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denepanbHblil 3akoH OT 12 anpenst 2010 r. N 61-D3 "O6 obparieHun JeKapcTBEHHBIX cpeAcTB' (¢
M3MEHEHUSIMU U JTOTIOTHEHUSIMH )

DenepajbHblii 3akoH o1 12 anpens 2010 r. N 61-®3
""O0 oOpaleHNH JIeKaAPCTBEHHBIX CPeICcTB'

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 mapTta, 22 okTsa0ps, 22 nekadps 2014 r., 8 mapTta, 29 utons, 13 urons, 14, 29 nexabps 2015 r., 2 uronHs, 3 UOIA
2016 r., 29 wrons, 28 nexadbps 2017 r., 4 utons, 28 HOsAOps, 27 mexadbps 2018 r., 6 mrons, 26 wrons, 2 aBrycra, 27
nexabps 2019 .

Hpunsar I'ocynapcreennoii Jlymoii 24 mapra 2010 roaa
Onoopen Coserom ®enepanun 31 mapra 2010 roaa
T'APAHT:

CwMm. KOMMCHTApHHU K HACTOALLIEMY CDCI[epaJ'IbHOMy 3dKOHY

T'nasa 1. O01ue moJ1oKeHus

Cratss 1. [Ipenmer perynupoBanus Hactosuiero denepaabHOro 3aKkoHa

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv I cmamvu [ Hacmosuwezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, GCIMYNalowue 8 CUILY N0 UCHEeYeHUU mpuoyamu OHell nocie
OHsL 0GhuyUanbHO20 ONYOIUKOBAHUSL HA38AHH020 DPedepatbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosmuii ®enepanbHblii 3aKOH pEryaupyeT OTHOIICHHS, BO3HHMKAKOIIME B CBA3U C
oOparieHueM - pa3pabOTKOW, MOKIMHUYECKHUMH HCCIEAOBAHUSMU, KIMHUYECKMMU WCCIIEIOBaHUSIMH,
JKCIIEPTU30M, TOCYNApCTBEHHOW PETUCTpalMeld, CO CTAaHAAPTU3alMEd M C KOHTPOJEM KaudecTBa,
MPOU3BOACTBOM, U3rOTOBJICHUEM, XPAaHEHUEM, IEPEBO3KOM, BBO30M B Pocculickyro denepaiinio, BEIBO30M
u3 Poccuiickorn ®denepauuu, peKIaMoW, OTIYCKOM, peajlu3aluei, nepeaadyel, NIPUMEHEHUEM,
YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPEJICTB.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim  3akonom om 25 uwna 2012 2. N 93-@3 6 uwacmv 2 cmamovu [ Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Hacrosmmii @enepanbHblii  3aKOH  YCTAaHABIMBAECT IMPHOPUTET  TOCYAAPCTBEHHOTO
peryaupoBaHus 0e301acHOCTH, KauecTBa U 3(h(PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPHU UX OOpaIleHUH.
TAPAHT:

CMm. KoMMeHTapuH K cTaThe | Hacrosnero @eaepanbHOro 3aKkoHa

Crarbs 2. Chepa npumenenns Hactosmero denepaibHOr0 3aKOHa
Hacrosmuii @enepanbHblil 3aKOH MPUMEHSETCSI K OTHOILEHHUSIM, BO3HUKAIOIIMM MIPH 0OpalieHuH
JIEKapCTBEHHBIX CPEJICTB Ha TeppuTtopuu Poccuiickon @enepannu.
TAPAHT:

CM. KOMMEHTapuu K cTaTrhe 2 HacTosero deaepanbHOro 3aKoHa

Cratbs 3. 3aKk0HOIATENHCTBO 00 00paIeHNH JIEKAPCTBEHHBIX CPECTB
1. 3akoHomarenbCTBO 00 OOpalIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETrO
denepanbHOTO 3aKOHA, JPYrUX (QeAepadbHbIX 3aKOHOB M WHBIX HOPMATHUBHBIX IPAaBOBBIX aKTOB
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Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim saxonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepaibHoco 3aKoHA
oononnena yacmoio 1.1

1.1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH IOPHINYECKUX JIHIL
W UHIUBUAYAIbHBIX  MOpEANPUHUMATENICH, OCYIICCTBIAIONIMX  JEATEIbHOCTh HA  TEPPUTOPHUH
MEXIYHAPOJAHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSETCS C y4eTOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
OenepanbubiM  3akoHOM  "O  MEXKIYHApPOJHOM MEAUIIMHCKOM KJIacTepe M BHECEHUMU H3MEHEHUW B
OT/IeNIbHBIE 3aKOHOaTeNbHBIC akThl Poccuiickoit deneparuun'.

2. Jleiicteue Hacrosimero @enepasibHOTO  3aKOHA  PACIPOCTPAHSAETCS Ha  oOpalieHue
HApPKOTUYECKUX JICKAPCTBEHHBIX CPEJACTB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YYETOM
OCOOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®degepanuu 0 HApKOTHUYECKUX
CpelcTBax, MCUXOTPOIMHBIX BEIIECTBAX U 00 WX MPEKYpPCOpax.

3. JetictBue Hactosimero @eaepalbHOrO0 3aKOHA  PacCIpOCTPaHsIETCS Ha  OOpalleHue
panrodapMareBTHYECKUX  JICKAPCTBEHHBIX  CPEICTB C y4ETOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
3aKoHO1aTeTLCcTBOM Poccuiickoit @deneparuu B 001acTH o0ecrieueHus paarualiiOHHOW 0€3011acCHOCTH.

4. Ecnin MexxayHapoIHbIM goroBopoM Poccuiickoit denepanny ycTaHOBIEHBI UHBIE IIPaBUIIa, YEM
T€, KOTOpbIE NPEAYyCMOTpEeHbl HacTrosumMm @DenepanbHbIM  3aKOHOM, MPUMEHSAIOTCS  IpaBuja
MEKIYHapOAHOTO JOTOBOPA.

5. B Poccuiickoit denepanum B COOTBETCTBUU C MEXKIYHapOJHBIMHU JoroBopamu Pocculickoi
Oenepau ¥ (WIM) HA OCHOBE TMPUHIMIIA B3aUMHOCTH TPUZHAIOTCA PE3YIbTaThl KIMHUYECKUX
HCCIICIOBAHUM  JIGKAPCTBEHHBIX IIpEnapaTroB ISl MEAMIIMHCKOTO MPUMEHEHHS, MPOBEACHHBIX 3a
npexaenaMu teppuropun Poccuiickon @enepannu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 3 HaCTOAIICTO @enepaﬂbHoro 3aKOHa

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

Hns ueneit Hactosiniero deepanbHOro 3aK0OHA UCTIOIB3YIOTCA CIEIYIOMINE OCHOBHBIE TOHATHS:

1) nexkapcTBeHHbIe CpeACTBA - BEUIECTBA WJIM WX KOMOWHAIIMH, BCTYMAKOIIME B KOHTAaKT C
OpraHu3MOM 4YCJIOBCKAa HJIM KHWBOTHOI'O, MNPOHHUKAIOIIMC B OpraHbl, TKAHW OpraHu3Ma YCJIOBCKa HWJIN
JKUBOTHOTO, TMPHUMEHseMble JUIsi TPOMUIAKTUKUA, TUATHOCTHKU (32 HMCKIIOYEHHEM BEIIECTB WU HUX
KOMOWHAIIUMA, HE KOHTAKTUPYIOIIMX C OPTaHHU3MOM YEJIOBEKa WJIM KUBOTHOTO), JIEUeHUs 3a00JeBaHuUs,
peaduIuTalMy, Al COXPAaHEHUs, MPEJOTBPAIICHUs WIA TPEepPhIBaHUS OSPEeMEHHOCTH U TMOJTYYCHHBIE W3
KpOBH, IJIa3MbI KPOBHU, U3 OPraHoOB, TKaHEH opranni3mMa 4c€JIOBEKa UKW XUBOTHOTO, paCTeHHﬁ, MHHCPAJIOB
METOJJaMU CHHTE3a WU C MPUMEHEHHEM OMOJOTHYECKMX TeXHONorwid. K JeKapCcTBEHHBIM cpeacTBaM
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHIIUU U JIEKApCTBEHHBIE MTPENapaThl;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-D3 nynkm 2 cmamovu 4 Hacmoswe2o
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynaroujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu

2) papmanieBTHYECKASI CYOCTAHIMA - IEKAPCTBEHHOE CPEACTBO B BHUJE OJHOTO MJIM HECKOJBKUX
oOnamaromux (hpapMakoIOTHUECKON aKTHBHOCTBIO JICHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT TPUPOIBI
MPOUCXOXKICHUS, KOTOPOE MPETHA3HAUCHO JIJIsl TPOU3BOJICTBA, U3TOTOBIIEHUS JI€KAPCTBEHHBIX MPENapaToB
U onpenenseT ux 3pPeKTUBHOCTS;

3) BcmomorarejibHbIe BelIeCTBA - BEIIECTBA HEOPraHMYECKOTO WJIM OPraHu4ecKoro
MIPOMCXOXKICHUS, MCIIOJIb3YeMbIe B MPOIecce MPOU3BOACTBA, U3TOTOBICHUS JICKAPCTBEHHBIX MPETapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) nexkapcTBeHHbIe TpenapaTbl - JICKAPCTBEHHBIE CPEJCTBA B BHJE JICKAPCTBEHHBIX (HOpM,
NpPUMEHSIeMbIE Uil  NPO(UIAKTUKHM, JUArHOCTHUKH, JIeUueHUs 3a0oleBaHus, peadWiIuTanuu, JJis
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COXpPaHCHUA, TPCAOTBPAILICHHUA UJIU ITPCPBIBAHUA 6epeMeHHOCTI/I;
5) iekapcTBeHHasi (hopMa - COCTOSIHHE JIEKAPCTBEHHOTO Mperapara, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJCHUS M MPUMEHECHHsSI U 00eCIIeYnBAOIIee JOCTHKEHIE He00X0IMMOro JieueOHOoro 3 dekTa;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nynkmom 5.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

5.1) no3upoBKa - COAEp)KaHUE OJIHOTO WJIM HECKOJBKUX JIEUCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXEHUM HA €IWHUILY J03bl, WM €IWHUIly OO0beMa, WIM EAUHHILY MacChl B
COOTBETCTBUU C JIEKAPCTBEHHOU (HOPMOi 10O TSI HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX (DOPM KOJTHUIECTBO
BBICBOOOKJAEMOT0 U3 JIEKAPCTBEHHON (hOPMBI JIEHCTBYIOIIErO BEUIECTBA 32 €IUHUILY BPEMEHH;

6) mnepeveHb KMU3HEHHO HEeOOXOAMMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX IMPeNnapaToB -
exeronHo yrBepxkaaembiii [IpaButenbctBoM Poccuiickoit ®epepanuu  rnepedeHb  JIEKapCTBEHHBIX
npernapaToB  JUIss  MEIUIIMHCKOTO IMPUMCHCHHS, OOCCIEUYHBAOIINX IPUOPUTETHBIE TOTPEOHOCTH
3IpaBOOXpAaHEHUs] B IENAX MPO(UIAKTUKUA U JIedeHHs] 3a00JieBaHUM, B TOM YHCIE MPeodsIaJaroniux B
CTpYKTYpe 3a0osieBaeMocTH B Poccuiickoit denepanuu;

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa 0ononnera nynkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
6.1) opdannbie JiekapcTBeHHbIE MpenapaTrbl - JEKAPCTBEHHBIE MpeNapaThl, TpeIHa3HAYCHHBIC
UCKJTIOYUTENBFHO JJS JUArHOCTUKH WM TaTOT€HETHYeCKOro JieueHus (JeueHus, HalpaBJICHHOTO Ha
MeXaHU3M pa3BUTHUS 3a005ieBaHMs) peaKuX (OppaHHbIX) 3a00JICBaHMIA;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-d3 cmamovs 4 nacmosweco DedepanvHoco
3aKoHa 0ononeHa nyHkmom 6.2, ecmynatowum 6 cuny ¢ 1 utonsa 2015 2.

