEHHBIX CPEICTB WM
OCYIIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIA B cpepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U NMPHUBEIH
WIM MOTYT NPUBECTU K IPOU3BOJICTBY JIEKAPCTBEHHBIX IPENApaToB Ul BETEPUHAPHOIO MPHUMEHEHUS,
NPUYMHUBLINX WJIM CIOCOOHBIX MPUYMHUTH BpeA KU3HU WM 3[0POBBIO0 KUBOTHBIX, PacCMaTpUBAaeT
BOIIPOC O MPUOCTAHOBJICHUH peAIN3all U IPUMEHEHUS JIEKapCTBEHHBIX MIPENAapaToB AJIs BETEPUHAPHOTO
MPUMEHEHHUS B YCTAHOBJIEHHOM UM TIOPSIKE B CIECAYIOIUX CIydasx:

1) coctaB M (MIM) TEXHOJIOTHUS NPOU3BOACTBA JIEKAPCTBEHHOIO IIpenapaTa IJil BETEPUHAPHOIO
IpUMEHEHHUs (C ONMHMCAHHWEM CTaJui TMPOU3BOJCTBA) OTIMYAIOTCS OT 3aSBICHHBIX B PErHCTPALMOHHOM
J0CBE;

2) nexapCTBEHHBIN Mpenapar Ajs BETEpUHAPHOTO MPUMEHEHHS TPOU3BEIEH Ha IPOU3BOICTBEHHON
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIO0CHE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IMOATBEPMKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O IIpenapara Jjs BETEPUHAPHOIO INPUMEHEHMs, BBOAMMOIO B
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rpaXXIaHCKUI 000pOT, TpeOOBAaHMIM, YCTAHOBJICHHBIM IIPU €0 rOCYIapCTBEHHON PErHCTpalluy;

4) TpOW3BOIMTENIEM JIEKAPCTBEHHBIX CPEICTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (eiepaJbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH CPOK HE YCTPAHEHBI HApYIICHUS
TpeOOBaHUI IpaBWl HaJUIekKalled MPOU3BOACTBEHHON MPAaKTHKU W (WIM) JUIICH3UOHHBIX TpeOOBaHUM,
KOTOpble OBUIM BBISIBJICHBI B XOJ€ IPOBEICHHUS HHCIEKTUPOBAHUS MPOM3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB WM OCYILECTBICHHS JTUIIEH3UOHHOTO KOHTPOJISl B chepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB
U IPUBEJIM WIA MOTYT INPHUBECTH K INPOU3BOJACTBY JIEKAPCTBEHHBIX IPENapaTroB JUIsl BETEPUHAPHOTO
MPUMEHEHUS, IPUYUHUBIINX WM CHOCOOHBIX MPUUUHUTE BPEJl KU3HU WU 3J0POBBIO KUBOTHBIX.

Wndopmarius 06 H3MEHEHUX:

Cmamws 65 oononmnena yacmsamu 5 u 6 ¢ 1 ausaps 2026 2. - @edepanvhuiii 3akon om 27 dexkabps
2019 2. N 475-D3 (8 pedakyuu Dedepanvrozo 3axona om 28 utons 2022 2. N 204-D3)

Cm. 6yoywyro pedaxyuio

Cmamuws 65 oonoanena uacmoio 7 ¢ 1 cenmsaopsa 2023 2. - @edepanvuwiii 3akon om 2 utoasn 2021 e. N
317-D3
7. B nopsiake, mpeIyCMOTPEHHOM 4acThio 4 HACTOSIIEH CTaTbU, YIOJTHOMOYEHHBIH (heaepaibHbli
OpraH UCIIOJIHUTEJIBHOM BJIACTH PAacCMATPUBAET BOIPOC O NMPUOCTAHOBIICHUM PEATU3ALUHA U IPUMEHEHHUS
JIEKapCTBEHHOI'0 Ipenapara JUlsi BETEPUHAPHOIO IPUMEHEHHUs B Ciydac BBIABICHUS B IPaXKIaHCKOM
000poTE cepuM JIEKApCTBEHHOIO IpernapaTa Jilsl BETEpUHAPHOIO IPUMEHEHUS, JOKYMEHTHI U CBEJICHUS O
KOTOpPOH, NMpeayCMOTpeHHble yacTsaMu | - 3 m 6 crateu 52.2 Hactosmero denepasbHOro 3aKOHA, HE
IPECTaBJICHbl B YKa3aHHBIN OpraH, 1100 cepud UMMYHOOHOJIOIMYECKOTrO JIEKApCTBEHHOTO Mperapara s
BETEPUHAPHOIO IIPUMEHEHUs, HE MMEIOLIEH pa3pelieHus, NMPeLyCMOTPEHHOIO 4acTbio 8 crTaThu 52.2
Hacrosiero ®PenepanbHOro 3akoHa. B yka3aHHOM cilyyae YHOJIHOMOYEHHBIM (enepaabHbli OpraH
VCIIOJIHUTEJIBHOM BJIACTU IIPUHUMAET PEIICHHE O IPUOCTAHOBICHUU PEAIM3ALUU U IIPUMEHEHUs TaKUX
cepuil 0 NPEACTaBICHUS YKa3aHHBIX JOKYMEHTOB M CBelEHUIl MO0 10 MOJIyuyeHHs YyKa3aHHOI'O
pasperueHus.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 65 HaCTOAIICTO qDCI[Gp&J'IBHOFO 3aKOHa

Wndhopmarrist 06 n3MEHEHUSX:
Cmamuws 66 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaopsa 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio

Cratbs 66. ndopmarus o pesyipTaTax GpapmMaxKoHaa30pa

YnonHoMOuYeHHbIM  ¢enepanbHBIi  OpraH  HMCIOJHUTEIbHOM  BIACTH,  OCYIIECTBIISIOLIHMIMA
dbapmakoHaa30p, MO €ro pe3yjabTaraM pa3MeniaeT Ha cBoeM oduimanbHoM caiite B cetu "NHtepuer"
UH(POPMALIUIO O:

1) BBIABIIEHMM HOBBIX MOATBEP)KICHHBIX JAHHBIX O MOOOYHBIX JEUCTBHUSAX, HEXKEIATeNbHbIX
pEeaKIUAX, CEPbE3HBIX HEXKEIATENIBHBIX PEaKUUAX, HENPEIBHUJECHHBIX HEXKEIATEIbHBIX PEAKIUAX IpU
IPUMEHEHUH JIEKApCTBEHHOTO MpernapaTa, B TOM YHCJe BIUSIONMX HA OTHOUICHHE 0KUIAEeMON MOJIb3bI K
BO3MO>KHOMY PUCKY IIPUMEHEHMSI TAHHOTO JIEKAPCTBEHHOT'O IIPENapara;

2) NPUHATHIX PELIEHUSX O BHECEHUU MU3MEHEHUN B MHCTPYKIIUIO [0 IPUMEHEHUIO JIEKapCTBEHHOTO
npernapara, 0 NMPUOCTAHOBJICHUU MPUMEHEHHs JIEKapCTBEHHOTO Ipernapara, 00 H3bSATHU U3 OOpalleHus
JIEKapCTBEHHOT'0 Iperapara uik 0 BO300HOBJICHUN TPUMEHEHHS JIEKapCTBEHHOTO Mpernapara.

TAPAHT:

CM. koMMEHTapuu K cTatbe 66 HacTosmero denepalbHOTO 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

Haumenosanue usmeneno c 1 ausaps 2018 2. - @edepanvhuiii 3axon om 28 oexkaops 2017 2. N 425-D3
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CMm. npedvloywyro pedaKyuio

I'naBa 14. Uudopmanus o JekapcTBeHHbIX npenaparax. CucreMa MOHUTOPHHIA IBHKEHUS
JIEKAPCTBEHHBIX NPenapaTos I MeJUINHCKOI0 IPUMeHEeHHS

Wndopmarius 06 H3MEHEHUSX:

Haumenosanue usmeneno c 1 ausaps 2018 2. - @edepanvhwiii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npeovloyuyio peoakyuro
Crarbs 67. Mudopmanuss 0 JeKapcTBEHHBIX npenapaTax. CucTeMa MOHHTOPWHIA IBH)KCHUS
JIEKapCTBEHHBIX IIPENnapaToB AJIs MEIULIMHCKOTIO IPUMEHEHUS

Wndopmarius 06 H3MEHEHUSX:

Yacms 1 usmenena c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

1. Nudopmanms o JEKapCTBEHHBIX Iperaparax, OTIYCKaeMbIX IO PELENTy Ha JIEKAPCTBEHHBIM
nperapar, JOJDKHA COJEP’KAThCS TONBKO B CHEIUAIM3HPOBAHHBIX H3JIAHUSAX, MPEIHA3HAYCHHBIX IS
MEIUIUHCKHX, (DapMalleBTHYECKUX PAOOTHUKOB, CIICIIUAIIMCTOB B 001acTH BeTepuHapuu. MHpopmanus o
JICKapCTBEHHBIX Tperaparax JUisl CIEIUAIMCTOB B 00JIACTH OOpAICHHS JICKAPCTBEHHBIX CPEICTB MOMKET
CoJepKaThCsi B MOHOrpadusx, CIPaBOYHHMKAX, HAYYHBIX CTaThsiX, B JIOKJIQJaX Ha KOHIrpeccax,
KOH(EPCHIUSIX, CHUMIIO3MyMaX, HAy4HbIX COBETaX, a TaKXKe B WHCTPYKIUAX IO MPUMCHECHHIO
JICKapCTBEHHBIX TPENapaToB.

2. Uudopmanmst o JIeKapCTBEHHBIX IpermapaTax, OTIYCKAaeMbIX O€3 pelenTa Ha JICKapCTBEHHBIH
npernapar, MOXET COICPKaThCsl B MyOJMKANUSAX M OOBSBICHHSIX CPEICTB MacCOBOH HWH(OpMAIINH,
CHCIMAIM3UPOBAHHBIX W OOIIMX TMEYATHBIX W3JAHMSIX, MHCTPYKIHSX IO MPUMEHEHHIO JICKAPCTBEHHBIX
npernapaToB, MHBIX U3IaHUAX CyOBEKTOB OOpallleHUs JICKApPCTBEHHBIX CPEACTB. PekiaMHbIe MaTepHaibl O
JICKapCTBEHHOM Ipemnapare, OTIHyckaeMoM 0e3 pementa Ha JICKapCTBEHHBIM Ipermapar, JIOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH 10 MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara.

3. JlomyckaeTcsi WCITOJIb30BAHHUE JFOOBIX MAaTEpPHABLHBIX HOCHUTENICH, TO3BOJISIFOIIMX XPaHHTh,
nepeaaBaTh U UCIOIb30BaTh HH(POPMAIIHIO O JIEKAPCTBEHHBIX Mpernaparax 0e3 ee HCKaKEeHHs.