6.2) Omosiornyeckme JeKapcTBeHHbIE NMpenaparhl - JEKapCTBEHHbIE Mpenaparhl, JEeHCTBYIOIIEE
BEIIIECTBO KOTOPBIX MPOU3BEIEHO WM BBIJCIEHO U3 OMOJOTMYECKOTO WMCTOYHUKA M AJIs OMpeleeHUs
CBOMCTB U Ka4eCTBa KOTOPHIX HEOOXO0UMa KOMOWHAIIUS OMOTOTHYECKUX U (PU3HKO-XUMHUYECKUX METOJIOB.
K Ouonormyeckum JeKapCTBEHHBIM IIpemapaTaM OTHOCATCS HMMYHOOUOJIOTMYECKHE JIeKapCTBEHHBIC
npenaparsl, JEKApCTBEHHBIE MpeTapaThl, MOJYUYCHHBIC U3 KPOBH, TUIA3Mbl KPOBU YEJIOBEKA M >KUBOTHBIX
(32 HCKJIIOYEHHWEM  I[EeNbHOM  KpPOBH), OHMOTEXHOJIOTMYECKHME  JIEKAapCTBEHHBIC  IMpenaparsl,
TE€HOTEPAINeBTHUECKHUE JICKAPCTBEHHBIE MPETIapaThl;

Wndopmarys 06 H3MEHEHHSAX:

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

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
7) UMMYHOOMOJOTHYECKHE JIeKAPCTBEHHbIE Mpenaparbl - JEKapCTBEHHBIE Mpenaparsl,
npeIHa3HaYeHHBIC JUIsI (OPMUPOBAHUS AKTHBHOIO WJIM IMACCUBHOTO WMMYHHUTETa JIHOO JHArHOCTHUKH
HAIUYUS ~ WUMMYHUTETa WM JUArHOCTHKH  CIEHU(UYECKOTO  MPUOOPETEHHOTO  HM3MEHEHUS
UMMYHOJIOTHYECKOTO  OTBeTa HAa  aUICPrH3UpYyIONIMe  BemectBa. K UMMYHOOHOJIOTHYECKHM
JEKapCTBEHHBIM  MIpemapaTaM  OTHOCSTCS ~ BaKI[MHBI,  aHATOKCHUHBI, = TOKCHHBI,  CHIBOPOTKH,
UMMYHOTJIOOYJIMHBI M aJUIEPTCHBI,

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3axona 0oonoanena nynkmom 7.1, ecmynarowum 6 cuny c¢ 1 uroasn 2015 2.

7.1) OuHoOTeXHOJOTrHYecKHe JeKapCTBEHHbIe TMpenaparbl - JIEKapCTBEHHBIE TIPEMapaThl,
IPOM3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C HCIIOJIb30BaHMEM OMOTEXHOJIOTHUECKUX MPOLIECCOB U METO/I0B
(B8 Tom uucne JIHK-pexomMOMHAHTHOW TEXHOJIOTMH, TEXHOJOTHMH KOHTPOJIHUPYEMOW HSKCIPECCUHM TEHOB,
KOAMPYIOMHUX OMOJOTHYECKA aKTUBHBIE OCTKM B MPOKAPUOTAX M JYKAPHOTAX, BKIIOYAs W3MEHEHHBIC
KJIETKW MJIEKOITUTAIOIINX ), THOPUOMHOIO METO]a U METO0/1a MOHOKJIOHAJIbHBIX aHTHUTET;
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Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamvs 4 nacmoswezo Dedepanvrozo
3aKOHA 00ONoHeHa nyHkmom 7.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.

7.2) reHoTepanmeBTHYECKHE JIEKADCTBEHHbIe IMpenapaTrbl - JEKapCTBEHHBIC IIpernaparsl,
dapmarieBTUUECKass CYOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCJIOTOM WM
BKIIIOYAaeT B ce0d pPEKOMOWMHAHTHYIO HYKIEHHOBYIO KHCJIOTY, TIO3BOJISIONIYIO  OCYIIECTBIISTH
peryivpoBaHue, perapaluio, 3aMeHy, 100aBJIeHre WIH ylaleHHe TeHETUYECKO MOCIeI0BaTeIbHOCTH;

8) HapKoTH4YecKHe JIeKAPCTBEHHbIe CpeACTBAa -  JIGKAPCTBEHHBIE  Ipenaparbl U
dapmareBTUUECKHEe CYOCTaHIIMU, COJEpKalllie HAPKOTUYECKHE CPEJCTBAa W BKIIOYCHHBIE B [lepedeHb
HApPKOTUYECKUX CPEJCTB, TCUXOTPOMHBIX BEIIECTB M HMX MPEKYpCOPOB, MOJICKAUUX KOHTPOJIO B
Poccuiickoit  ®enepaunu, B COOTBETCTBUM C 3aKoHojaTeiabcTBoM  Poccuiickoit  denepaiuu,
MEXAYHApOAHBIMA JoroBopamu Poccuiickorn ®Penepanuu, B TOM uucine EauHON KOHBEHIMENW O
HapKOTHYECKUX cpeacTBax 1961 rona;

9) NCUXOTPOMNHBIE JIEKAPCTBEHHBIE CPEACTBA - ICKAPCTBCHHBIC MPEnapaThl  (papMareBTHICCKHE
CyOCTaHIIMM, cojAep)Kallue ICHUXOTPOMHBIE BEIIECTBA W BKIIOUEHHBIE B [lepedeHb HAPKOTHYECKHX
CPEICTB, IICUXOTPONHBIX BEIIECTB W HMX MPEKYypCOpPOB, MOJJISKAMMUX KOHTpoiw B Poccuiickoii
@Oenepanii, B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit denepanuu, MeEXIyHAPOIHBIMU
norosopamu Poccuiickoit denepannu, B ToM yncie Konsenueil o ICUXOTpONHbIX BemecTBax 1971 rona;

10) paagnodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JIGKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
cojiepaT B TOTOBOM IJisi MCIIOJB30BaHUS (HOpPME OJIMH PATUOHYKIUJ WM HECKOJBKO PaJMOHYKIUIOB
(paIMOaKTUBHBIX U30TOIIOB);

Undopmarius 06 n3MEHEHUSX:

Cmamuws 4 oonoanena nynkmom 10.1 ¢ 1 mapma 2020 2. - Dedepanvusiii 3axon om 27 dexaopsa 2019 e.
N 475-D3

Cm. 6yoywyro peoakyuio
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexabpsa 2019 2. N 475-D3
Cm. 6yoywyro peoakyuio

Deoepanvrvim 3akonom om 13 urwona 2015e. N 241-d3 ¢ nynkm 11 cmamvu 4 Hacmoswezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu
TAPAHT:

Ho 1 suBaps 2016 r. muist neneit Hacrosimero OeaepanbHOTro 3akoHa (B penakiuuu OenepalbHOTO 3aKOHA
ot 13 uronst 2015 r. N 241-®3) B kauecTBe pehepeHTHOIr0 JIEKapCTBEHHOTO Mpernapara paccMaTpuBaeTCs
OpWUTMHAJIBHBIN JIEKAPCTBEHHBIN Mpenapar

11) pedepeHTHBIN JTeKaPpCTBEeHHBIN Npenapar - JEKapCTBEHHBIN Ipenapar, KOTOPbIN BIIEPBbIE
3apeructpupoBan B Poccuiickoit ®enepanuu, KadecTBo, d(PPEKTUBHOCTH W 0€30MaCHOCTH KOTOPOTO
JI0OKa3aHbl HAa OCHOBAHMM pE3YJIbTATOB JOKIMHUYECKUX WCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEIACTB U
KJIMHUYECKUX MCCIEJOBAaHUN  JIEKAPCTBEHHBIX IMpENapaToB, MPOBEICHHBIX B COOTBETCTBHH C
TpeboBaHusAMH vacTeil 6 u 7 ctarbu 18 HacTosmero denepaabHOrO 3aKOHA B OTHOIIEHUH JIEKAPCTBEHHBIX
CPEICTB JIsl MEIULUHCKOIO MPUMEHEHUs JIM0O B COOTBETCTBUU C TPEOOBAHUSAMU CTaThbU |2 HACTOSALIETO
@enepallbHOTO 3aKOHA B OTHOILEHUM JIEKAPCTBEHHBIX CPEACTB JUISI BETEPUHAPHOIO NPHUMEHEHUs, U
KOTOPBIM HCHONB3YETCSl JUIsl OLEHKHM OMOAKBHUBAJIECHTHOCTH WM TEpPANeBTUYECKOW 3KBHUBAJIEHTHOCTH,
Ka4yecTBa, F(P(PEKTUBHOCTH U 0€30MacCHOCTU BOCIPOM3BECHHOTO WM OHOaHAIoroBoro (6nomomoOHOro)
JIEKapCTBEHHOTO Npenapara;

Wndopmarus 06 H3MEHEHUSX:
Ilynkm 12 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexkaops 2019 2. N 475-D3
Cm. 6yoywyro peoakyuro
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@eoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 nynkm 12 cmamvu 4 nacmosuezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
12) Bocmpou3BeIeHHbIN JIEKAPCTBEHHBIN TMpenapar - JICKAPCTBEHHBIA MpermapaT, KOTOPBIHA
MMEET TaKOM € KauyeCTBEHHBIH COCTAB U KOJIMYECTBEHHBINM COCTAB JEHUCTBYIOIIMX BEHIECTB B TaKOW K€
JICKapCTBEHHON (opMme, 4To U pedepeHTHBIN JIEKApCTBEHHBIM Mpenapar, U OMOIKBHBAICHTHOCTH WIIU
TepaneBTUYECKasi SKBUBAJIEHTHOCTb KOTOPOTO pehepeHTHOMY JIEKapCTBEHHOMY Mpenapary MoATBEpKIeHa
COOTBETCTBYIOIIUMH UCCIICIOBAHUSIMH,

Wndopmarus 06 H3MEHEHHSX:

Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 475-D3
Cm. 6yoywyro peoakyuio

Deodepanvrvim 3axkonom om 22 Odekabpa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKoHa oononnena nynkmom 12.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
12.1) TepameBTHYecKasi SKBUBAJIEHTHOCTb - JOCTHIKCHHC KIMHHUYECKH COIOCTABUMOIO
TEPaNeBTHYECKOTO JP¢eKkrTa MNpH NPUMEHEHUH JICKAPCTBECHHBIX TPENaparoB I MEIUIITHCKOTO
NPUMEHEHHUS 1151 OJJHON M TOMW YK€ TPYIIIBI OOJIBHBIX TI0 OJJHUM U TEM K€ TIOKa3aHUSIM K IIPUMEHCHHUIO;

Undopmarist 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3aKoHa oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OwuoanayioroBblii (0MOMOMOOHBIN) JieKaPCTBeHHBI mnpenmapar (0MoaHajor) -
OMOJIOTUYECKHI JIEKAPCTBCHHBIA TIperapar, CXOXHH 0 TapaMerpaM KadecTBa, 3(PQPEKTUBHOCTH H
0e30MmacHOCTH C pepepeHTHBIM OMOIIOTUYECKUM JICKAPCTBEHHBIM MPEmnapaToM B TaKOH ke JIeKapCTBEHHOM
dbopMe 1 UMEIOIITUI UJACHTHYHBINA CITIOCOO BBE/ICHMS;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvsa 4 nacmosawezo DedepanbHo2o
3axona oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

12.3) B3amMo3aMeHsieMblil JIeKAPCTBEHHbIIl Ipemapar - JIEKapCTBEHHBIM Mpenapar c
JIOKa3aHHOM  TepamneBTUYECKON HKBHUBAJICHTHOCTbIO WJIM OHMOSKBHMBAJIEHTHOCTBIO B  OTHOILICHUHU
pedepeHTHOro JIeKapCTBEHHOI0 IpernapaTa, MMEIOIIUNA SKBUBAJICHTHBIE €My KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIA COCTaB JIEHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTaTENIbHBIX BEILECTB, JIEKAPCTBEHHYIO
dbopmy u criocoO BBEICHHUS;

Wndopmarys 06 n3MEHEHHSAX:

Cmamows 4 oonoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dexabpa 2019 a.
N 475-D3

Cm. 6yoywyro pedaxyuio

13) iekapcTBeHHOE PACTUTEIbHOE ChIPbe - CBEKHE WIN BBICYIIICHHBIC paCTeHUS JIMOO WX YaCTH,
UCTOJIb3yeMble ISl TPOM3BOJCTBA JICKAPCTBEHHBIX CPEJACTB OpPraHU3alMiIMU - MPOU3BOIUTEISIMU
JIEKApCTBEHHBIX CPEJCTB WM W3TOTOBIICHHS JIEKAPCTBEHHBIX TPENapaToB aNTCYHBIMU OPTaHU3AIMSIMH,
BETEpUHAPHBIMU AaNTEYHBIMU OPIraHU3ALUSAMH, WHIUBUAYAJIbHBIMU TNPEANPHUHUMATENSIMH, HUMEIOIIUMHU
JIMIICH3UIO Ha (papMareBTHIECKYIO IS TeIbHOCTE;

14) nexkapcTBeHHBI pacTUTEJIbHBbIN Npenapar - JEKapCTBEHHBIM INpenapar, MpOU3BEACHHBIN
WIA W3TOTOBJICHHBIA W3 OJHOTO BUJA JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPhSl WIIM HECKOJIBKHAX BHUJIOB
TaKOTO CHIPhS U peaIn3yeMblii B pac)acOBaHHOM BHJI€ BO BTOPUYHOM (IOTPEOUTEIHCKOMN) YITAaKOBKE;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 nynkm 15 cmamvu 4 nacmosuezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, ecmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nynkma 6 npeowvloyweil peoakyuu
15) romeonaTuveckuii JeKapcTBEHHBI Mpenapar - JICKapCTBEHHBIN Mperapart, Tpou3BeIeHHbII
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WIA W3TOTOBJICHHBIH W3 (apMaleBTUYECKOH CyOCTaHIMM Wi (papMaleBTHYECKUX CYOCTaHIMH B
COOTBETCTBUH C TPeOOBaHMSIMHU OOIIMX (papMaKONEHHBIX CTaTel K TOMEONaTHYECKHM JIEKaPCTBEHHBIM
npenapataM WM B COOTBETCTBHM C TpeOOBaHUSAMH (DapMakoIled CTpaHbl MPOU3BOIUTENS TaKOTO
JIEKapCTBEHHOTO Ipernapara;

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexaopsa 2014 2. N 429-d3 ¢ nynkm 16 cmamovu 4 Hacmosuezo
DedepanvbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu
16) MexayHapoaHOe HeNATEHTOBAHHOE HAMMEHOBAHHME JIeKAPCTBEHHOI0 CpeAcTBa -
HAUMEHOBAHHME JICUCTBYIONIETO BemlecTBa  (papMareBTUYECKOW  CYOCTAHIIMHM, PEKOMEHIOBAHHOE
BcemupHoii opranuzanueid 34paBoOXpaHeHus;

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynkm 17 cmamou 4 nacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
17) ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 CpeACTBA - HAaWUMEHOBAaHUE JIEKAPCTBEHHOTO
CpeACTBa, TPHUCBOCHHOE €ro pa3padOTYMKOM, JepXKaTeleM WM BIIAJCIbIEM PETUCTPAIHOHHOTO
yJIOCTOBEPEHHSI JICKAPCTBEHHOTO Tperapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKkoHa oononnena nynkmom 17.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HAUMEHOBAHHE JIEKAPCTBEHHOI0 TMpenapara - HauMEHOBaHHUE
JIEKApCTBEHHOI'0 Tpernapara, He MMEIOUIEro MEXAYHAapOJHOIO0 HEMaTeHTOBAHHOIO HAaUMEHOBAHUS, WU
KOMOWHAIIUM JICKAPCTBEHHBIX IIPENapaToB, HCIOJB3YeMOE B IENIX OOBEAMHEHUS MX B TPYMIIY TMOM
€MHBIM HAMMEHOBAaHUEM UCXO/I U3 OJJMHAKOBOI'O COCTaBa ACHCTBYIOLIUX BEIIECTB;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 ¢ nynkm 18 cmamou 4 nacmosuezo
DedepanbHoeo 3aKoHA 8HeceHbl UsMeHeHus,, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovloyujeli peoaxKyuu

18) oOmas d¢apmakoneiiHasi CcTaTbsl - JOKYMEHT, YTBEPXICHHBI YIOJIHOMOYEHHBIM
dbenepaqbHBIM OpPTraHOM HMCIOJIHUTEIFHON BJIACTH M COJEPKAIMK TEepeUYeHb MoKa3zaTelel KauecTBa W
(M) METOJIOB KOHTPOJISI KaueCcTBa KOHKPETHON JIEKapCTBEHHON (POPMBI, JTIEKaPCTBEHHOTO PACTUTEILHOTO
CHIPbS, OINHCAHHUS OWOJOTHUYECKHX, OWOXMMHYECKUX, MHUKPOOHOJOTHYECKUX, (DUIUKO-XUMUUYECKUX,
bU3NYECKUX, XUMUYECKUX U JIPYTHX METOAOB aHallM3a JIEKApCTBEHHOTO CPEJICTBA, a TAK)Ke TPEOOBAHUS K
UCIIOJIb3YEMBIM B IEJISAX TIPOBEACHHS JAaHHOTO aHaJIW3a pEaKkTUBaM, THUTPOBAHHBIM PacTBOpaM,
WHIUKATOpaMm;

Wudopmanust 06 U3MEHEHUIX:

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

Cm. mexcm nyHkma 6 npeovloyujell peodaKyuu
19) ¢papmakoneiinas craTbsl - JOKYMEHT, YTBEPXKACHHBIH YHNOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEIBHOMN BJIACTH U COZAEp KAIllMi MepedeHb MoKa3aTelliell KauecTBa U METOJ0B KOHTPOJIS
KauyecTBa JIEKAPCTBEHHOT'O CPENICTBA;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oexabpsa 2014 2. N 429-dD3 cmamwvs 4 nacmosawezo Dedepanvrozo
3akoHa oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

19.1) cranaapTHbIe 00pa3ubl - BENMECTBA, MOCPEJACTBOM CPABHEHHS C KOTOPBIMU OCYIIECTBIISACTCS

KOHTPOJIb KadecTBa WCCIIEyeMbIX JICKaPCTBEHHBIX CPEACTB C TMOMOIIbI0 (DU3HKO-XUMUYECKUX U
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OMOJIOTUYECKUX METOJIOB B IIEJISIX MOJTBEPKICHUS COOTBETCTBHSI JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMAaTHBHOM JOKYMEHTAllUH, YCTAaHOBJIEHHBIM MPU OCYHIECTBICHUU T'OCYIAPCTBEHHOW PEruCTpauuu, U
KOTOpBIC TMPUMEHSIOTCS [UIsl KaaTuOpPOBKM CTaHAAPTHBIX OOpa3OB MPOU3BOIUTEINS JICKAPCTBEHHBIX
CPEICTB, HCHOJb3YEMbIX JJIsi KOHTpPOJIS KauecTBa M MHBIX IeJie mpu OOpalieHHH JIEKapCTBEHHBIX
CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo

3aKkoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) ¢apmaxoneiinblii cTaHIapPTHBIA 00pa3ell - CTaHAAPTHBIM OoOpaszel], MPOU3BEICHHBIA B
COOTBETCTBHUU C (hapMaKOICHHON CTaThel;

20) HOpMATHBHASl JIOKYMEHTALUMS - JOKYMEHT, COJIEpKAllUi MEepeueHb OMpeAessieMbIX 10
pe3yibTaTaM COOTBETCTBYIOLIMX JKCIEPTU3 IIOKa3aTelell KadecTBa JIEKApCTBEHHOI'O CpENCcTBa Uit
MEJUIIMHCKOTO MPUMEHEHH S, METOJIOB KOHTPOJISI €r0 KaueCTBa U YCTAHOBJICHHBIN €T0 MPOU3BOIUTEIIEM;

21) HoOpMATHBHBIN [OKYMEHT - JOKYMEHT, COJAEpKalluii TMepedyeHb OMNpeeNIIeMbIX IO
pe3yabpTaTaM COOTBETCTBYIOIIUX KCIEPTH3 MOKa3aTeIe KadecTBa M (WJIM) METOJ0B KOHTPOJIA KayecTBa
JEKapCTBEHHONH  (QOpMBI, ONUCAHUS  OWOJIOTMYECKUX, OHMOXMMHYECKHX, MHUKPOOHOIOTHYECKHUX,
(UBHKO-XUMHYCCKUX, PU3NICCKIX, XHMHUSCKUAX M IPYTHX METOJIOB aHAJIN3a JICKAPCTBCHHBIX CPEJICTB IS
BETEPUHAPHOTO TPUMEHEHUs, TPeOOBaHUS K HCIOJIb3YeMbIM B IEJSIX IMPOBEACHUS aHHOTO aHaIM3a
peakTHBaM, TATPOBAHHBIM PAaCTBOPAM, MHIMKATOPAM U YCTAHOBJIEHHBIN €TI0 IPOU3BOAUTEIICM;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 4 nacmoswezo Dedepanvrozo
3aKkona oononuena nynkmom 21.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.