Wndhopmarrist 06 n3MEHEHUSX:

Yacmo 4 usmenena c 1 anpensa 2024 2. - @edepanvhulii 3akon om 4 ageycma 2023 2. N 428-D3

Cm. 6yoywyro pedaxyuio

4. Jnga uenel uIEHTU(PUKALMU YIAKOBOK JIEKAPCTBEHHBIX IpENapaToB JJs MEIULHUHCKOIO
IIPUMEHEHUs IIPOU3BOAMUTENIN JICKAPCTBEHHBIX CPEACTB B IOpPsJKe, yYCTaHOBIEHHOM lIpaBurenscTBomM
Poccuiickoit denepaiuu, HAHOCAT Ha NMEPBUYHYIO YIIAKOBKY (B OTHOLIEHMM JIEKAPCTBEHHBIX MpENapaToB
JUI. MEAMLIMHCKOTO MPUMEHEHHUs, Ul KOTOPBIX HE MPEJyCMOTpPEHA BTOPUYHAS YIAKOBKA) U BTOPUUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JEKAapCTBEHHBIX MpEnaparoB JJii MEIUIMHCKOTO MPUMEHEHHS CpEeICTBa
UJCHTUQHUKAIMY, 33 HCKIIOYEHUEM JIEKapCTBEHHBIX MpernapaTroB i MEAULIUHCKOIO MPUMEHEHMS,
MIPOU3BOJUMBIX NIl MPOBEACHUS KIMHUYECKHUX MCCIECJOBAaHUM, SKCIOPTA, JEKAPCTBEHHBIX IPENapaToB
JUIsT MEAWLIMHCKOTO NPHUMEHEHUs, YKa3aHHbIX B dacTax 5 M 8 crathu 13 Hactosmero denepaibHOro
3aKOHa, paauo(dapMalleBTUUECKUX JIEKapCTBEHHBIX IpEenapaTroB, NHUSBOK MEIUIMHCKUX U Ta30B
MEJIULUHCKUX.

Wudopmanust 06 U3MEHEHUIX:

Cmamus 67 donoanena yacmoto 5 ¢ 1 aneaps 2018 e. - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-P3
5. XapakTepucCTHKH CpeJIcTBa HIACHTU(UKALMHU, MOPSAAOK €ro HaHEeCEeHHs M TpeOOBaHUS K
CTpyKType U (opmaTy WHGPOpPMAIHU, KOTOPYIO COACPKUT CPEACTBO HACHTHU(PHKAIMH, OTPEICIISTFOTCS
IIpaBurensctBoM Poccuiickoit denepanumn.

Wudopmanust 06 U3MEHEHUSX:
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Cmamus 67 donoanena yacmoto 6 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-@D3
6. Ilopsgok co3maHusi, pa3BUTHS, BBOJA B OKCIUTyaTallUl0, SKCIUTyaTallud M BBIBOJA U3
9KCIITyaTalldd CHCTEMbl MOHUTOPUHTA JIBW)KEHHUS JIEKAPCTBEHHBIX IIPENapaTroB Uil METUIUMHCKOTO
NPUMEHEHHUS, TIOPSJI0K MPEIOCTaBICHUsT WHQPOPMAIMK, COJEpKaIIecsl B CHUCTEME MOHHTOPHHTA
JBUKEHHS JICKQPCTBEHHBIX IPENapaToB JJIsi METUIIMHCKOTO NPUMEHEHUS, U TOPsI0K B3aUMOJEHCTBUS
YKa3aHHOM  CHUCTEeMBl C HHBIMH  TOCYJapCTBCHHBIMH  WH(OPMAIMOHHBIMH  CHCTEMaMd U
MH(GOPMALIMOHHBIMU CHCTEMaMH IOPUINYECKUX JIUI U MHAUBUIYabHBIX MPEANPUHUMATENEH, YKa3aHHbBIX
B uactsix 7 u 10 HacTtosimied crtaThu, yctaHaBiuBaroTcs IIpaButennctBom Poccuiickoit ®eneparuu.
OneparopaMy CHUCTEMbl MOHUTOPUHIA JIBXKEHHUS JIEKQPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOTO
NPUMEHCHUS SBJISAIOTCS (elepalibHbIi  OpraH HWCHOJHUTEIBHON BIACTH W (MJIM) OpraHu3aius,
ynonHomoueHHble [IpaButensctBoM Poccuiickoit denepanuu.

Wndopmarius 06 M3MEHEHUAX:

Cmamus 67 dononnena wacmoto 7 ¢ 1 uwnsa 2020 o. - @edepanvubiii 3akon om 28 dexkabps 2017 a.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 oexaops 2019 2. N 462-D3)

7. FOpunuyeckue auna U UHAUBUAYAIbHbBIE TPEINTPUHUMATEIH, OCYILIECTBIISIONINE TPOU3BOCTBO,
XpaHeHue, BBO3 B Poccmwiickyro @exepanuio, OTHYCK, peanu3alyio, TIepeaady, NPHUMEHCHUE W
YHUUYTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHS, 00ECIICUUBAIOT B MOPSIIKE U
B COCTaBe, KoOTopble ycraHowiieHbl IIpaBurenbctBoM Poccuiickoit @Penepauuu C  yd4eToM BHUJA
OCYIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHME HMH(OpPMAIMM O JEKapCTBEHHBIX IMpenaparax st
MEIHMIIMHCKOTO TIPUMEHEHUST B CHUCTEMY MOHUTOPWHTA JBW)KCHUS JIGKAPCTBEHHBIX IPEMApaTOB IS
MEAUIIMHCKOTO TPUMEHEHHS.

Undopmaris 06 n3MEHEHUX:
Yacms 7.1 usmenena c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

eticmeue nonoscenuti yacmu 7.1 (6 peoakyuu Dedepanvrozo saxona om 13 urons 2020 2. N 206-D3)
pacnpocmpansemcs Ha npagoomuowenus, gosuuxuiue ¢ 1 urons 2020 e.

Cm. npedvloyuyro pedaKyuio

7.1. JlexkapcTBEHHbIE Ipenaparbl Uil MEIUIMHCKOTO TPUMEHEHMs, MpelHa3HaYeHHbIe s
oOecrieyeHus JHL, OOJIBHBIX TreMopuiIned, MyKOBHCLUIO030M, TMIIO(GHU3ApPHBIM HAaHU3MOM, OOJEe3HBbIO
lNome, 3m0kauecTBEHHBIMH HOBOOOPA30BAHUAMU JUMGOHUIHON, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHel, paccessHHbIM CKJIEPO30M, JIML[ TOCJI€ TPAHCIUIAHTALMU OPraHoB M (WJIK) TKaHEH, MPOU3BECHHbIC
1o 31 nexabpsa 2019 roxa, a Taxke MHBIE JIEKAPCTBEHHbIE MpenapaThl IS MEAUIIMHCKOTO MPHUMEHEHUS,
npousBeneHHple 10 1 wmroms 2020 roma, mouiekaT XpaHEHWIO, IEPEBO3KE, OTIYCKY, pealu3aluu,
nepegave, MPUMEHEHUIO0 0€3 HAaHECEHUs CPEACTB MIACHTHU(PHUKAIUU O HCTEUEHHUS CpPOKa MX TOAHOCTH.
[IpaBurensctBO Poccuiickoit deneparun BrpaBe yCTAHOBUTh OCOOEHHOCTH BBOJIa B TPaXKAAHCKUN 000pOT
JIEKapCTBEHHBIX IPENaparoB Il MEIULUHCKOTO NPUMEHEHHUs, IPOU3BEIEHHBIX B Nepuolx ¢ | urons
2020 roga no 1 okta6ps 2020 roga. B nensix BBoJa B Ipa)JIaHCKUM 000POT JIEKapCTBEHHBIE MPENapaThl
JUISL METMLIMHCKOTO IIPUMEHEHUS, 32 NCKIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB, NPEeJHA3HAYEHHbIX I
oOecrieyeHus JHI, OOJILHBIX TeMO(pUINeH, MyKOBUCIHJ030M, THNO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
lomre, 370KayecTBEHHBIMH HOBOOOpPA30BaHUSMU JTUM(OUAHON, KPOBETBOPHOW U POACTBEHHBIX WM
TKaHEH, pacCeTHHBIM CKJIEPO30M, JIUII MTOCJI€ TPAHCIJIAHTAIIMK OPTaHOB M (MJIM) TKaHEW, TPOU3BEICHHBIE
3a mpenenamu teppuropun Poccuiickoit ®enepanun 10 1 okTs16ps 2020 roga, MoryT ObITh BBE3EHBI B
Poccniickyro ®enepammto no 1 sHBaps 2021 roma B mopsjke, ycTtaHOBIeHHOM IIpaBurenbcTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHHsI CPEICTB UICHTU(DUKAITUH.

Wudopmanust 06 U3MEHEHUSX:

Cmamus 67 donoanena yacmoto 8 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3

8. Opranm3anus WHHOPMAIMOHHOTO B3aWMOJICHCTBUS CHCTEMBl MOHHUTOPHHTA JIBFDKCHUS

JICKapCTBEHHBIX TpENaparoB Ui MEIUIMHCKOTO TPHUMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
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UHPOPMALIMOHHBIMA CHCTEMaMH OOECIeuyMBaeTcs B TOM UHCIE TOCPEACTBOM HH(PACTPYKTYPHI,
oOecrnieunBaromell  MH(OOPMALMOHHO-TEXHOJIOTHUECKOE B3aUMOJIEUCTBUE HWH(OPMALMOHHBIX CHUCTEM,
UCIOJIB3YEMBIX I TPEAOCTaBICHUSI TOCYJApPCTBEHHBIX M MYHUIUNAIBHBIX YCIYI W HCIIOJIHEHUS
rOCy/IapCTBEHHBIX M MYHUIIUIAIBHBIX (DYHKIUI B 3JIEKTPOHHOM popme.