21.1) o0mmii TeXHMYeCKHIl JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTEpHUajOB, COCTOSIIIHUNA U3
HECKOJIBKMX  pa3lesioB -  JOKYMEHTalWM  aIMHUHUCTPATUBHOIO  XapakTepa,  XHUMHYECKOH,
dapmareBTUUECKOW W OWOJOTHYECKON TOKyMEHTAIluu, (HapMaKoJIOTHYECKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTAlUH, KIMHUYECKOW JOKYMEHTAlMM M NPEACTABIIEMBI OJHOBPEMEHHO C 3asBIICHUEM O
roCy/IapCTBEHHOW perucTpanuy JeKapcTBEHHOI o Mpenapara /Ui MEAUIIMHCKOro IpUMeHeHus B hopmare,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (pe/iepabHBIM OPTaHOM HCIIOHUTEIHLHON BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOr0 CPeACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBa
TpeboBaHUsAM (hapMakomeHON cTaThu THOO B cilydae ee OTCYTCTBHSI HOPMATHBHOM JTOKYMEHTALUU WU
HOPMAaTHBHOTO JOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI0 CPeICTBA - XapaKTEPUCTHUKA IJIEKAPCTBEHHOTO CPECTBA,
OCHOBaHHasi Ha CPaBHUTEJILHOM aHaiin3e ero 3p(EeKTUBHOCTH U PUCKa MPUYMHEHUS Bpea 3/10pOBbIO;

24) 3¢)(peKTUBHOCTDH JIEKAPCTBEHHOI'0 NMpenapara - XapakTepUCTUKa CTETIEHH MOJIO0KUTEIbHOTO
BIUSHUS JIEKapCTBEHHOTO IIpernapara Ha TEYeHHe, MPOJOJDKUTENBHOCTh 3a00JIeBaHUS WM  €ro
MpeoTBpallleHIe, peadUINTAIINI0, HA COXPaHEHUE, MPEAOTBpallleHNe WK TPEephIBaHNe OEPEMEHHOCTH;

25) cepus JieKapCTBEHHOI'0 CPe/ICTBA - KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BE/IEHHOE B
pe3ynbTaTe OJHOTO TEXHOJIOTMYECKOr0 UKIIA €r0 IIPOU3BOIUTENEM;

26) perucTpalMOHHOe YJI0CTOBEpeHHe JIEKAPCTBEHHOr0 IMpenapara -  JIOKYMEHT,
MOITBEPKIAIONINI (PaKT rocyJapCTBEHHON pEerucTpaiuy JeKapcTBEHHOTO TIperapara;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKoHa oononnena nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) nepskaTrejb WJIM Biajesell PEerHCTPAIMOHHOIO Y/AOCTOBEPEHHS JeKAPCTBEHHOIO
npenapara - pa3padOTUHK JICKAPCTBEHHOTO CPEICTBA, IPOU3BOJAUTEID JIEKAPCTBEHHBIX CPEICTB WIIH MHOE
IOPUIMYECKOE JIMI0, 00JajaroIiee MpaBoM BJIAJCHUS PETUCTPANMOHHBIM YIOCTOBEPEHHEM, KOTOPHIC
HECYT OTBETCTBEHHOCTH 3a Ka4eCTBO, 3(PPEKTHBHOCTH M 0€30MMaCHOCTD JIEKAPCTBEHHOTO MpenaparTa;

27) perucTpauMoHHbINi HOMEp - KOJOBOE€ O0O3HAUYEHHE, MPUCBOCHHOE JEKAPCTBEHHOMY
npenapary IpH €ro rocy1apCTBEHHON PETHCTpalliu;
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Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-D3 6 nynkm 28 cmamvu 4 nacmosuezo
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, GCmynaowue 8 CUIy no UCMeYyeHUuu mpuoyamu OHel nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu

28) oOpameHue JIeKapCTBEHHBIX CPeJACTB - pa3paldoTKa, JOKIMHUYECKUE HCCIIeAO0BaHMUS,
KJIIMHUYECKHUE UCCIIEJOBAHMS, IKCIEPTU3a, TOCYJapCTBEHHAsl pEerucTpanusi, CTaHAapTU3alus U KOHTPOJIb
Ka4yecTBa, IPOU3BOJCTBO, U3rOTOBJIEHUE, XpaHEHUE, NTepeBO3Ka, BBO3 B Poccuiickyro deneparuio, BbIBO3
n3 Poccuiickoit ®Penepaumu, pekiama, OTIYCK, pealu3anus, Ilepenada, NPUMEHEHUE, YHHUYTOKCHHUE
JIEKapCTBEHHBIX CPE/ICTB;

29) cy0beKkTHl OOpalieHHsl JIEKAPCTBEHHBIX CpPeICTB - (U3UYECKUE JHIA, B TOM YHCIE
UH/IUBUYaJIbHBIE TPEANPUHUMATENN, M IOPUIMYECKUE JIMIA, OCYILECTBISIOIUE AEATEIbHOCTh IMPU
oOpallleHuH JIEKapCTBEHHBIX CPE/ICTB;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynkm 30 cmamovu 4 nacmosiuezo
DedepanbHoeo 3aKOHA BHECEeHbl U3MeHeHUs, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

30) pa3paGoT4yHK JIEKAPCTBEHHOr0 CPeACTBA - OpraHu3anus, OOJajaroIias IMpaBaMUd Ha
pe3ynbTaThl JOKIMHUYECKUX HCCIEIOBAHUMN JIGKAPCTBEHHOTO CPEACTBA, KIMHUYECKHX HCCIEIOBAHHMA
JIEKapCTBEHHOTI'0 Ipernapara 1 (Win) Ha TEXHOJIOTHIO IIPOM3BOACTBA JIEKAPCTBEHHOI'O CPE/ICTBA;

31) npou3BOACTBO J1eKAPCTBEHHBIX CPEICTB - JCATEILHOCTD 110 MPON3BOACTBY JIEKAPCTBEHHBIX
CPENICTB OPraHU3ALUSIMU - IPOU3BOIUTEISIMHU JICKAPCTBEHHBIX CPEJICTB HA OJIHOW CTAUH, HECKOIBKUX WIIH
BCEX CTAIUSIX TEXHOJOTMYECKOrO MpoLecca, a TaKKe IO XPaHEHUI0 U pealu3allMd MPOU3BEIECHHBIX
JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3akoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) npou3BOACTBEHHAs] IUIOMIAAKA - TEPPUTOPHAIBHO  OOOCOOJEHHBIM  KOMILIEKC
MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB, MPEJHA3HAUYECHHBIM [IJI1 BBIIIOJIHEHUS BCEro Ipoliecca
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB WIIM €T0 ONPEACIICHHON CTauH;

32) npou3BoOANTE/Ib JIEKAPCTBEHHBIX CPEICTB - OPraHU3aIlHsl, OCYIIECTBISIONIAs TPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOoBaHMsIMU HacTosiero denepanbHOro 3aKoHa;

33) ¢dapmaneBTHUeckasi IesITeIbHOCTh - JEATEIHHOCTh, BKJIIOYANONIAs B Cce0S OMNTOBYIO
TOPTOBJIO JIEKAPCTBEHHBIMU CPEACTBAMU, WX XPAHECHHE, IMEPEBO3KY M (WJIM) PO3HUYHYIO TOPTOBIIIO
JIEKApCTBEHHBIMU MpenapaTaMu, HUX OTIYCK, XpaHEHUE, MNEpPeBO3KY, M3TOTOBIEHUE JIEKAPCTBEHHBIX
Mpenaparos;

34) opraHu3anusi ONTOBOM TOPIOBJM JIEKADCTBEHHBIMHM CPeACTBAMHU - OpraHu3alus,
OCYIIECTBIISIONMIAasE ONTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMU CPEACTBAMH, WX XpaHEHHE, TEPEBO3KY B
COOTBETCTBUH ¢ TpeOoBaHUAMHU HacTosero deaepaabHOro 3aK0HA;

Wudopmanust 06 U3MEHEHHUSAX:

Deoepanvrvim 3akoHom om 25 nosaops 2013 o. N 317-@3 6 nynkm 35 cmamwvu 4 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
35) anTeuyHasi oOpraHu3amusi - OpTaHU3aIMs, CTPYKTYpHOE TOApa3JeIeHHEe MEIUITUHCKON
OpTaHMU3aINH, OCYIICCTBISIONINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH IpermapaTamMu, XpaHEHUE,
NIEPEBO3KY, M3TOTOBIICHHE W OTIYCK JIEKAPCTBEHHBIX MPEMapaTroB s MEIUIIMHCKOTO TMPUMEHEHUS B
COOTBETCTBUU ¢ TpeOoBaHUAMU HacTosero deaepaabHOro 3aK0HA;
36) BeTepuHApHAasi aNTe4yHasi OPraHM3aNMs - OpPraHMW3alMs, CTPYKTYpHOE IO/pa3zeicHHue
BETEPUHAPHOW OPTaHU3AINH, OCYIIECTBISIFONINE PO3ZHUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU MpenapaTramMu,
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XPAaHCHUC, H3TOTOBJICHUC U OTIIYCK JICKAPCTBCHHBIX IIPCIApaToOB IS BCTCPHUHAPHOI'O IMPUMCHCHHA B
COOTBETCTBHH C Tpe6OBaHI/I$IMI/I HaCTOAICIO qDCI[Cp&J'IBHOFO 3aKOHa,

37) ¢anbcupuuMpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE  CPEJCTBO,
COIPOBOXKAAEMOE JIOKHON HHpOopMaIueit o ero coctase U (W) MPOU3BOIUTEINE;
38) HenoOpokayecTBeHHOE JIEKAPCTBEHHOE CPeICTBO - JIEKAPCTBEHHOE CpEJICTBO, HE

COOTBETCTBYIOIIEEe TpeOOBaHUSAM (hapmMaKkoreiHoi ctaTby JUOO B Cllydae e€e OTCYTCTBHUSI TPeOOBaHUSIM
HOpMaTHBHOﬁ JOKYMCHTAIIMKU UJIK HOPMATUBHOI'O JOKYMCHTA,

39) koHTpadakTHOE JIeKAPCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPENICTBO, HAXOJSIIEECs B
000pOTE ¢ HAPYIIEHUEM I'PAXK/IAHCKOTO 3aKOHO/IATEIILCTBA;

40) nmokJIMHHYECKOe HCCJeJOBaHHe JIEKAPCTBEHHOIO cpeAcTBa -  OWOJIOTMYECKUE,
MUKPOOHOJIOTUYECKHE, MUMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKHE, (apMaKoJIOTHYEeCKue, (Qu3ndecKue,
XUMHUYECKHE U JIPYrHe UCCIEJOBAHMs JIEKAPCTBEHHOTO CPEJCTBA MyTeM NMPUMEHEHHS HayYHBIX METOJOB
OLICHOK B IIEJISIX MOJYYEHHUS JOKA3aTENbCTB 0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JICKAPCTBEHHOTO
CpEICTBA;