Wndopmarius 06 n3MEHEHUX:
Yacmw 9 usmenena c 15 aseycma 2023 2. - Dedepanvuviii 3axkon om 4 agzycma 2023 2. N 474-D3

Cm. npeovloyuyio peoakyuro

9. Madopmanus, comepkamiasics B CACTEME MOHHUTOPHHTA JIBUKEHHS JICKAPCTBEHHBIX MPENapaToB
JUISE MEAUIIMHCKOTO NMPUMEHEHUs, SBJseTcss nHpopMalueil OrpaHu4eHHOro JI0CTylla B COOTBETCTBUHU CO
crateeil 9 @epepanpHOro 3akoHa ot 27 utonst 2006 roga N 149-03 "O6 undopmaruu, nHHOpMAITMOHHBIX
TEXHOJIOTHSX U O 3alIuTe HHpopMaluu', 3a UCKIIOUeHHeM UHQOpMAaIUK, HEIOMyCTUMOCTh OTpaHUYEHUS
JOCTyna K KOTOPOH YycTaHOBJICHA (eAepalbHBIMU 3aKOHAMH, a TakkKe HHQPOpPMAIUH, OTHECEHHOM
[IpaButensctBoM Poccuiickoit denepann B COOTBETCTBHHM € HacTosmUM DenepaibHbIM 3aKOHOM K
obmenocTynmHoi uHpopmaruu. O0menocTymmHas HHPOPMAIHs, COJEPKaIIasIcsl B CUCTEME MOHHTOPHHTA
JNBUKCHHSI  JIEKAPCTBEHHBIX ~ IMpEnapaToB s  MEIUWLUHCKOTO TPUMEHEHHUs, pa3MellaeTcss B
UH(POPMALMOHHO-TEIIEKOMMYHUKAIIMOHHOU ceTn "MHTepHeT" (B TOM 4mcie B (opMe OTKPHITHIX JTaHHBIX)
B I10psi/iKe, ycraHoBleHHOM [IpaBurtenscTtBoM Pocculickoit @enepanum.

Undopmarus 06 n3MEHEHUX:

Cmamus 67 dononnena yacmoto 9.1 ¢ 15 ageycma 2023 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2.
N 474-D3
9.1. loctyn k uH(pOpMaLUK, COEprKaILEcs B CUCTEME MOHUTOPUHIA JIBUYKEHUS JIEKAPCTBEHHBIX
[penapaToB JUIsi MEAMULMHCKOIO NPUMEHEHHs, 00ecrnedyuBaeTCs ONEepaToOpoM CHCTEMbl MOHHUTOpPHUHIA
JBUKCHMS JIEKAPCTBEHHBIX IPENaparoB I MEAULMHCKOIO NMPUMEHEHHs B IIOPsJIKE, YCTAaHOBICHHOM
[IpaBurensctBoM Poccuiickoit ®Penepanyu, B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickon
Oeneparun 00  uHGOpManuM, HMHOOPMAIMOHHBIX TEXHOJOTHMAX M O 3amure HHpoOpMaluy,
3akoHoarenscTBOM  Poccmiickont  ®enepanuu 0 TOCYJAapCTBEHHOM TalWHE, 3aKOHOJIATEILCTBOM
Poccuiickoit denepanuu 0 KOMMEPYECKON U MHOM OXpaHAEMOHN 3aKOHOM TalHE U C YYETOM IOJIOKECHUI
Hactosimier crateu. llpaButensctBo Poccuiickoii @enepanuy  BIpaBe YCTAaHABIMBATH IIEPEUCHb
JIEKapCTBEHHBIX MPENapaToB Uil MEIULMHCKOIO IPUMEHEHMS U (MJIM) TPYIII JIEKAPCTBEHHBIX NMPENapaToB
JUISL. MEIMIIMHCKOTO TPUMEHEHUS U OCOOEHHOCTH JOCTyNa K HMH(OpPMAlMM O TaKUX JIEKAPCTBEHHBIX
npemnaparax, CoJepKallelcs B CHUCTEME MOHUTOPHUHIA JABHXKCHHUS JIEKAPCTBEHHBIX IIPENapaTroB MJIs
MEIUIINHCKOTO IPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSX:

Cmamws 67 0onoanena yacmoio 9.2 ¢ 15 ageycma 2023 2. - @edepanvhulil 3akon om 4 ageycma 2023 2.
N 474-D3
9.2. Tlonp3oBaTeny CHUCTEMBl MOHUTOPUHIA JBM)KEHUS JIEKAPCTBEHHBIX IpEeHapaToB MAJis
MEIUIUHCKOr0 MPUMEHEHHUs 00JalaloT MpPaBOM JOCTyna K HH(OpMaluu, cojaepskalleicss B cUcTeMe
MOHMTOPHMHTA JIBUJKEHUS JIEKAPCTBEHHBIX IpPENaparoB JJs MEIUIUHCKOTO NPUMEHEHHUS, C Yy4eTOM
OTpaHMYEHUH JOCTynma K yKa3aHHOM MH(pOpMaIMM U ee Mocieayromeil oO0paboTke, YCTaHOBIEHHBIX
HacTtosimM  DenepanbHbIM 3aKOHOM M HHBIMH HOPMAaTHBHBIMHM IPAaBOBBIMM akTaMu Poccuiickont
denepauuu.

Wudopmanust 06 U3MEHEHUIX:

Cmamuws 67 0oononnena yacmoto 9.3 ¢ 15 aseycma 2023 2. - @edepanvuviii 3akon om 4 aseycma 2023 2.
N 474-D3
9.3. ®enepanbHble OpraHbl HCIOJHHUTEIBHON BJIACTH W OpraHbl HMCIOJHUTEIBHOW BJIACTH
cyowekToB Poccuiickoit deneparuu B niensix, onpeneneHubix [IpaBurensctBom Poccuiickoit deneparmm,
UMEIOT MpaBo JocTynma K UWHPOpMAlMd O CyObeKTax oOpalleHHsl JEeKapCTBEHHBIX CpPEICTB, O
JIEKapCTBEHHBIX TIpemaparax M o0 000pOTe TaKWX JIEKAPCTBEHHBIX IIpPErapaTroB, HEOOXOIUMOM s
BBIMIOJTHEHHS] 3a/lad W OCYIIECTBICHHsS (YHKIMH, BO3IOXKEHHBIX Ha (eaepaabHble OpraHbl
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UCTIOJIHUTENIFHOW BJIACTHM M OpraHbl HCIOJHUTENbHONW BiacTu cyObekToB Poccuiickoir denepanmu,
CTaTUCTHUYECKOW MH(OpPMAIMK O JIEKAPCTBEHHBIX IIpernaparax M 00 HX 000poTe, a TaKke K
obmenoctynHoi umH(pOpMaruu. CocTtaB 3Toi  MHPOPMALUHU  ONpEACSIeTCS COTJACHUSIMUA 00
MH(POPMALIMOHHOM B3aUMOJICHCTBUY, 3aKJIIOYEHHBIMU OIEPaTOPOM CHCTEMbl MOHMTOPUHIA JBU)KEHUS
JICKapCTBEHHBIX MpPEnapaToB Ui MEAWLMHCKOIO MNpUMEHEHHs ¢  ¢enepaabHbIMH  OpraHaMu
MCIIOJTHUTENIHOM BJIACTH WJIM OpraHaMH HCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit Denepanuu u
¢denepaabHBIM OpPraHOM HCIIOJHUTENFHOW BIIACTH, OCYIIECTBISIOIIMM (YHKIMHU IO BBIPAOOTKE U
peanu3alMy TOCYAapCTBEHHOW TOJIMTUKA M HOPMATUBHO-IIPABOBOMY DEryJIMpOBaHHIO B cdepe
3/1paBOOXPaHEHUS.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 67 oonoanena yacmoto 9.4 ¢ 15 aseycma 2023 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2.
N 474-D3
9.4. CyOBexT oOpaleHusi JIEKapCTBEHHBIX CPEICTB HMMEET IMpaBO JOCTyna K uHbopManuu 00
orepanusax ¢ JEeKapCTBEHHBIMU MpenaparaMyd s MEIUIUHCKOTO MPUMEHEHHS, COBEPUICHHBIX STHM
CyOBEKTOM 00OpareHus JIEKapCTBEHHBIX CPEJICTB, a TAKXKE K 00IIETOCTYTHON HH(OPMAITHIH.

Wupopmarus 06 H3MEHEHHSX:

Cmamuws 67 0oonoanena yacmoto 9.5 ¢ 15 aseycma 2023 2. - @edepanvuwiii 3akon om 4 aseycma 2023 2.

N 474-D3
9.5. OnepaTop cuCTeMbl MOHUTOPHUHTA JIBHXKCHHS JICKAPCTBEHHBIX MPEMAPATOB JUIsI MEIUIIUHCKOTO
NpUMEHEHUs o00JlajaeT MpaBoOM JAOCTyna K HWHGOpMaIlMU, COJEpsKalleiicss B CUCTEME MOHUTOPUHTA
JBUKCHUS JICKAPCTBEHHBIX TPEMAapaToB Ui MEIUIIMHCKOTO TMPUMEHCHHsI, BKIOYas HH()OPMAIIHIO
OTPAaHUYEHHOTO JIOCTYNa, C BO3MOXKHOCTbIO €€ OOpalOTKHM, B TOM 4YHCIE €€ IMPEAOCTaBICHUS W
pacnpocTpaHeHusi, oOecredeHus J0CTyla K Hell M OKa3aHusd YCIYr C €€ HUCIOJb30BaHuEeM (panee -

00paboTKa).

Undopmarris 06 n3MEHEHUAX:

Cmamuws 67 dononnena yacmoto 9.6 ¢ 15 aseycma 2023 2. - @edepanvuuiii 3akon om 4 aseycma 2023 2.
N 474-D3

9.6. OnepaTop cUCTEMBI MOHUTOPHHIA JBUKECHUS JIEKAPCTBEHHBIX IIPENAPATOB JUIsl MEAUIIMHCKOIO
MPUMEHEHHUS MOXET OCYIIECTBIIATh 00paboTKy MHGOPMAIIMK OTPAaHUYEHHOTO JIOCTYIIa, COAEp KaIehcs B
CHUCTEME MOHMTOPHMHIA JIBHJKEHUS JIEKAPCTBEHHBIX IPENApaToB Uil MEIULUHCKOTO NPUMEHEHMS, IPU
YCIOBUU 0053aTE€IbHOTO0 00€3IMYMBaHUs Takoil HHPOpMaluu B COOTBETCTBUU C YTBEP)KIAEMbIMU
(denepaabHBIM OpPraHOM HCIIOJHUTENBHOW BIIACTH, OCYIIECTBISIOMUM (YHKIMHU 10 BbIpAaOOTKE U
peayM3aliii  TOCY/JapCTBEHHOW TOJUTHMKM M HOPMAaTHUBHO-NPAaBOBOMY pEryJIMpOBaHUI0 B cdepe
3/[paBOOXPAaHEHMsI, 110 COMVIACOBaHHIO C  (efepaJbHbIM OpPraHOM  HCHOJHMUTENBbHOM  BIACTH,
OCYIIECTBISIOMUM (QYHKIIUU IO KOHTPOJIIO U HAA30py B cpepe NHPOPMAIMOHHBIX TEXHOJIIOTUN U CBS3H, U
(benepaabHBIM OPraHOM HCIOJIHUTENIBHON BJIACTU B 00J1aCTH obecrieueHus: 6e30MacHOCTH TPEOOBaHUSAMH K
00e3MMYMBaHUI0 TakoW MHPOpPMAlMU U MEeToJaMu 00e3IMuMBaHMs Takod uH@opmaruu. O6e3nuueHHas
uHpOpMalus, MOJIydeHHast B pe3ysIbTaTe yKa3aHHOW 00pabOTKU U CO/IepIKaIlascs B CHCTEME MOHUTOPUHTA
JBUKEHUS JIEKAPCTBEHHBIX IIPENapaToB [UIsi MEIUWLUHCKOrO MNPUMEHEHHUs, sBIseTcs HHopManueit
orpaHu4eHHoro jpocrymna. ObesnuueHHass HHPOpMaLUs, JOCTYI K KOTOpOH ObLI 0oOecredeH onepaTopom
CUCTEMbl MOHUTOPHUHTA JIB)KEHUS JIEKAPCTBEHHBIX MPENapaToB JAJI MEIULUHCKOIO IPUMEHEHHS B LIETISAX
OKa3aHUs YCIYyI C €€ HCIOJb30BAaHUEM, IOUIEKHUT XPAHEHHIO B CHUCTEME MOHHUTOPHHIA JBH)KCHHUS
JIEKapCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO IPUMEHEHHUSI HE MEHEE IATH JIET ¢ JaThl PEIOCTaBICHUS
JocTyna K 00e3nMueHHONM MH(pOpMalui, U Ha Hee He PacHpOCTpaHsSIoTcs TpeOoBaHUS K HMH(pOpMalUU

OTPaHUUYEHHOTO0 JIOCTYIa, YCTAHOBJICHHbIEC HACTOSIIEH CTaThell.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 67 0oonoanena yacmoio 9.7 ¢ 15 aseycma 2023 2. - @edepanvruiii 3akon om 4 aseycma 2023 2.
N 474-D3
9.7. OnepaTop cUCTEMbl MOHUTOPHHTA JBUKEHUSI JIEKAPCTBEHHBIX MIPENapaToB JJIsl MEAUIIMHCKOTO
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NPUMEHEHUS MOXET OCYIIECTBIATH 00paboTKy MH(OpMAIMK OTPAaHUYSHHOTO JOCTYIA, COeprKallencs: B
CUCTEME MOHUTOPUHIA JBWKCHMS JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEJULUHCKOTO IPUMEHEHUS,
IOTY4eHHOM OT cyObekTa oOpalleHusl JEeKapCTBEHHBIX CPEJCTB, 3apETHCTPUPOBAHHOTO B CUCTEME
MOHMTOPHMHIA JBWJKCHUS JICKaPCTBEHHBIX IIPENapaToB  JUIsl  MEIULUUHCKOTO IIPUMEHEHUS W
NpPEJCTaBUBIIETO B HEE CBEICHHs, B MHTEpecax M IO MOPYYCHHUIO TAaKOro CYOBEKTa oOpalieHus
JIEKapCTBEHHBIX CPeACTB O6€3 00e3IMUuBaHus HH(POPMAIIMK OTPAaHUYEHHOTO JJOCTYIIA.

Wndopmarius 06 H3MEHEHUSX:

Cmamuws 67 oononnena yacmoto 9.8 ¢ 15 aseycma 2023 2. - @edepanvhuiii 3akon om 4 aseycma 2023 2.
N 474-D3
9.8. OnepaTop cucTeMbl MOHUTOPHHTA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO
IPUMEHEHUs BIPaBE OKAa3blBaThb HAa HEIAUCKPUMHUHAILMOHHON OCHOBE YCIYyrM C HCIIOJIb30BAaHUEM
o0e3nMnyeHHON uH(pOpMaluK, COJEepKalleiics B CUCTEME MOHUTOPUHIA JIBXKEHUS JIEKapCTBEHHBIX
IpenapaToB Il MEIUIIMHCKOTO NMPUMEHEHUs, CyObeKTaM OOpaIleHus JIEKapCTBEHHBIX CPEJCTB, MOPAIOK
U CTOMMOCTb OKa3aHUs KOTOPBIX OIPENESIOTCS ONepaTopoM CHCTEMbl MOHUTOPUHTA JBUKCHHUS
JIEKapCTBEHHBIX NPENapaTtoB JUIsl MEAUIMHCKONO MNPHUMEHEHHUs, C YYETOM OIpaHMYEHUH JocTyna K
o0e3nnyeHHON WH(OpPMAlIUY, YCTAaHOBJICHHBIX HACTOSIIEH cTaThed. YKa3aHHbIE MOPSAJOK U CTOUMOCTH
OKa3aHUs TAKUX YCIYI Pa3MEIIaloTCsl OIepaTOPpOM CHUCTEMbl MOHUTOPHUHIA JIBUYKEHUS JIEKAPCTBEHHBIX
IpenapaToB sl MEAUIIMHCKOTO IPUMEHEHHS Ha CaiiTe CUCTEMbl MOHUTOPHHTA ABM)KCHUS JIEKAPCTBEHHBIX
npenapaToB JUIsl MEIUIIMHCKOTO NpPUMEHEHHs B HH()OPMAIMOHHO-TEIEKOMMYHHKAIIHOHHONW —CETH
"UuTepHer" ¥ TOJUIEKAT KOHTPOII B COOTBETCTBUM C AHTUMOHOIOJBHBIM 3aKOHOAATEILCTBOM
Poccuiickoit @enepanuu. YKa3aHHbIE MOPAJOK U CTOMMOCTb OKa3aHUS TAaKUX YCIYr JOJDKHBI OBITh
€MHBIMU JUIS BCEX JIMI, 0OpaIlaloluXcs 32 OKa3aHUEM YCIYT'H B OTHOLICHUH OJIMHAKOBBIX BHJA, 00BbeMa
U coctaBa mpenocraBiseMoii wuHpopmammu. CyObekTaM OOpalieHHsl JICKapCTBEHHBIX CPEACTB
3ampeniaeTcs IMPeAoCTaBIsITh M PACHPOCTPAHATh HMH(POpPMALHIO, TOIYYCHHYI0O B COOTBETCTBUH C
HACTOSIIIEN YacCThIO.

Wndopmarys 06 H3MEHEHHSAX:
Yacmyo 10 usmenena c 15 aseycma 2023 2. - @edepanvhviii 3akon om 4 aseycma 2023 2. N 474-D3

CMm. npedvloyuyro pedaKyuio

10. TIpouwsBoauTenb NEKAPCTBEHHBIX CPENCTB, JEp:KaTeidb JTUOO BIaJeNel] PEeruCTPalOHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO TMperapaTa WM TMPEICTaBUTEIbCTBO HHOCTPAHHOW OpTraHU3alluH,
ABIISIONIEHCS JepaTeneM JHO0 BIaAETbIEM pPETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npemnapara, Ha Tepputopun Poccuiickoii denepanyu, 3aperucTpUpPOBAHHBIE B CHCTEME MOHUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX NpPEeNapaTtoB s MEAMIIMHCKOIO NPUMEHEHUS U TMPEJCTaBUBIIME B Hee
CBEJICHUS O HAHECEHWM CPEACTB UACHTHU(UKAIIMU Ha YIMAKOBKH JICKAPCTBEHHBIX MPENapaTroB, HAPSIY C
uHpopMalielt, ykazaHHOM B uactu 9.4 HacTOsIIeW CTaThbU, MOJNYyYaeT COACPXKAIIYIOCS B CHUCTEME
MOHUTOpPUHTA JBWXEHUS JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMEHEHUS HH(POPMAIIUIO
OTPAaHUUYEHHOTO JOCTYMA O CepPHUSIX M MapTUSX ITHX JIEKApCTBEHHBIX MpernapaTroB 0€3BO3ME3THO U BIIPaBe
OCYIIECTBIISITh CAMOCTOSITENIFHO WJIM TOpydaTh 00pabOTKy Takoil MH(GOPMAIMU TOJBKO B COOCTBEHHBIX
uHTepecax. [Ipu »ToM nmocTynm K Takod MHGOpPMAIMU WU pe3ylbTaTaM ee OoOpabOTKH HMEeT TOJIBKO
JAHHBINA CYOBEKT OOpallleHUs JEKApCTBEHHBIX CPEICTB WJIM JIUIIO0, KOTOPOMY OH TMOPY4YHsI 0OpaboTKy.
CocTaB TpemocTaBlsieMOl B COOTBETCTBUM C HACTOSIIEH 4YacThio HWH(OpManuu oOmpenensiercs
IIpaButenscTBOM Poccuiickoit denepannm.

Wndopmarys 06 M3MEHEHHSAX:

Cmamows 67 oonoanena uyacmoio 11 ¢ 1 urona 2020 e. - @edepanvhuviii 3akon om 28 dexabpsa 2017 e.

N 425-D3 (8 pedaxyuu Pedepanvrozo 3akona om 27 oexaopsa 2019 2. N 462-D3)
11. 3a mpou3BOJACTBO MIJIM IMPOAAXKY JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIUHCKOTO MPUMEHEHUS
0e3 HaHeceHUs CPEeICTB HJACHTH(HKAIUK, C HAapyIIEHHEM YCTaHOBJEHHOTO TOpPs/IKAa MX HAaHECEeHUus, a
TaK)K€ 3a HECBOEBPEMEHHOE BHECEHHE HaHHBIX B CHCTEMY MOHUTOPHHIA JABM)KEHHUS JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULIMHCKOIO IPUMEHEHNSI UJIM BHECEHUE B HEE HEJIOCTOBEPHBIX JaHHBIX IOPUINYECKHE
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Jimia 1 UHAUBUAYAJBHBIC MPCANPHUHUMATCIN, YKA3aHHBIC B YaCTIAX 47 HaCTOHHlCﬁ CTaTbHu, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOAATCIbCTBOM Poccuiickoit d)ezlepaum/l.

Wndopmarius 06 M3MEHEHUSX:

Cmamows 67 0onoanena yacmoto 12 ¢ 1 aneapsa 2018 e. - @edepanvhusiii 3akon om 28 oexkabps 2017 a.