41) kIMHHYECKOe HCCJIeJ0BAHUE JIEKAPCTBEHHOI0 Mpenapara - U3y4eHHE TUAarHOCTHYECKHUX,
Je4eOHbIX, TPOPUITAKTHUECKUX, (HapMaKOJIOTHYECKMX CBOMCTB JIEKApPCTBEHHOTO IperapaTra B Ipolecce
€ro NPUMEHEHHUS Yy 4YeJOBEKa, >KMBOTHOTO, B TOM YHCJIE MPOILIECCOB BCACHIBAHUS, PACIPEICIICHHUS,
U3MEHEHHUS U BBIBEJCHHS, IyTeM NPUMEHEHUS HAy4YHBIX METOJOB OILIGHOK B IENsIX MOJyYeHHS
JIOKA3aTeIbCTB OE30MAaCHOCTH, KadecTBa M A((OEKTHBHOCTH JICKAPCTBEHHOT'O TIperapara, IaHHBIX O
HE)KeNaTeNIbHBIX PeaklUiX OpraHu3Ma 4elloBeKa, )KUBOTHOI'O Ha MPUMEHEHHE JIEKapCTBEHHOTO Ipernapara
U 00 >ddexTe ero B3aUMOJCHCTBUS C IPYTUMH JICKAPCTBEHHBIMH IpenaparamMd H (MJId) HHUIIEBBIMU
MPOAYKTaMHU, KOPMaMHU;

42) MHOrOLEHTPOBOEe KJIMHHYECKOe HCC/Ie0BAHNE JIEKAPCTBEHHOI0 Mpenapara [Jis
MEJIMUIMHCKOr0 TPUMEHEHHs - KIMHUYECKOE MCCIEIOBaHUE JIEKapCTBEHHOrO Ipenapara s
MEUIIMHCKOTO MPUMEHEHHUS, TTPOBOJUMOE Pa3pabOTUMKOM JIEKApCTBEHHOr'O Tpemnapara B JABYX U Oosee
MEIUIUHCKUX OpraHu3alMsIX MO €AUHOMY IPOTOKOJY KIMHMYECKOTO HCCJIEIOBAHMS JIEKAPCTBEHHOIO
npemnapara;

43) MeXIyHApPOJHOEe MHOTOLEHTPOBOE KJIHMHUYECKOE HCCIel0BaHHEe JIEKAPCTBEHHOIO
npenapara JJisi MeAHIHHCKOT0 NPUMeHeHHsl - KIIMHUYECKOe UCCIIe0BaHNE JIEKapCTBEHHOTO MIpenapara
JUTSE MEAMIIMHCKOTO TIPUMEHEHUS, TPOBOJMMOE pa3pabOTUMKOM JIEKAPCTBEHHOTO TpernapaTa B pa3InyHbIX
CTpaHax 10 €IMHOMY IIPOTOKOJIY KIIMHUYECKOTO MCCIIeI0BaHuUs JIEKapCTBEHHOTO Mpernapara;

44) nmocTperucTpalMoOHHOE KINHMYECKOEe HCCJeJOBaHHE JIEKAPCTBEHHOrO MNpemapara [Jis
MEIMIMHCKOT0 TPUMEHEeHUsl - KIMHUYECKOE WCCIIeIOBaHWE JIEKQpCTBEHHOTO Ipemapara JJis
MEIUIIMHCKOTO MPUMEHEHUS, MTPOBOJIUMOE MPOU3BOIUTENEM JIEKAPCTBEHHOTO Ipenapara, Ipa’kJaHCKUi
000pOT KOTOPOTO OCYIIECTBISETCS IOCIIE€ TOCYJApCTBEHHON PETrUCTpalud, B IENAX IOMOIHUTEIHLHOTO
cbopa JaHHBIX O ero 6e3omacHoCcTd U A(HPEKTUBHOCTH, pACIIUPEHUS MMOKAa3aHUN K TMPUMEHEHHUIO TaHHOTO
JICKAPCTBCHHOTO ITpEIriapara, a TaKXKE BBIABJICHHUA HEXKCIATCIbHBIX peaKuHﬁ ITIaITMEHTOB Ha €10 HeﬁCTBHe;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 nynkm 45 cmamovu 4 nacmosueco
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

45) uccienoBaHue 0MOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOIO Npenapara - BUI KIMHHUYECKOTO
UCCIIEIOBaHMs JIGKAPCTBEHHOI'0 MpenapaTa, MpOBEJeHHE KOTOPOTO OCYIIECTBIISETCS Ul OIpeesIeHUs
CKOPOCTH BCAaChIBaHHMS W BBIBEACHUS OJHOTO WJIM HECKOJIBKHX OONagaromux (apMaKoJIOTHIECKON
AaKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB, KOJUYECTBA JICKAPCTBEHHOTO Mperapara, JJIOCTUTAIOIEro
CHCTEMHOTO KPOBOTOKAa, W PE3YNbTaThl KOTOPOTO TO3BOJISIFOT CAETAaTh BBIBOA O OMOIKBHBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Iperapara B ONpeeNCHHBIX JIEKapCTBEHHON (opMe U JT03UPOBKE,
COOTBETCTBYIOIINX (hOpME U JO3UPOBKE peepeHTHOTO JIEKAPCTBEHHOTO Mperapara;

46) ucciaenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JeKAPCTBEHHBIX MPeNnapaToB - BUJ
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KJIIMHUYECKOI'0 MCCIIEA0BAaHUS JIEKAPCTBEHHBIX IPENapaToB, IPOBEACHUE KOTOPOIO OCYIIECTBISAETCS IS
BBISIBJICHUSI OJMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MPENapaToB OMPECICHHON JIeKapCcTBEHHOU (HOpMBI, a
TaKXKe HAJMYUs OJIMHAKOBBIX MOKa3aTeneil 6e30macHoCcTy U 3(()EeKTUBHOCTH JIGKAPCTBEHHBIX IPENapaToB,
OJIMHAKOBBIX KIIMHUYECKHUX 3P (HEKTOB U UX IPUMEHEHHH;

47) NPOTOKOJ KJIMHHYECKOI0 HCCJIeJOBAHMS JIEKAPCTBEHHOr0 Ipenapara - JOKYMEHT, B
KOTOPOM OIpEAENSoTCA 1efnu, (OpMbl OpraHU3allMd U METOAOJOTHS IPOBEIEHUSI KIMHUYECKOTO
UCCIICIOBaHMS, CTAaTHCTUYECKHE METOIbl OOpaOOTKH pe3ylbTaTOB TAaKOTO HCCIEIOBAHHUA M MEPHI IO
obOecrieueHni0 0e30macHOCTH  (DU3MYECKHUX JIMI, YYacCTBYIOIIMX B KIMHHUYECKOM HCCJIEAOBaHUU
JIEKapCTBEHHOI'O IIpETapara;

48) Opomopa wucciegoBaTedss - CBOJHOE U3JIOKEHUE PE3YIbTaTOB JIOKIMHUYECKOTO
MCCJIEIOBAHMSI JIEKAPCTBEHHOT'O CPE/ICTBA U KIIMHUYECKOIO UCCIIEI0BAHUS JIEKAPCTBEHHOTO Mpenapara Jis
MEAUIIMHCKOTO MTPUMEHEHHUS;

49) uH(pOpMALMOHHBIH JHUCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEpKaTcsi B JOCTYIHOMN
dbopMe cBeneHUs, Kacaroluecss MPOBOAUMOTO KIMHHUYECKOTO UCCIEI0BaHUS JIEKAaPCTBEHHOTO Ipernapara,
U B MMUCBMEHHOH (opme T0OpPOBOJILHOE COTJIacue MAIMEeHTa Ha y4acThe B KIIMHUYECKOM HCCIEIOBAHUH
JICKapCTBEHHOI0 TMpernapara IMocjie O3HAKOMIIGHHS C OCOOEHHOCTSMHU KIMHMYECKOTO HCCIeI0BaHus,
MMEIOLIMMH 3HAUY€HUE JJIs1 BBIPAXKEHUS TAKOTO COTJIacHusl;

50) moGouyHoe [eilicTBHe - peaklMs OpraHW3Ma, BO3HUKIIAS B CBS3M C MPUMEHEHHUEM
JIEKapCTBEHHOI'O IIpernapara B J103aX, PEKOMEHJYEMbIX B MHCTPYKUMHM [0 €ro NPUMEHEHHIO, IS
npoUIaKTUKY, AUATHOCTUKH, JICUEHUS 3a00JIeBaHUS WU AJIs peaOuIuTaluu;

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoawezo Dedepanvrozo
3axona oonoanena nynkmom 50. 1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

50.1) HexkenaTejbHAsl peaKlusl - HEMpeIHAMEPEHHas HEONaronpusATHas Peakius OpraHu3Ma,
KOTOpasi MOJKET OBITH CBsI3aHA C IPUMEHEHUEM JIEKAPCTBEHHOTO Mpernapara;

51) cepbe3nasi He:xesaTelbHAsi peaklusi - HEXeNaTelbHAas pPeakus OpraHU3Ma, CBS3aHHAs C
MPUMEHEHUEM JIEKapCTBEHHOTO TIpenapara, NpUBEANIas K CMEpPTH, BPOXKICHHBIM aHOMAIHSAM WIU
MOpOKaM Pa3BUTHUS JHOO TPEACTABISIOMIAas cOOOW yrpo3y >KU3HH, TpeOyrollas TOCIHUTATU3alluu WIH
npuBeaLIas K CTOUKON yTpare TpyAOCIOCOOHOCTH U (M) UHBAJTUAHOCTH;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 Oekabpa 2014 o. N 429-@3 nynkm 52 cmamovu 4 Hacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, ecmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu

52) HenmpeaBHIeHHAS HeKelaTeIbHAs PeaKIusl - HeXellaTeIbHas PeakIusl OpraHu3Ma, KoTopas
CBs3aHA C TPUMEHEHHEM JIEKapCTBEHHOTO TMpermapara B J03aX, PEKOMEHAYEMBIX B TPOTOKOJE €ro
KJIMHAYECKOTO HCCIIEIOBAHUs, OpOIIIOpe WCCIIeOBaTeNs, WM C TPUMEHEHHEM JIEKapCTBEHHOTO
mpemapata B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMH TIO €ro MPUMEHEHUIO id NPOQUIAKTHKH,
JTMATHOCTHKH, JICYCHHS 3a00JICBaHUS WIIM MEIUIIMHCKOW peaOnInTalluy MalieHTa, U CYyITHOCTh, TSHKECTh
WIH UCXOJ] KOTOPOM HE COOTBETCTBYET MH(OPMAIMHU O JIEKApPCTBEHHOM IIpemapare, COJepiKalieiics B
NPOTOKOJIE €r0 KJIMHUYECKOTO WCCIIEOBaHMs, OpOIIIOpe WCCIeNoBaTeNsi WIA B WHCTPYKIHH TIO
MPUMEHEHHUIO JIEKAPCTBEHHOTO Tpernapara;

Wudopmanust 06 U3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oexabpsa 2014 2. N 429-D3 cmamvs 4 nacmosawezo Dedepanvrozo
3aKoHa oonoanena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) papmakoHag30p - BUJA AEATEIBHOCTU 110 MOHUTOPUHTY A(PPEKTUBHOCTH U 0€30MacCHOCTH
JIEKapCTBEHHBIX MpENapaToB, HAPABIECHHBIM Ha BBISIBICHUE, OLICHKY U MPEJOTBpAIICHUE HEeXKeNaTeIbHbIX
MOCIIEACTBHI IPUMEHEHHSI JIEKAPCTBEHHBIX MPENapaToB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoswezo Dedepanvrozo
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3aKoHa 0ononneHa nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) njaH ynpaBjieHUsi PUCKAMHU - MMOAPOOHOE ONMHCAHKE MEPOIPHATUH MO (GapMaKoHaI30pYy,
HAPABIICHHBIX HAa BBISBICHHUE, OLEHKY W MPEIOTBPAIICHUE WM MHUHHUMH3AIUIO PUCKOB, CBS3aHHBIX C
JICKapCTBEHHBIMH ITpETiapaTaMu, BKII0Yast OIIEHKY 3(h(HEKTUBHOCTHU JTaHHBIX MEPOTIPHUSTHIA,

Wndopmarius 06 n3MEHEHUX:

Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
TAPAHT:

[Tonoxxenus nynkra 53 crateu 4 (B penakiuu denepanbHoro 3akoHa ot 29 utons 2017 r. N 242-D3) B
4acTu, Kacarouleicss (opMUPOBaHUS U BBIIAYM PELIETITOB Ha JICKAPCTBEHHBIC MpenapaThl, COJIEpKallie
Ha3HAYCHHE HAPKOTHUECKUX CPEJCTB MM ICUXOTPOIHBIX BEIIECTB, B (hOpMe NIEKTPOHHBIX JOKYMEHTOB,
npumensitores ¢ 1 saBapst 2019 r.