N 425-D3
12. TlpaButenbctBo Poccuiickoit denmepanuu BIpaBe YCTAHOBHTh OCOOCHHOCTH BHEIAPECHHS

CUCTEMbl MOHUTOpPMHIA JBW)KEHMSI JIEKAPCTBEHHBIX IIPENapaTroB s MEIULUHCKOIO IMPUMEHEHMUS,
BKJIIOYasi CPOKM €€ BHEIPEHHS, B OTHOUICHHM JIEKaPCTBEHHBIX MpPEnapaTroB s MEIUIIMHCKOTO
NPUMEHEHHS, BKIIOYCHHBIX B TMEPEYCHb >KU3HEHHO HEOOXOMUMBIX M BaKHEHIINX JIEKapPCTBEHHBIX
[penapaToB, JIEKAPCTBEHHBIX IMpenapaToB, MpeJHA3HAYCHHBIX s oOOecredeHusl JHll, OOJbHbBIX
reMopmiInei, MyKOBUCIIHJIO30M, THMO(QU3APHBIM HAHU3MOM, Ooie3Hbpi0 ['omie, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(OUTHONU, KPOBETBOPHON U POJACTBEHHBIX UM TKaHEH, PACCESHHBIM CKIIEPO30M,
JUI TI0CJIE€ TPAHCIUIAHTAllUM OpPraHOB W (MJM) TKAaHEW, MHBIX JIEKAPCTBEHHBIX IpEenapaToB JUIs
MEAUIIMHCKOTO TPUMEHEHHS.

TAPAHT:

CM. kKoMMeHTapuu K cTatbe 67 HacTosero denepabHOrO 3aKOHA

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 nacmosawuu DedepanvHulil 3aKOH OONOIHEH
enasou 14.1

I'naBa 14.1. Orpanuyenmusi, HajaraeMble HA OPraHU3ANUM, OCYIIECTBJIAIOIINE IeSATEJIbHOCTD 10
o0panieHuIo0 JIeKAPCTBEHHBIX CPECTB

Cratbs 67.1. OrpannueHusi, HaJaraeMble MPU OCYIIECTBICHUH JIEATEIbHOCTH B cepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB

1. OpraHuzanuu, 3aHUMAONIMECS Pa3paOOTKOW, MPOU3BOJACTBOM © (W) peanu3ainuen
JIEKapCTBEHHBIX IPENapaToB AJIs MEIULUHCKOTO NMPUMEHEHMs], OpraHu3aluy, o0aJaroniie mpaBaMu Ha
HCIIOJIb30BaHNE TOPTOBOr0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara Juisi MEIUIUHCKOTO MpUMEHEHUS,
OpraHM3allMyl ONTOBOM TOPTOBIM JIGKAPCTBEHHBIMH CpPEJICTBAMH, AaNTEYHbIe OpraHu3anmuu (UX
IPEJICTAaBUTENIN, MHbIE (U3NYECKHE M IOPUINYECKHUE JIMIA, OCYILECTBISIOLUIME CBOIO AESITENBHOCTh OT
UMEHHU ITHX OpraHu3aluii) B OTHOIICHUH METUIIMHCKUX PAaOOTHUKOB U PYKOBOJUTENEH MEIUIIMHCKUX
OpraHu3alyil He BIPABE:

1) Bpy4aTh MoJapku, BHIIIAYMBATh JEHEKHBIE CPENCTBA (32 MCKIIOYEHUEM BO3HATPaXACHUN IO
JIOTOBOpaM  IpU  IPOBEJCHUM KIMHUYECKMX HCCIEIOBAaHUN  JIEKAPCTBEHHBIX IMpErnapaTroB  JUIs
MEIUIUHCKOTO TPUMEHEHUS, BO3HATPAXIECHHUM, CBS3aHHBIX C OCYLIECTBIEHUEM MEIUIIMHCKUM
pabOTHUKOM TENAarorHYecKON U (WJIM) HaydHOU NEATENIbHOCTH), B TOM YHCJIE OIJIAYMBATh Pa3BJICUCHUS,
OTJBIX, MPOE3J K MECTy OTAbIXa, a TAKXKE MPUBJIEKATh K YYaCTUIO B Pa3BIEKATEIbHBIX MEPONPUATHUSX,
MPOBOJAMMBIX 32 CUET CBOUX CPECTB;

2) 3akiouaTh COTJIAIEHUS O HA3HAYEHUU WM PEKOMEHAAIMU MallUeHTaM JIeKapCTBEHHBIX
[penapaToB JUIisi MEJUIIMHCKOTO MPUMEHEHHS (32 UCKIIIOUEHUEM JIOTOBOPOB O MPOBEACHUHN KIMHUYECKUX
HCCJICIOBAaHUM JIEKAPCTBEHHBIX MPEMapaToB ISl METUIIUHCKOTO MPUMEHEHUS);

3) mpenocTaBiATh 00pa3ilbl JEKAPCTBEHHBIX MPENapaToB Ui MEIULUHCKOTO IPUMEHEHUSI B LENSIX
BpY4YeHHUS TalHMeHTaM (32 HWCKIIOYEHHEM CIydaeB, CBS3aHHBIX C MPOBEACHHUEM KIMHUYECKUX
MCCJICIOBAHMH JIEKQPCTBEHHBIX MIPEMApaToOB ISl MEIUIIMHCKOTO TPUMEHEHHS);

4) TpemocTaBNsATh HEIOCTOBEPHYIO U (WIHM) HEMONHYI0 HHPOPMAIUI0 O JIEKapCTBEHHBIX
npenaparax sl MEIUIIHHCKOTO TPUMEHEHHS,

5) mocemath WX B pabodee BpeMsl Ha pabOUMX MeECTaX, 3a UCKIIOYCHHEM CIy4aeB, CBS3aHHBIX C
MIPOBEICHUEM KIMHUYECKUX UCCIIEIOBAHMN JICKAPCTBEHHBIX MTPENapaToB JIJIsi MEIUIIMHCKOTO TIPUMEHEHHS,
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C ydyacTHEM B TIOPSJKE, YCTaHOBJIEHHOM pPYKOBOJWTEIIEM MEAMLMHCKOW OpraHu3alud, B COOpaHMIX
MEIMIIMHCKUX pAaOOTHMKOB W  HHBIX  MEPOINPHUATHSIX, HAMpPaBIEHHBIX HA  MOBBIIIEHUE  UX
npo¢eCCHOHATIBPHOTO YPOBHS WJIM Ha TPEAOCTAaBICHHE HH()OPMAIMH, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOpPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaTos;

6) moOyXJaTh K BBIMHMCHIBAHUIO JEKAPCTBEHHBIX MPENapaToB JJIs MEIUIIMHCKOTO MPHUMEHEHUS Ha
OJlaHKax, colepKalluX MHQOpPMAIMIO PEKIAMHOIO XapaKTepa, a TakKe Ha pelenTypHbIX OllaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HauMEHOBAaHHWE JIEKAPCTBEHHOI'O IIpernapaTta Uil MEIULUHCKOIo
MIPUMEHEHUS.

2. OpraHu3anuy, ykazaHHble B a03a1ie 1epBoM 4acTu | HAcTOALIEN CTaTbU, U UX MPEACTaBUTEIHN B
OTHONICHUHU (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJAUTEJICH allTEYHbIX OpraHU3aluii He BIIPaBe:

1) BpyuaTh mOJapKy, BBIILJIAUMBATH JEHEKHBIE CPEACTBA, B TOM YUCJE OIUIAUYMBATh Pa3BICUYCHUS,
OTHBIX, MPOE3] K MECTy OT/AblXa, U IPUBIEKATh K YYaCTHIO B PAa3BIEKATEIIbHBIX MEPONPHUATHUSX,
IIPOBOAMMBIX 3a CUET CBOUX CPE/CTB;

2) mpenocTaBisATh OOpasilbl JIGKAPCTBEHHBIX MPEMapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS IS
BPYUYECHHS HACETICHUIO;

3) 3akiouaTh COIVIALIEHUS O TMPEAJIOKEHUU HACEICHUIO OINpeAeNIeHHBIX JIEKapCTBEHHBIX
IIPENapaToB Jyisi MEJUILMHCKOTO IPUMEHEHMUS;

4) TpenocTaBNATh HEIOCTOBEPHYIO U (WIM) HEMONHYI0 HHGPOPMAIUI0 O JIEKapCTBEHHBIX
npenaparax Juisi MEIUMLIUHCKOTO IPUMEHEHHUs, B TOM YHCIIE HMMEIOIIMX OJMHAKOBOE MEKIYyHAapOJIHOE
HEMaTEeHTOBAaHHOE HAUMEHOBAHUE.

TAPAHT:

CM. komMmeHTapuu K ctathe 67.1 Hacrosmero @eaepanbHOro 3aKOHa

Crarbsi 67.2. TpeOoBanus K OpraHu3allid M TPOBEACHUIO HAYyYHBIX MEPONPHUSATHHA, HHBIX
MEpONpPUATUHA, HANpPABIEHHBIX Ha  MOBBIIIEHHE  MPO(ECCHOHAIBHOIO  YPOBHS
MEAMIMHCKMX pa0OTHUKOB MM Ha MpeAoCTaBieHHEe HHPOpMalMU, CBA3aHHOM C
OCYILIECTBJIEHEM MOHUTOPHHIa 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENapaToB

1. ITpu mpoBeneHUN HAy4YHBIX MEPONPUATUM, HHBIX MEPOIPUATHI, HAIIPABJICHHBIX HA NOBBIIICHHUE
npoeCCHOHATIBHOIO YPOBHS MEIUUIMHCKUX paOOTHUKOB WM Ha MPEJOCTaBIEHHE CBSI3aHHOW ¢
OCYIIIECTBJIEHUEM MOHUTOPUHIA 0€30M1aCHOCTH JIEKApPCTBEHHBIX MIpernapaToB HH(PpOpMaLK, OpraHU3yeMbIX
OpraHu3alUsIMM, YKa3aHHBIMU B a03arie nepsom vactu | crateu 67.1 HacTosmero denepalbHOro 3aKoHa,
UX MPEACTaBUTEISAMU U (UJIM) (UHAHCUPYEMBIX 3a CUET CPEICTB 3TUX OpraHMU3alMi U UX HpeJCTaBUTENEH,
3alpenaeTcs MpersTCTBOBATh YYaCTHI0 B YKA3aHHBIX MEPOINPUATHSAX HHBIX OpraHM3alUil, KOTOpHIE
IIPOU3BOAT WM PEANM3YIOT JIEKapCTBEHHBIC IpEnapaTsl I MEAUIMHCKOIO NMPHUMEHEHHUS CO CXOXKHM
MeXaHU3MOM (hapMaKoIOrHYecKOro AeUCTBUS, TUO0 co3/1aBaTh TUCKPUMUHAIIMOHHbBIE YCIOBHS Ul OJHUX
YYAaCTHUKOB I10 CPAaBHEHUIO C APYTMMH YYaCTHUKAMH, & IMEHHO:

1) npeaocTaBIATh pa3IMYHOE KOJIMYECTBO BPEMEHH ISl BBICTYIUIEHUH YYaCTHUKOB, pa3IMYHbIC 110
pa3Mepy 3aHMMaeMoOM IUIOLaJAM MecTa JUIs JIEMOHCTpanuu oO0pa3loB JIEKapCTBEHHBIX INpEenapaToB s
MEAMIMHCKOTO TPUMEHEHUS WIM pEKJIaMHBIX MAaTepUajoB O JIEKAapCTBEHHBIX IIpenaparax Jyis
MEIUIINHCKOTO IPUMEHEHUSI HA 3KCIO3ULHUAX, CTEHIAX, 32 HUCKIIOYEHUEM CIy4YaeB, €CIU TaKUE YCIIOBHUS
3aKpeIuIeHbl B COMIALICHUAX 3THX OpraHM3allui, UX NpeAcTaBuTeNeil 0 (MHAHCHPOBAHMM YKa3aHHBIX
MEPONPUITHIA U 00YCIIOBJIEHBI PAa3IUYHBIMU 3aTPaTaMU YYACTHUKOB Ha UX OpPraHU3alUIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUI YYACTHHKOB MEPOIPHUATUH, yKa3aHHBIX B ab3alle IepBOM
HACTOSIIIEN YaCTH, MPEBBIIIAOIIMI CyMMY 3aTpaT Ha OPraHU3AlMI0 YKa3aHHBIX MEPOIPUATUN U BETYIIAN
K HEOOOCHOBAHHOMY OTPaHMUYCHMIO YHCIIAa UX YYaCTHHKOB.

2. Opranuzanuu, ykazaHHble B ab3aie nepsoM yactu | crateu 67.1 Hacrosimero denepanbHOro
3aKOHA, WX TPEJICTaBUTEIH, OCYIIECTBISAIOUINE OPraHM3aluio U (Win) GUHAHCUPOBAHHE MEPONPHUSATHIA,
yKa3aHHBIX B yacTu | HacTosmieil cratbu, 00s13aHbl 0OecreuynBaTh JOCTYI K HH(OpPMAILMK O AaTe, MecTe U
BPEMEHM IIPOBENCHUS YKa3aHHBIX MEpONPUATHH, IUIaHAX, IpOrpaMMax IPOBEACHUS YKa3aHHbIX
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MEPOIPUATUA U TeMaX, IJIAHUPYEMBIX ISl PACCMOTPEHMsI, COCTaBE UX YYACTHUKOB IyTEM pa3MeELICHUs
COOTBETCTBYIOIICH MH(pOpMAIMU Ha CBOUX O(DUIMAIBHBIX caiTax B ceTd "MHTepHET" He Mo3aHee ABYX
MECSIIEB /10 Havalla MPOBEACHUS YKA3aHHBIX MEPOIIPUSATUH.

3. Madopmanusi 0 MpoBEACHUU MEPOINPHUATHMA, YKa3aHHBIX B 4acTH | HACTOSIIEH CTaThH, B CPOK,
YCTaHOBJICHHBIA YacThIO 2 HACTOSINEH CTaThW, JOJKHA OBITh HAaIpaBiieHa B (eaepainbHBId OpraH
UCIIOJTHUTENIbHOM  BIIACTH, OCYIIECTBISIOIIMN (YHKIMH IO KOHTPOII M Haa3opy B cdepe
3/IpaBOOXPAHEHHs, IS IMOCIEAYIOIIEro pa3MelleHus ee Ha O(UIMATbHOM CaiTe 3TOro opraHa B CETH
"Untepnert".

TAPAHT:

CM. komMeHTapuu K cTaTthe 67.2 Hacrosero @eaepanbHOro 3aKOHa

I'naBa 15. OTBeTCTBEHHOCTD 32 HApPYILIEeHNE 3aKOHoAaTeIbcTBA Poccuiickoil @enepauuu npu
o0panleHuH JIeKAPCTBEHHBIX CPeCTB U BO3MellleHHe Bpela, MIPUYUHEHHOT0 3/I0POBbIO TPAKIAaH
BCJIe/ICTBHE MPUMEHEHHS J1eKaAPCTBEHHbIX MPenapaTon

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ cmamvio 68 nacmoswezo DedepanrvHozo
3aKOHA 8HeceHbl usMeHeHus:, cmynarowue 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Crarbs 68. OTBETCTBEHHOCTh 3a HapylLIEHHE 3aKoHoaarenbcTBa Poccuiickoit denepauuu npu
0OpaleHNH JIEKAPCTBEHHBIX CPEJICTB
1. Hapymenue 3axononarenbctBa Poccuiickoii ®enepanuu npu oOpallleHUH JEeKapCTBEHHBIX
CpeACTB BJIeYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickoi
®denepauuu.

Wndopmarys 06 M3MEHEHHSAX:
Yacmw 2 usmenena c 15 urons 2018 2. - @edepanvhwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. 3a HempeAcTaBIeHUE WM HECBOEBPEMEHHOE TMpeicTaBlIeHre HHGOpMaIuu U (W) TOKYMEHTOB
00 MpeCTaBlIeHne HEIOCTOBEPHBIX MH(OPMAIIMU U (WJTM) JOKYMEHTOB, IPEIYCMOTPEHHBIX HACTOSIIINM
@DenepallbHBIM 3aKOHOM, CYOBEKTHI OOpallleHus JEKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoi denepannm.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 68 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crarbsa 69. Bo3menienue Bpena, NPUUMHEHHOTO 3J0POBbIO T'PAKJAH BCIEICTBHE MPUMEHEHUS
JIEKapCTBEHHBIX MPETapaToB

1. [Tpou3BoOIUTEND JIEKAPCTBEHHOTO TIperapara 00s;3aH BO3SMECTUTD BPeJl, TPUUNHEHHBIN 3I0POBBIO
TpakJiaH BCIEACTBUE TPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara, eciid JoKa3aHo, 4To:

1) nexkapcTBeHHBIN MpenapaT MPUMEHSJICS MO0 HA3HAUYEHUIO B COOTBETCTBUMU C MHCTPYKLMEH IO
MPUMEHEHHUIO JICKapCTBEHHOTO TperapaTta W MPUYMHOW Bpeaa SBWICA BBOJ B TPAXKIAHCKHA 000pOT
HeJ00POKAYECTBEHHOTO JICKAPCTBEHHOTO TIpenapara;

2) Bpen 3I0pPOBBIO TPHUYMHEH BCJIECACTBHE HEIOCTOBEPHOW HH(POPMAIIMH, COIEP)KAIEHCS B
MHCTPYKIMU 0 NMPUMEHEHHUIO JIEKAapCTBEHHOIO IMpernapaTa, U31aHHON MPOU3BOJIUTEIEM JIEKAPCTBEHHOIO
npenapara.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHoM om 25 Hoabpa 2013 2. N 317-®@3 6 uwacms 2 cmamvu 69 nHacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs.
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Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

2. B ciygae, ecnu Bpea 30pOBbIO IpaXKAaH MPUUUHEH BCJIECACTBUE MPUMEHEHHS JIEKapCTBEHHOIO
npernapara, IPUIICIIIEr0 B HErOJAHOCTh B pe3yJibTaTe HapyIICHHWS NpPaBUJI XPAaHEHHS JIEKAPCTBEHHBIX
CPEICTB, MPaBUJ ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU MperapaTamu, MPaBUJI OTIYCKA JIEKAPCTBEHHBIX
IpenapaToB, NPaBWJI M3TOTOBJICHHUS M OTIYCKAa JIEKAPCTBEHHBIX IPEMapaToB, BO3MEIIEHHE Bpena
OCYIIIECTBIISIETCS COOTBETCTBEHHO OpraHM3allieil ONTOBOM TOPTOBJIHM JIEKAPCTBEHHBIMU CpEACTBAMH,
anTeyHOM OpraHu3anueld, WHIMBUAYAIBbHBIM MpEIIpUHUMATENIEM, HMCIOIIUMH  JUICH3HIO Ha
(dbapMaleBTUYECKYIO JIEATEIbHOCTh WM JIMIEH3UI0 HAa MEAMIMHCKYIO JEeSTENIbHOCTh, MEIUIIMHCKOM
OpraHu3aiei, HMEILeH JHIEeH3UI0 Ha (apMaleBTUYECKYIO JesATeNbHOCTh (ee 000CO0IeHHBIM
nonpaszenenueM (amOynaropueid, (eapAmepckuM U (eabAlIePCKO-aKyIIepCKUM ITYHKTaMHU, LEHTPOM
(oTnenenuem) oOmieil BpaueOHON (CeMelHOW) MpPaKTUKH), PACIIONIOKEHHBIM B CEIBCKOM HACEICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET allTeYHasi OpraHu3aius), AOMYCTUBIIUMHU MPOJAXy WIH OTHYCK TaKOTro
JIEKapCTBEHHOTO Iperapara.

3. Bosmemenue Bpena, MNPUYMHEHHOTO 370POBBI0 Tpa)<IaH BCIEACTBHE MPUMEHEHUS
JIEKapCTBEHHBIX NPENapaToB WM COBEPIIEHHS IMPOTHUBOIPABHBIX ACUCTBUH CyOBheKkTamu oOparieHus
JIEKAPCTBEHHBIX ~CPEJCTB, OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoi
®denepauuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 69 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

I'maBa 16. 3aka0uuTeIbHbIE MOJ0KEHU

Crarbs 70. O npu3HaHUM YTPATUBLIMMM CHIIy OTJEJIbHBIX 3aKOHOJATENbHBIX aKTOB (IOJ0XKEHUH

3aKOHOJATENbHBIX akToB) Poccuiickoit ®enepanumn

[Tpu3HaTh yTpaTUBIIUMU CHUITY:

1) denepanbubiii 3akoH or 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpencTBax"
(Cobpanue 3axkonogarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbheiii 3akon oT 2 saBaps 2000 roga N 5-3 "O BHeceHUH U3MEHEHHS U JTOTIOJHEHUHN B
@enepanbHbiii 3akoH "O sekapcTBeHHbIX cpeacTBax" (CoOpanue 3akoHopmaTenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 @enepanbHoro 3akoHa oT 10 saBaps 2003 roga N 15-03 "O BHeceHMM U3MEHEHHH U
JIOTIOJIHEHN B HEKOTOpBbIE 3aKOHOJATENbHBbIE aKThl Poccuiickon denepanuy B CBA3UM C INPUHATHEM
@enepanbHoro 3akoHa "O  JTUIIEH3UMPOBAaHMU  OTAENbHBIX BHIOB  JestenpHocTH"'  (CoOpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 @enepanbHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeceHUM U3MEHEHUN U
JIOTIOJIHEHN B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickon denepanuu, NpU3HAHUU YTPATUBLINMU
CHWJIy OTHAEIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoin ®enepannu, NpeAOCTaBICHUH OTIENIBHBIX
rapaHTUil COTPYJHUKAaM OpraHOB BHYTPEHHMX JI€JI, OPIaHOB MO KOHTPOJIIO 32 000POTOM HApKOTUYECKUX
CPE/CTB U MCUXOTPOITHBIX BEIIECTB U YNpa3AHIEMBIX (eepaIbHbIX OPraHOB HAJIOTOBOW MOJHUIIMU B CBSI3U
C OCYIIECTBICHHEM Mep IO COBEpPUICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepamuu, 2003, N 27, ct. 2700);