53) peuent Ha JieKAPCTBEHHBbIH Mpenapar - MEAULIUHCKUNA JTOKYMEHT YCTAaHOBIEHHOW (hOpPMBI,
coJiepKallliil Ha3HAu€HHWE JIEKApCTBEHHOIO Ipernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIJIaHHBIN
MEAMIIMHCKIM DPAaOOTHUKOM B IENSIX OTHYCKa JIGKAPCTBEHHOTO Mpernapara WM €ro H3TOTOBJICHUSA H
OTITyCKa Ha OyMa)KHOM HOCHUTEJIE I C COTJIacHsl MAIMEeHTa WIK ero 3aKOHHOTO MPEACTaBUTeNs B (hopme
JJIEKTPOHHOTO JOKYMEHTA, TMOJMHCAHHOTO C HCIOJIb30BAHUEM YCHIIGHHOW KBaIU(UIIMPOBAHHON
HIIEKTPOHHOH TIOIITHCH MEAUIUHCKOTO pabOTHUKA, INOO JOKYMEHT YCTaHOBICHHOH (POPMBI, COIEpIKAIINN
Ha3Ha4YeHHE JICKApPCTBEHHOTO IpernapaTa JUisi BeTEPUHAPHOTO MPUMEHEHUs, BBIJAHHBINA CIIELHUAINCTOM B
o0JacTu BETEpUHAPUU B LENSIX OTIYCKa JIEKAPCTBEHHOTO Mpenapara Uild €ro U3roToBJIEHHUS U OTIIyCKa Ha
OyMa)XHOM HOCHTEJIE;

Wndhopmarrust 06 n3MEHEHHSX:

Ilynkm 54 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedakyuio
54) TpeGoBaHue MeIMIIMHCKOIl OpraHu3auMy, BeTEPUHAPHON OpPraHuM3alMU - JTOKYMEHT
YCTaHOBJIEHHON (OPMBbI, KOTOPBIA BBIMMCAH MEAMIMHCKUM PaOOTHUKOM HWJIM CIEHUAIMCTOM B 00JACTH
BETEPUHAPUH, HMMEIOIIMMU Ha 5TO MPaBO, U COJEPKUT B MUCHBMEHHOW (opMme yKazaHuWe amTeyHOU
OpraHM3aly UM BETEpUHAPHOM alTeYyHOW OpraHU3aluu 00 OTIyCKe JIEKAPCTBEHHOIO IpernapaTa Uiu O
€ro M3roTOBJIEHUU U 00 OTIyCKe Il obecredeHus JiedeOHOro mporecca B MEAUIIMHCKON OopraHu3aluy,
BETEPUHAPHOW OpPraHU3aLUN;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrioo
3aKOHA 00NOIHeHa nyHKkmom 355, ecmynarouum 6 cuny ¢ 1 urons 2015 2.

55) KoMIUIeKCHas OIleHKa JIEKapCTBEHHOTO Ipernapara - OI€HKa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOTO Ipernapara, BKIJaronas B ce0s aHaau3 UHPOPMALMU O CPaBHUTEIBbHONU KIMHUYECKON
3¢ dexTBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO IMpernapaTa, OLEeHKY SKOHOMUYECKUX MOCIEACTBHM €ro
IPUMEHEHHUS, U3Y4YE€HUE JOTOJIHUTENBbHBIX TOCIEICTBUI IPUMEHEHUS JIEKapCTBEHHOT0 Mpernapara B LesaX
OPUHATHUS PEHIeHUH O BO3MOKHOCTHM BKJIIOYEHMS JIEKAPCTBEHHOI'O Ipernapara B IMEpeueHb KU3HEHHO
HEOOXO/JMMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX IIpPErapaTroB, HOPMATHUBHBbIC IPABOBBIE AKTHl M HHBIE
JOKYMEHTBI, OIpENesIoNe MOPSAOK OKa3aHWs MEAMIMHCKOM IMOMOIIM, WJIM HCKIIOYEHUS €ro us3
YKa3aHHBIX [IEPEYHs, aKTOB U JOKYMEHTOB;

Wudopmanust 00 U3MEHEHUIX:

Cmamuws 4 oonoanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 e.
N 425-D3
56) cucTteMa MOHHMTOPUHIA JIBHUKEHHS JI€KAPCTBEHHBIX MPENapaToB AJs MeTUIMHCKOTO
npuMeHeHusi - QenepaibHas TOCYAapCTBEHHAsh HMH(OpMAIMOHHAs CHCTEMa MOHUTOPWHTA JIBHYKCHUS
JICKapPCTBEHHBIX MPENapaToB [UIsi METUIIMHCKOTO TMPUMEHEHUS OT TPOU3BOAMTENS JO KOHEYHOTO
NOTPEOUTENST C WCIOJB30BAaHHEM B OTHOIICHHH JIGKAPCTBEHHBIX IMPENapaToB Ui METUIIMHCKOTO
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MMPUMCHCHUA CPCACTB I/II[GHTI/I(bI/IKaI_[I/II/I .
T'APAHT:

CwMm. KOMMCHTAapHHU K CTaTbC 4 HaCTOoAMCTO q)ez[epaanoro 3aKOHa

I'nasa 2. [loanomouus ¢eaepajbHbIX OPraHOB UCIIOJHUTEILHOI BJIACTH, OPraHOB
HCIOJIHUTEIbHOM BJIacTH cy0ObeKTOB Poccuiickoii @enepanuu npu o0pameHnu JeKapCcTBeHHbIX
CpeacTB

Crarba 5. TloaHoMouus d¢enepanbHbBIX OPraHOB MCIOJIHUTEIBHOW BIIACTU MpH OOpalleHuu
JIEKAPCTBEHHBIX CPEJICTB
K mnonnomouusMm  QenepanbHbIX OpPraHoB HCIOJHUTENBHOM BIACTH MpH  OOpalleHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSITCS:

Wndopmarnys 06 n3MEeHEHHSAX:

Deoepanvrvim 3axonom om 22 Oexabps 2014 2. N 429-D3 6 nynukm 1 cmamwvu 5 Hacmoswe2o
DedepanvbHoeo 3aKOHA BHECeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu
1) mposenenue B Poccuiickoit @enepanyiyi eIWHON TOCYJapCTBEHHON MOJIUTUKA B 001acTH
oOecrnieueHus JeKapCTBEHHBIMU IpenaparaMu rpaxaal B Poccuiickoit @eneparui;

Wndopmarnys 06 n3MEHEHHAX:

@Deoepanvrvim 3axonom om 22 oOexabps 2014 2. N 429-D3 6 nynukm 2 cmamwvu 5 HaAcmosue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 8 npeovioyujell peoaxKyuu
2) yrBepxkaeHHe o00mwux (apmakomnelHblx crared, (apMakoNnelHbIX cTaTell, HW3JaHHUe
rocyJapCcTBEHHOH (papMakorien, co3aHne 1 BeJleHne peectpa (papMakoneiHbIX CTaHIapTHRIX 00pa3IoB;

Wndopmarust 06 n3MEHEHUSX:

Deoepanvrvim  3akoHom om 25 wuwona 20122 N 93-@3 6 nynkm 3 cmamovu 5 Hacmosuezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm nynkma 6 npeovioyujeli peoaxKyuu
3) ocyuiecTBlI€HHE TOCYAapCTBEHHOTO KOHTPOJIA (Haa3opa) B cdepe oOpalleHusl JIeKapCTBEHHBIX
CPEICTB;
4) TuTieH3upPOBaHKE TTPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB U (papMaIieBTUIECKON JAesITENLHOCTH B
COOTBETCTBUHU C 3aKOHO1aTeNbcTBOM Poccniickoit denepanmy;
TAPAHT:
Cwm. IlonoxeHnwe O JMUIEH3UPOBAHUM TMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, YTBEPKIECHHOE
noctaHoBienuem IIpaBurenscta PO ot 6 urona 2012 r. N 686
Wudopmarus 06 H3MEHEHUSX:
Deoepanvrvim 3akonom om 22 Oekabpa 2014 . N 429-d3 6 nynkm 5 cmamvu 5 Hacmosuje2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
5) opraHu3amms SKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB, dTUYCCKOW IKCHEPTHU3BI BO3MOXKHOCTH
MPOBEJICHUS KIMHUYECKOTO MCCIEI0BaHUS JIEKAPCTBEHHOTO Tpernapara Juisi MeJUIIMHCKOTO MPUMEHEHHS,
OKCHEPTU3bl  TOKYMEHTOB, TMPEJICTABICHHBIX JUISI  ONpEACNICHHS BO3MOXXHOCTH  PaccMaTpUBaTh
JICKapCTBEHHBIN TMpemapaT Uisi MEAWIIMHCKOTO TPUMEHEHUs TMPU TOCYAapCTBEHHOW pPETUCTpAllid B
KadecTBe Op(QaHHOTO JICKAPCTBEHHOTO Mpernapara;

Wndopmarus 06 H3MEHEHUSX:

Deodepanvhvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamovs 5 nacmosawezo DedepanrbHozo
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3aKoHa oononHena nynkmom 3.1, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

5.1) opraHu3anus TPOBEACHUS KOMIUICKCHOH OIICHKH JICKApPCTBEHHOrO IMperapara B IENIX
NPUHITHS PEHICHUH O BO3MOXKHOCTH BKJIIOYCHHS JIEKAPCTBEHHOI'O Ipernapara B IMEPeueHb KU3HEHHO
HEOOXOJMMBIX M BaXHEWIIMX JIEKAPCTBEHHBIX IIPENapaToB, HOPMATHBHBIC IPABOBbIC aKThl W WHbBIE
JOKYMEHTBI, OIPEACTSIONUE MOPSIOK OKAa3aHUS MEIUIIMHCKOW TOMOIIM WIM HUCKIIOYCHHS] €ro H3
yKa3aHHBIX MEPEYHs, aKTOB U JIOKYyMEHTOB;

6) BbIIaya pa3pelieHi Ha MPOBEICHNE KIIMHUYECKUX UCCIICIOBAHHN JIGKAPCTBEHHBIX MPENapaTosB,
BEJICHUE PEeCTpa BBIJIAHHBIX Pa3pelICHUH Ha MPOBEACHUE KIMHHUYECKHX HCCIICIOBAHUM JIEKapCTBEHHBIX
pernaparos;

7) TOCYyHapCTBEHHAs PErHCTpallvsl JIEKAPCTBEHHBIX IPEMapaToB, BEIECHHE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oOekabps 2014 2. N 429-dD3 nynkm 8 cmamwvu 5 nacmosiue2o
DedepanbHo20 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell 6 cuny ¢ 1 sueaps 2016 é.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
8) opranmzanus W (WIH) MPOBEJACHUE MHCIICKTHPOBAHUS CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE IpaBujiaM HaJJIeKallell TabopaTOpHON MPaKTUKH, MpaBuUiiaM HaJJIexalei
KJIMHUYECKOW TPAKTUKH, MpaBUiIaM HAJJIEXKalled MPaKTUKU XPAaHEHUsS M TEPEBO3KU JIEKAPCTBEHHBIX
IpenapaToB, MpaBUiiaM HaJIeKallel JUCTPUOBIOTOPCKOM MPaKTUKU, MpaBUjIaM HaJJiexalleld anTeuyHOu
MPAKTHKH;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-dD3 cmamovs 5 nacmosweco Dedepanvroco
3axona dononnena nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 uronsa 2015 a.