5) crateio 101 denepansHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHecenuun
M3MEHEHUN B 3aKoHoJaTelnbHble akThl Poccuiickoil dPenepauvu M NPU3HAHUM YTPATUBIIMMHU CHITY
HEKOTOPBIX 3aKOHOJATeNbHbIX akToB Poccuiickoit denepauuu B CBA3M € NpUHATHEM (eaepalbHbIX
3akoHOB "O BHECEHUM W3MEHEHHMH W JomoiHeHuid B DenepanbHbiii 3akoH "OO 00mUX MPHUHIIMIIAX
OpraHM3ali 3aKOHOJAATENbHBIX (TIPEICTABUTENbHBIX) U HCIOJHUTENbHBIX OPraHOB TOCYAApCTBEHHOU
BiIacTH cyobekroB Poccuiickoit ®eneparnu” u "OO6 o0O0mMX NPUHIMIAX OpraHU3allMd MECTHOTO
camoympasnenust B Poccuiickoit deneparuu" (Cobpanue 3akoHomarenbctBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);
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6) cratsio 28 denepanbHoro 3akona ot 18 nexadps 2006 rona N 231-®D3 "O BBeieHUU B ICHCTBHE
yacTu derBeprod I'paxkmanckoro komekca Poccuiickoir ®Denepanmu" (CoOpanume 3aKOHOAATEIIBCTBA
Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 70 HACTOSIICTO d)ezlepanLHoro 3aKOHa

Crarba 71. Berymienue B cuity Hactosiero deaepaibHOro 3akoHa

1. Hactosaumit denepanbHelii 3aK0H BeTynaer B cuity ¢ 1 centsiops 2010 roga.

2. JlekapcTBeHHBIE CpEJICTBa, 3apPETUCTPUPOBAHHBIC 10 AHS BCTYIUICHUS B CHIJIYy HACTOSILErO
®denepanbHOro 3aKOHA, MOJJICKAT BKIIOYEHHUIO B FOCYJAPCTBEHHBIE PEECTPhI JICKAPCTBEHHBIX CPEJICTB C
BHECEHHMEM YKa3aHHBIX B dactu | crtateu 33 Hacrosmiero deaepalbHOrO 3aKOHA CBEIECHUN 00 ITHUX
JIEKAPCTBEHHBIX CpeICTBaX 0€3 NPOXOXKJIEHUsS BHOBb MPOLEIYPHl TOCYAapCTBEHHOM pErucTparuu
JIEKapCTBEHHBIX MPEnapaToB.

Undopmaris 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 3 cmamou 71 nacmosuezo
DedepanbHoe0 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
3. TocymapcTBeHHast perucTparys JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOYCHHEM JICKAPCTBEHHBIX
npenapaToB Il MEIUIIMHCKOTO MPHMEHEHWUsI, MPEJACTABICHHBIX Ha YKa3aHHYIO PETHCTPALUI0 10 JHS
BCTYIUICHUS B CHIIy Hactosero denepaabHOro 3aK0HA, OCYIIECTBIISCTCS B COOTBETCTBUU C HACTOSIIHM
denepanbHBIM 3aKOHOM Ha OCHOBAHWHU JOKYMEHTOB W JAaHHBIX, MPEJICTABICHHBIX JO IHS BCTYIUICHHS B
cmty Hactosiero denepanbHOTO 3aKOHA.

Wudopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 29 mnosops 20102. N 313-@3 wacme 3.1 cmamwvu 71 nacmoswezo
DedepanvbHoco 3aKOHA U3BN0JHCEHA 6 HOBOU pedaxkyuu, ecmynarnuell 8 Culy co OHs OQUYUATbHOZO
onyonuxoeanus HazeanHoco DedepanbHo20 3aKOHA U PACNPOCMPAHAIOWENCS HA NPaB0OMHOULEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

3.1. l'ocynapcTBeHHas peructpalys JeKapCcTBEHHBIX MPENapaToB s MEAULIMHCKOTO TPUMEHEHUS,
IPEJICTAaBICHHBIX Ha TOCYJapCTBEHHYIO PErMCTpalui0 A0 JHS BCTYIJIEHMS B CHIIy HAcTOSLIETO
®denepalibHOTO 3aKOHA, U TOCYIapCTBEHHAsI peruCcTpalus JEeKapCTBEHHbIX MPENapaToB AJIs MEIUIIMHCKOTO
INPUMEHEHHUs, NPEICTaBICHHBIX HA JKCIIEPTH3Yy JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIJIEHUS B CHILY
HacTosmero @enepalbHOrO 3aKOHAa B LENAX HX IOCIEAYIOUIEH TroCyJapCTBEHHON perucrpanuu,
OCYILIECTBIISIIOTCA HAa OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IIPEJICTABICHHBIX 10 JHS BCTYIUICHUS B CHILY
HacTtosuero @enepaibHOTO 3aKOHA, a TaKXKe 3asiBICHHS O TOCYJapCTBEHHOM perucrpanuu
JIEKapCTBEHHOI'O IIpernapara, IpeICTaBICHHOIO IPOU3BOJUTENIEM JIEKapCTBEHHBIX IIPENAapaToB WIIU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAcTOAUIMM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
¢denepanbHBIl OpraH HUcHoNHUTENbHOW BracTh 10 1 wmapra 2011 roma, Oe3 TpeGoBaHUS YILIATHI
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTebecTBOM Poccuiickoi deaepanuu 0 Hajlorax
u cOopax.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 29 mosops 2010e. N 313-@3 uwacme 3.2 cmamovu 71 nacmoswezo
DedepanvHoeo 3aKOHA U3N0JHCEHA 6 HOB0U pedaxkyuu, ecmynarmwel 8 CUuly co OHA OQUYUATbHO2O
onyonukoganus HazeanHo2o DedepanvHoco 3aKOHA U PACNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
3.2. TloaTBepkacHHE TOCYAAPCTBEHHOW pETUCTpPAllMM JIEKAPCTBEHHBIX IpEnaparoB  AJis
MEAMIMHCKOTO MPUMEHEHHUS, MPEJCTABIEHHBIX JJIs MOATBEPKACHHUS TOCYAApCTBEHHOW PETUCTpALUU J10
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IHS BCTyIUleHusi B cuily Hacrosiero denepanpHOro 3akoHa, M IOATBEP)KIEHHE TOCYJapCTBEHHOMN
pPEerucTpalMy JEKapCTBEHHBIX MpernapaToB Ui MEAMIIMHCKOTO MPHUMEHEHHUS, NPEJICTABICHHBIX Ha
IKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 1O AHS BCTYIUIEHUS B CUy Hactosuiero denepanbHOro 3aKOHa B
HENSIX IOCJIEAYIOIEro MOATBEPKACHUS HX TOCYJAapCTBEHHON pPETUCTpAllid, OCYIIECTBISIOTCA Ha
OCHOBAaHUHU JIOKYMEHTOB M [JaHHBIX, IPEJICTaBICHHBIX JO JHS BCTYIJIEHUS B CHJIY HACTOSIIETO
QenepallbHOTO 3aKOHA, a TaKXe 3asBICHUS O TOATBEPKACHUU TOCYJApPCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IIperapara, IPeICTaBICHHOIO IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IpPENapaToB WU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOAUMM DenepalibHbIM 3aKOHOM B YIOJTHOMOYEHHBIH
denepanbHBIl OpraH HUcHoNHUTENbHOW Biacth g0 1 wmaprta 2011 roma, Oe3 TpeGoBaHHWS yILIATHI
roCyJIapCTBEHHOM MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuu 0 Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

@eoepanvrvim 3akonom om 29 nosops 20102. N 313-@3 uwacme 3.3 cmamwvu 71 nacmoswezo
DedepanvbHoeo 3aKOHA U3B0JCEHA 6 HOB0U pedaxkyuu, scmynawnwel 8 Culy co OHs OQUYUATbHO2O
onyonuxoeanus HazeanHo2o PedepanbHo2o0 3aKOHA U PACNPOCMPAHAIOWENCS HA NPaBoOMHOULeHUS,
sosHuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

3.3. Ilpunsatue peuieHuss O BHECEHHMM UW3MEHEHHUH B JIOKYMEHTBI, coOjepXkaliuecs B
PETUCTPALIMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIM MpemapaT [Uisi METUIIMHCKOTO
IPUMEHEHUS U MpPEJICTaBICHHbIE A0 IHS BCTYIJIEHUS B CUily HacToslero denepalbHOrO 3aKOHAa, U
MPUHITHE PEIICHHUS] O BHECEHUH U3MEHEHUI B JIOKYMEHTHI, COJIEpKalliecs] B PErHCTPallMOHHOM JI0Che Ha
3aperucTpUpOBaHHBIN JE€KApCTBEHHBIN Mpenapar A MEIULHUHCKOIO IPUMEHEHUS U MPE/ICTaBICHHbIC Ha
9KCIIEPTHU3Y JIEKAPCTBEHHBIX CPENICTB N0 JHS BCTYIUIGHHMs] B cuily Hactosimero denepaibHOro 3akoHa,
OCYILIECTBIISIIOTCS HAa OCHOBaHUM JJOKYMEHTOB M JAaHHbBIX, IPEICTaBICHHBIX O JHS BCTYIUIEHUS B CHILY
HacTosmero @enepalbHOTO 3aKOHA, a TaKXKe 3asABJICHHS O BHECEHWHM HW3MEHEHUH B JOKYMEHTHI,
coJiepKalliecss B PErUCTPAllMOHHOM [JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAaPCTBEHHBIM Mpernapar Jis
MEAMIMHCKOTO TPUMEHEHUs, IPEICTaBICHHOIO IPOU3BOAUTENEM JIEKaPCTBEHHBIX IPENapaToB HIHU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOALUIMM DeiepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
GbenepanbHbIl OpraH HUcHoONHUTENbHOW BracTh 10 1 wmaprta 2011 roma, Oe3 TpeGoBaHUs yIUIATHI
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTeIbecTBOM Poccuiickon deaepanuu 0 Hajorax
u cOopax.

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 29 mosops 2010e. N 313-@3 wacme 3.4 cmamovu 71 nacmoswezo
DedepanvHo2o 3aKOHA U3N0JHCEHA 6 HOB0U pedaxkyuu, SCmynarmowel 8 CUuly co OHA OQUYUATbHO2O
onyonuKo8arus HAa38anHo20 PedepanbHo2o 3aKOHA U PACNPOCMPAHIOWENCS HA NPaBoOMHOULEHUS,
sozHuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexkcm wacmu 6 npedvioyuell pedaxKyuu

3.4. Bblmaua pazpelieHMdl Ha MNPOBEIEHUE KIMHUYECKUX HCCIEIOBAHUM JIE€KapCTBEHHBIX
MpenaparoB Jisi MEAUIIMHCKOTO NMPUMEHEHHs TI0 3asBJICHHUSIM, TOJAHHBIM JI0 JHS BCTYIUICHHUS] B CHITY
Hactosiiero deepanbHOTO 3aKOHA, a TAKXKE MO 3asBJICHUSM, MOJAHHBIM TOCJE JHS BCTYILJICHUS B CHILY
Hactosmero denepaabHOTO 3aKOHA HA OCHOBAHUHU IKCIIEPTH3, MMPOBEJACHHBIX 10 THS BCTYIUICHHUS B CHUITY
HacTosimero denepaabHOTO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUM ¢ HacTosiimuMm DenepanbHbIM
3aKOHOM Ha OCHOBAHUH JOKYMEHTOB W JJAHHBIX, MPEJCTABICHHBIX WU MOJTYYECHHBIX 10 JHS BCTYIUICHUS B
cuiy Hacrosiuero defepaqbHOrO 3aKOHA, a TAKKE HAa OCHOBAHMM KONMHUU NPEIBApUTEIBLHOIO JOTOBOPA
00s13aTEILHOTO CTPAaXOBAHUS KU3HH, 3/JOPOBbsI MAIMEHTOB, YIaCTBYIOIIMX B KIMHMYECKOM HCCIICIOBAHUH
JIEKapCTBEHHOTO Tperapara Jisi MEIUIMHCKOTO TNPUMEHEHHWs, WJIH KOMUHU JIOTOBOpa 00s3aTeNbHOTO
CTpaxOBaHMsI JKW3HHM, 3/I0POBbSl MAIIMEHTOB, YYAaCTBYIOIIMX B  KIWHAYECKOM  HCCIIEIOBAaHUU
JIEKapCTBEHHOTO Tpernaparta Juisi MEIUIUHCKOTO MPUMEHEHHs, JTUOO MPEeACTaBICHHOW KOMHUU JIOTOBOpA
00s13aTEILHOTO CTPAaXOBaHMS, 3aKIFOYCHHOTO B COOTBETCTBUHM C THIIOBBIMHU IPaBWIAMU OO0S3aTEIIBHOTO
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CTPaxOBaHHMs, C YKa3aHUEM MPEACIbHON YHUCIEHHOCTH MALUMEHTOB, YYaCTBYIOLIIMX B KIMHUYECKOM
HCCJIEIOBAaHUM JIEKAPCTBEHHOTO IpernapaTa IJii MEIULUHCKOrO MpUMEHEeHHs, 0e3 TpeOOBaHUS YIUIATHI
rOCyIapCTBEHHOW MOUUIMHBI, PETYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Wndopmarius 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 11 okmsabpa 2010 2. N 271-D3 cmamos 71 nacmoswezo Dedepanvrozo
3aKOHA 0OnoIHeHa Yacmoio 3.5
3.5. 3apeructpupoBaHHbIC B HHOCTPAHHOW BAaJIOTE O JHS BCTYIUICHHS B CHJY HACTOSIIETO
®denepallbHOTO 3aKOHA TIPEIETbHBIC OTIYCKHBIC IEHBI MHOCTPAHHBIX MMPOU3BOIUTENCH HA JICKAPCTBEHHBIC
npenaparthl, BKIIOYCHHBIE B IEPEYCHb JKU3HCHHO HEOOXOMUMBIX M BaXXHEWIIHMX JIEKAPCTBEHHBIX
IpernapaToB, MOJISKAT mepecueTy B pyonu mo kypcy Llenrpanpaoro 6anka Poccuiickoit denepanuu Ha
nary, ycraHoBieHHyto [IpaButenbctBom Poccuiickoit ®exnepanmu, 0e3 TpeacTaBICHUS 3asSBICHUS O
nepecyeTe IeHbl C BHECEHHEM COOTBETCTBYIONIUX M3MEHEHHUN B TOCYIAPCTBEHHBIM peecTp MpeaeibHbIX
OTITYCKHBIX II€H MPOU3BOAMTENCH Ha JICKAPCTBEHHBIC MpErnapaThl, BKIIOUYCHHbBIC B MEPCUCHb JKU3HECHHO
HEOOXOIUMBIX ¥ BOKHEHIIIMX JICKAPCTBEHHBIX TPEIIapaToB.

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamos 71 nacmoswezo Dedepanvrozo
3aKOHA OONONIHeHa Yacmvio 3.6
3.6. 3aperucTpupoBaHHBIE JO JHS BCTYIUICHWS B Cwily HacTosmero deaepaqbHOro 3aKoHa
npelelbHble OTHYCKHBbIE IIEHBl POCCUKWCKHX MPOM3BOAMTENCH Ha JIEKapCTBEHHBIC Mpenaparsl,
BKJIIOYCHHBIE B TMEPEUEHb >KU3HEHHO HEOOXOAMMBIX W BAXKHEWINIHX JIEKAPCTBEHHBIX IpENnaparos,
nojaiexxar uHjaekcauuu ¢ 1 Hos0ps 2010 roma ucxons M3 MPOTHO3UPYEMOTO YpPOBHS HHOIAUH,
ycraHoBiIeHHOro DejiepaibHbIM 3aK0HOM OT 2 nekadpst 2009 roga N 308-D3 "O denepansHOoM OroKeTe
Ha 2010 roa u Ha ianoBeIi niepuoa 2011 u 2012 rogos" Ha 2011 rog.

Undopmarris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 oekabps 2011 2. N 409-@3 6 uacms 3.7 cmamovu 71 nacmosuezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHell nocje
OHsL OpuyuanbLHO20 ONYONUKOBAHUS HA368aAHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

3.7. Ilocne 1 maprta 2011 roxa He JOMYyCKAarOTCS MPOU3BOACTBO U BBO3 B Poccuiickyro denepariuio
JIeKapCTBEHHBIX MIPENapaToB B YIIaKOBKAaX C MapKUPOBKOM, KOTOpasi ObLIa HAHECEHA JI0 THS BCTYIUICHUS B
cuiy Hacrosimero ®enepanbHoro 3akoHa. [lo mcTedeHHMH ykKa3aHHOTO CpOKa JlaHHBIE JIEKapCTBEHHbIE
IpenapaTsl MOTYT OTITYCKaThCs, PEaIM30BbIBATHCS, IEPEAABATHCA U IPUMEHATHCS 1O UCTEUEHHS UX CPOKa
TOJTHOCTH.

4. Co nmHA BeTymuieHus: B cuiny Hacrtoswero @enepanbHoro 3akoHa u no 30 ampens 2011 roga
BKJIFOUUTENBHO JJOMYCKAETCs IPOBEICHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB IKCIIEPTAMU 3KCIIEPTHOTO
YUPEXKIEHUS 1O TMPOXOKIAEHUS HUMH aTTeCTallud B IIOPSJIKE, YCTAHOBIECHHOM YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOIHUTEIBHOU BIACTH.

5. Co nmHs BerymuieHust B cuity Hacrosimero ®dexnepansHoro 3akoHa u nmo 31 nexabps 2013 roaa
BKJIFOUMTENBHO OCYIIECTBISETCS MEPEXO0]l K MPOM3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C
IIpaBWJIaMU OPraHU3alliy NPOU3BOJCTBA U KOHTPOJI KAa4eCTBA JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gyactu | crateu 45 Hactosmero ®enepanpbHOoro 3akoHa, B MoJHOM oO0beme. Cpoku mepexona
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HUX IPOU3BOJACTBY B COOTBETCTBUHM C KOHKPETHBIMH
TpeOOBaHUSMU JAHHBIX MPABUJI, BKIIOYAsi CPOKU aTTECTAllMK YIIOJTHOMOUYEHHBIX JIUL, YKa3aHHBIX B 4aCTsIX
6 m 7 crateu 45 Hacrosmero PenepanbHOro 3aKoHa, ycraHaBiuBaroTcs IIpaBurensctBoM Poccuiickoit
denepanuu.

6. JIuueH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 | sHBaps 2014 rona,
nerctBytoT nociie 1 gaBaps 2014 roga 10 UCTEYEHHsS] CPOKa UX JIEUCTBUSA MPH YCIOBUHM COOTBETCTBHS
JUIEH3UaTa IpaBuiaM OpraHu3allud IPOM3BOACTBA M KOHTPOJISI KauyecTBA JIEKAPCTBEHHBIX CPENCTB,
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®denepanbublii 3ak0H oT 12 anpenst 2010 r. N 61-®3 "O6 obparnieHnn JeKapcTBEHHBIX cpencTs” (¢ ...

YKa3aHHBIM B uacTtu | ctatbu 45 HacTosmero @enepalbHOTO 3aKOHa.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 29 nosops 2010 2. N 313-@3 cmames 71 nacmosweco Dedepanvhozo
3aKOHa 0ONOJNHEHA Yacmvio 7, cmynainoujeli 8 Cuiy co OHsA oQuUYUANIbHO20 ONYOIUKOBAHUS HA38AHHO20
DedepanbHo20 3aK0HA

7. dopmupoBaHHE TOCYJApPCTBEHHOIO 3aJaHMsl Ha IPOBEIEHUE SKCIEPTH3bl JIEKApPCTBEHHBIX
cpencTB ¢eaepaTbHOMy TOCYIapCTBEHHOMY OIO/DKETHOMY YUPEKIEHHUIO IO MPOBEACHUIO SKCIIEPTHU3BI
JICKapCTBEHHBIX CPEACTB U (PUHAHCOBOE OOecrieueHHe BBIMOJIHEHUS STOr0 3aJaHHs OCYLIECTBIISIIOTCS B
nopsiike, ycraHoBieHHOM DejiepanbubiM 3akoHOM 0T 12 ssuBapst 1996 rona N 7-03 "O HekoMMepUYeCKUX
opranu3anusx".

TAPAHT:

CMm. xomMeHTapuu K cTatbe 71 HacTosero denepabHOrO 3aKOHa

IIpesunent Poccuiickoit @denepanuun . Mensenes
Mocksa, Kpemib

12 anpensa 2010 r.
N 61-03
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