8.1) opranuzarus u (WJIM) MIPOBEACHUE UHCIICKTUPOBAHUS CYOBEKTOB OOpAIICHUS JIEKApPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM IPABUIJI HAJJIEKAIIeH MPOU3BOJCTBEHHON MPAKTUKH, Bblaua
3aKJTIOYEHUA O COOTBETCTBHMU TIPOU3BOJMUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM  TPABUI
HaJyIeKallel Mpou3BOACTBEHHON MPAKTUKH;

Wndhopmarrust 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononHena nynkmom 8.2, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
8.2) ycTaHOBIIEHHWE TOpsAKa BEIEHUS U BelleHWE TOCYIapCTBEHHOTO peecTpa 3akKIOYeHH o
COOTBETCTBUHU  TIPOM3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB  TPeOOBAaHUSM  TPABWI  Ha/IeKaIIei
MIPOU3BOJICTBEHHON MIPAKTHUKH;

Wudopmanust 06 U3MEHEHUSX:
Ilynxkm 9 usmenen ¢ 7 utons 2019 e. - @edepanvuviii 3axon om 6 urons 2019 2. N 134-D3

Cm. npedvloywyio pedakyuro
9) rocymapcTBEeHHas pPETUCTpALdA TNPEICIBbHBIX OTIHYCKHBIX I€H IPOU3BOIUTENEH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUYEHHBIE B IMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, M BEAECHUE TI'OCYIAPCTBEHHOIO pEecTpa MPEAETIbHBIX OTIYCKHBIX LIEH
IIPOU3BOJUTENIEH HA JEKAapCTBEHHBIE IMpernapaThl, BKIIOYEHHbIE B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX NIPENAPATOB;

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 13 utona 2015 e. N 241-D3 cmamoes 5 nacmoswe2o DedepanvHo2o 3aKoHa
oononnena nynkmom 9.1
9.1) cornacoBaHue MPOEKTOB PEUICHUH OPTaHOB UCIIOJHUTEILHON BIACTH CyObEeKTOB Poccuiickoit
Odenepannu 00 yCTaHOBICHWW W (WJIM) W3MEHEHUHM TIPENEIbHBIX pa3MEpOB ONTOBBHIX HaJA0aBOK H
NpEeNbHBIX Pa3MEPOB PO3HUYHBIX HAM0ABOK K (DAKTHUECKMM OTHYCKHBIM I[€HAM, YCTaHOBIIEHHBIM
MIPOU3BOIUTENSIMHU JICKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE MTpenapaThl, BKIIIOUEHHBIE B IEPEYCHb
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KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX JIEKAPCTBEHHBIX MPETapaToB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 10 usmenen ¢ 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloywyro peoakyuio
10) Bblaya, YCTaHOBJIEHHE MOPAJKA BBLAAYM pa3pelIeHHUs Ha BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHOIO cpencTBa B Pocculickyro denepanuro;

Wndopmarus 06 H3MEHEHHSX:
Ilynxkm 10.1 uzmenen c 13 aseycma 2019 2. - @edepanvhwiii 3akon om 2 aseycma 2019 2. N 297-D3

Cm. npeodvloywyro peoakyuio

10.1) Belgaya, yCTaHOBIIEHUE TOPSIKA BbIIA4X U (DOPMBI JOKYMEHTA, KOTOPBIH MMOATBEPKAAET, UTO
IPOM3BOJICTBO JIEKAPCTBEHHOTO Ipemapara Uil MEAMLUHCKONO IPUMEHEHHs OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBAaHMSAMHU TIPABWII HAUIeKAIIEH MPOM3BOJCTBEHHONH MPAKTHKH WJIX YTO
JIeKapCTBEHHBIM Mpenapar JUlsi BETEPUHAPHOIO NPUMEHEHMs JOMylleH K oOpameHuio B Poccuiickoit
Deneparuu, ¥ MOUICKHUT MPEICTABICHHUIO 110 TPEOOBAHHUIO YIIOJTHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO
BBO3UTCS JIEKApCTBEHHBIH Mpenapar;

TAPAHT:

CM. AZIMUHUCTPATUBHBIA perJIaMeHT 1O MpencTaBieHuo Munmnpomroprom Poccun rocynapcTBeHHOM
YCJIYTH 1O BbIJaY€ JOKYMEHTA, KOTOPBIM MOATBEPKIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara
JUISL METMIMHCKOTO MMPUMEHEHHSI OCYILIECTBICHO B COOTBETCTBUH C TPEOOBAaHUSMU MPABUII HAJISKAIICH
MIPOU3BOJICTBEHHOM MPAKTUKH, U MOJUICKUT MPEICTABICHUIO IO TPEOOBAHUIO YIIOJIHOMOYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIM Mpenapar, YTBEPKACHHbIA IpuKazoM MuHIpomTopra
Poccuu ot 31 nexabpst 2015 r. N 4369

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvnvim 3akonom om 13 wurona 2015 2. N 241-D3 6 nynkm 10.2 cmamvu 5 nacmoswezo
DedepanvHo2o 3aKOHA 8HeCeHbl USMEHEHUS

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu
10.2) Bblgaua, yCTaHOBJIEHHUE MOPSAJKA BbIJAYM M (HOPMBI TOKYMEHTA, COAEPIKAILEro CBEIEHUS O
CTaaUsIX TEXHOJOTHYECKOro Ipoliecca MPOU3BOACTBA JIEKAPCTBEHHOIO CPEJICTBA ISl METULIMHCKOTO
NPUMEHEHHS, OCYIIECTBIISIEMBIX Ha TEPPUTOpHU EBpazniickoro S5KOHOMHUYECKOTO COI03a;
TAPAHT:

CM. AIMUHUCTPAaTUBHBIN periiaMeHT MuHnpoMropra Poccuu 1o mpenocTaBiaeHHIO FOCYyIapCTBEHHON
yCIyrd IO BbIJA4€ JOKYMEHTA, COJEP)KALIero CBEACHHUS O CTaJMAX TEXHOJIOIMYECKOro Ipolecca
MIPOM3BOJICTBA JIEKAPCTBEHHOTO CpEACTBAa JUIsl MEIWLMHCKOIO MNPUMEHEHHUS, OCYIIECTBISEMBbIX Ha
Tepputopun EBpa3zniickoro S5KOHOMHUYECKOTO COH03a, YTBEPKACHHBIN Npuka3oM Munnpomropra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3manue coBeTOB MO BONPOCAM, CBA3aHHBIM C 0OpallleHUeM JIEKapCTBEHHBIX CPE/ICTB;
12) arrecTanus u cepTUQUKALUS CIEIIUATUCTOB;
13) yrparun cuny;

Hndopmarus 06 H3MEHEHHSX:
Cm. mexcm nynkma 13 cmamou 5

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 nynkm 14 cmamovu 5 Hacmoswezo
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynaroujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
14) ocymiecTBieHue hapmMakoHaI30pa;
15) yuactue B MEXIyHApOAHOM COTPYJHUYECTBE;
16) momydyeHue 1Mo 3ampocaM YIMOJHOMOYEHHOTO (henepanbHOro opraHa MCIIOJHUTEIHLHOM BIACTH
OT OpraHoOB HCIIOJHUTEIHHON BiacTH cyObekToB Poccuiickoii dexepanyu, a Takke OT CyOBEKTOB
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oOpaileHust JIGKApCTBEHHBIX CPEJACTB I MEAHUIIMHCKOTO TPUMEHEHUs HH(opManmuu MO BOMpOCcaM
YCTaHOBJICHHS U IPUMEHEHHUS LIEH Ha JIEKapCTBEHHbBIE MIpenapaTsl U HaJI0aBOK K HUM;
17) npumeHeHue Mep OTBETCTBEHHOCTHM 3a HapylIEHHE 3aKOHOJATENbCTBAa Poccuiickoii
®denepanuu;
Wndopmarius 06 n3MEHEHUX:
Deodepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKoHa oononnena nyHkmom 18, ecmynarowum 6 cuny c¢ 1 urons 2015 2.

18) yTBepkIeHHME TIpaBWJ HAJUICKAIIEH JTAOOpAaTOPHOW TMPAKTHUKU, TPABWII  HaJJIeKaIIEH
KJIIMHAYECKOW TIPAKTUKH, [IPABWIJI HAJUICKAIEH IPOU3BOJICTBEHHOM IPAKTUKU, I[IPABWII HaJJIekKaALICH
MPAKTUKU XPaHEHUS U MEePeBO3KHU JIEKAPCTBEHHBIX MPENapaToB, MPaBul HaJIeKaIel TUCTPHUObIOTOPCKOM
NPaKTUKH, [TPABUIT HAJUIEKAIIEH anTeYHOl MpaKTUKW, MPaBWII HAJUIeKAILIeH MPaKTHUKH (apMaKoOHAI30pa
JIEKAPCTBEHHBIX MPENapaToB A1 MEIULIMHCKOTO IPUMEHEHUS;

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvrozo
3aKoHa oononnena nyHkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 2.
19) ycraHoBineHue TOpsiika (OPMUPOBAHHS PETHCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
npernapar u TpeOOBaHUH K JIOKYMEHTaM B €T0 COCTaBE;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosweco Dedepanvrozo
3axona oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
20) yTBep:KAECHHE ITPaBMJI PAIlMOHAILHOTO BHIOOpA HAMMEHOBAHWU JIEKAPCTBEHHBIX IPENapaToB
JUTSL MEAUITUHCKOTO PUMEHEHNS,

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrovim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
21) yTBepkIeHUE TepeyHsl HAUMEHOBAHUH JIEKapCTBEHHBIX (HOPM;

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 27 oexaopsa 2019 . N 475-D3 nynkm 22 npusnan ympamusuium cuny c 1
mapma 2020 e.

Deoepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKOHA 00OnoHeHa nyHkmom 22, ecmynarouum 6 cuny ¢ 1 urons 2015 a.
22) ¢opMupoBaHHME peecTpa THUIOBBIX HWHCTPYKIMH MO MEAMIMHCKOMY TMPUMEHEHUIO
B3aMMO3aMEHSIEMBIX JICKapPCTBEHHBIX MTPEIapaTos;

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3axona 0oonoanena nynkmom 23, ecmynarowum 6 cuiy ¢ 1 uiona 20135 e.
23) yrBepkJaeHHe TpeOOBaHUN K MHCTPYKLUUHU MO MEAMIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB U K MHCTPYKIUH 110 BETEPUHAPHOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB;

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKOHA 0onoHeHa nyHkmom 24, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

24) npocynebHOe 3akphITHE CaWTOB, CcoOAEpXKANMX WHMDOPMALMIO O PO3HUYHOH MPOJaKe
JUCTAHIIMOHHBIM CIOCOOOM, MpPENIOKEHUE O MPUOOPETEeHUH JHUCTAHIIMOHHBIM CIOCOOOM, JOCTaBKE
TUCTAHIIMOHHBIM crmocoOoM W (WiaM) Tepenade (U3NYECKOMY JUIy AMCTAaHIMOHHBIM CIIOCOOOM
JICKapCTBEHHBIX  IMPENaparoB, HApPKOTHYECKHUX JIEKAPCTBEHHBIX TMpenapaToB U  IMCUXOTPOMHBIX
JIEKapCTBEHHBIX IIpENapaToB, 32 UCKIIOUYECHHUEM CIIy4yaeB, yCTaHOBIEHHBIX lIpaBurensctBom Poccuiickoit
denepanuu;

Wndopmarus 06 H3MEHEHUSX:
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Cmamuws 5 donoanena nynkmom 25 ¢ 29 nosaops 2019 2. - @edepanvhwiii 3akon om 28 nosops 2018 o. N
449-D3
25) BblIaya pa3peleHnii Ha BBOJI B TPXKJAaHCKH 000pOT UMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX
npernapaTosB.
TAPAHT:

CM. KOMMEHTapuu K cTaTthbe 5 HacTosero deaepanbHOro 3aKOHa

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 13 urona 2015 e. N 233-D3 nacmosawui Dedepanvhulil 3aKOH 0ONOJIHEH
cmamveti 5.1
Crarbsa 5.1. Ilepenaua ocyiiecTBieHHs] MOTHOMOYHM (efepanbHbIX OPraHOB HMCIIOTHUTEIHLHON
BJIACTH TIpH OOpAIEHUM JICKAPCTBEHHBIX CPEICTB OpraHaM HCIOJHUTEIBHON BIIACTH
cyonekToB Poccuiickoit denepanuu
[TostHOMOUMST (eepabHBIX OPraHOB MCIOJHUTEIBHON BJIACTH MPU OOpPAICHUH JICKAPCTBCHHBIX
CPEICTB, IMpeaycMOTpeHHble HacTosmuM DenepanbHbIM  3aKOHOM, MOTYT TepeAaBaThCs Ui
OCYIIECTBIICHHMsSI ~ OpraHaM  HCIIOJHUTEIBHOH  BIacTh  cyObekToB  Poccuiickoit ~ ®enepanuu
noctranoBienusMu IIpaBurensctBa Poccuiickoit @enepanuu B nopsiake, ycTaHOBIEHHOM DejiepanibHbIM
3akOHOM OT 6 OKTs0ps 1999 roma N 184-®3 "OO6 0oOmMX NPUHIMIIAX OPTraHW3alWUU 3aKOHOAATEIbHBIX
(mpencTaBUTENbHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYIApCTBEHHOHM BiacTH cyOBbekToB Poccuiickoii
Oenepanun".
TAPAHT:

CwMm. KOMMCHTApUH K CTAaThC 5.1 HaCTOAIICTO dbenepanLHoro 3aK0OHa

Cratba 6. [lonHOMOUNS OpraHOB UCHIOJHUTENBHOM BilacTu cyobekTa Poccuiickoit denepanuu npu

00palIeHNN JIEKAPCTBEHHBIX CPEJICTB

K nomHoMouMsIM OpraHoB HCIOJIHUTENBHOM BiacTH cyObekTa Poccuiickoit ®enepanuu mnpu
0OpaIIeHNN JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3paboTka 1 peanu3aius perioHAIbHBIX MPOrpaMM OOeCTIieYeHUsT HaceeHUs JIEKapCTBEHHBIMU
npenapaTamy;

2) ycTaHOBJIEHUE NPEEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPEEIbHBIX Pa3MEPOB POZHUUHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOM3BOJUTEISIMH JIEKAPCTBEHHBIX
[IpernapaToB, Ha JIEKApCTBEHHBIE IpenapaThl, BKIIOUEHHBIE B IEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX NIPENAPATOB;

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 3 usmenen ¢ 1 mapma 2020 2. - @edepanvuviii 3axon om 27 dexabps 2019 2. N 475-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrovim  3akoHom om 25 wuwona 20122 N 93-@3 6 nynkm 3 cmamovu 6 Hacmosuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
3) ocCylecTBIEHHE PErHOHAIBHOIO TOCYJapCTBEHHOTO KOHTPOJIS 3a IHPUMEHEHHEM IIeH Ha
JIeKapCTBEHHbIE TIpenaparbl, BKIIOUEHHBIE B TMEPEUYEeHb IKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IpenapaToB, OPraHU3alUsIMH ONTOBOM TOPIOBIHM, AaNTEYHbIMU OpraHU3aLUsSMU,
WH/IMBUAYaIbHBIMU TPEANPUHUMATENISIMU, UMEIOIIMMU JIMIEH3UIO Ha (hapMalleBTHUECKYIO JeSITeIbHOCTD;

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 6 dononnena nynkmom 4 ¢ 1 auneaps 2018 . - @eodepanvhuiti 3akon om 29 uiona 2017 a.
N 242-D3
TAPAHT:
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[Tonoxxenus myHkTa 4 crateu 6 (B pemakumu DenepanbHoro 3akoHa ot 29 mrons 2017 r. N 242-D3) B
4acTH, Kacaroleicss GOpMHUPOBAHUS M BbIJIAYM PEIENTOB Ha JICKAPCTBEHHBIE MpemnapaThl, COACpIKaInue
Ha3HAYCHNE HAPKOTHYECKHUX CPEJICTB MM TICUXOTPOITHBIX BEIIECTB, B (hOpMeE IIIEKTPOHHBIX JOKYMEHTOB,
npumMmensitoTes ¢ 1 suBaps 2019 r.

4) npuHsATHE pelIeHus 00 HCIOJB30BAHMU Ha TeppuTopuu cyObekTa Poccuiickoit deneparuu
HapsAy C perenTamMu Ha JISKapCTBEHHBIC TpermapaThl, 0pOpMIECHHBIMU Ha OYMa)KHOM HOCHUTEJNE, PEIETTOB
Ha JIEKAPCTBEHHBIC TIperapaTsl, CPOPMUPOBAHHBIX B (HOPME IEKTPOHHBIX JOKYMEHTOB.

TAPAHT:

CwMm. KOMMCHTApHUU K CTAThC 6 HaCTOoAIICTO q)enepaﬂbHoro 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3paboTka 1 u3gaHue rocyaapcTBEHHOM hapmakonen, pa3MelieHue JaHHbIX 0 He
1. Tlox rocymapcTBeHHOU (hapMakomeed MOHMMAETCS CBOJA OO0MMX (hapMaKONEWHBIX CTaTel H
(dhapMaKkoIeHHBIX CTaTCH.

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3axoHom om 22 Oexkabps 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 QapmMakomnelHbIX cTaTeid W (apMakKONEeWHBIX CcTaTei, B TOM YHCIE
(dapmakonelHpIx craTed Ha (apMakoneiHble CTaHJapTHbIE O00paslbl, M BKIIOYEHHE UX B
TOCYJapCTBEHHYIO (hapMaKoIer0 OCYIIECTBISIIOTCS B TIOPSI/IKE, YCTAHOBJICHHOM YIIOJTHOMOYECHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENbHON BIIACTH.

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axoHom om 22 oOexabps 2014 2. N 429-D3 6 uacmv 3 cmamvu 7 HACMOAUE20
DedepanbHo2o 3aKOHA 8HeceHbl UsMeHeHusl, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

3. Pa3paboTka (apmakoneitHON cTaTbu Ha pe)epeHTHBIN JeKapCTBEHHBIN TIpenapar U BKIOYSHHE
€e B TOCYJapCTBEHHYIO (hapMakomner0 B TEUYEHHE CpOKa JEHCTBUS 3alIUThl UCKIIOYMTEIHLHOIO IpaBa,
yIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JIEKapCTBEHHBIH Mpenapar, OCYIIECTBISIOTCS C COTJacHs
ero pa3paboTyuka.

4. TocynapctBeHHass QapMakomness H3JaeTcs YIOJTHOMOYEHHBIM  (eiepalibHBIM — OpPTaHOM
UCIIOJTHUTENIbHOM BJIaCTH 3a CUET CPelCTB (efepanibHOro OIOPKEeTa U MOUICKUT Mepeu3JaHusIM He pexe
4eM OJUH pa3 B MATh JIET, B MEPUOJ MEXJIY KOTOPBIMH M3AAOTCS MPHIIOKEHUS K TOCYAapCTBEHHOU
dapmakoriee, coaepxkamue oOmme (apmakoneitnbie ctath W (WwiH) ¢dapMakolelHbIe CTaTbhH,
YTBEPKACHHBIE TIOCIE U3IaHUS WIH Mepen3AaHus TOCYIapCTBEHHON (hapMaKoTeH.

5. YmonHOMOYeHHBIM (enepanbHBIi OpPraH HWCIOMHUTEIBHOW BIACTH pa3MeENaeT JaHHBIE O
roCy/IapCTBEHHOU (papMakoriee U MPUIOKEHHSIX K Hel Ha cBoeM o(ullnaibHOM caiite B cetn "MHTepHer"
B YCTAHOBJICHHOM UM TOPSIJIKE.

TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC "7 HaCTOSAIIErO d)ez[epaJILHoro 3aKOHa

I'naBa 4. I'ocyaapcTBeHHbII KOHTPOJIb IIPH 00PAlLlEeHUN JIEKAPCTBEHHBIX CPEACTB

Crarbs 8. JluueH3upoBaHHE IPOM3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB U (papMareBTUUYECKOM
JeSITeIbHOCTH
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1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMalEBTHUECKON JESITEIbHOCTH
OCYILIECTBIISIETCS. B COOTBETCTBUH € 3aKoHOaTenscTBOM Poccuiickoit denepannn.
TAPAHT:

Cm. TIlomoxeHue o JUIEH3UPOBAHUM TPOU3BOJCTBA JIGKAPCTBEHHBIX CPENCTB, YTBEP)KICHHOE
nocranoBieHueM [IpaButenbcrBa PO ot 6 nrong 2012 r. N 686
2. OOs3aTenbHBIM YCIIOBHEM IPEJOCTABICHUS JIMIEH3UH Ha MPOM3BOJICTBO JICKAPCTBEHHBIX
CPEZACTB SIBISICTCSA NMPUJIOKEHHUE K 3asBJICHUIO COUCKATEINS JIMLIEH3UU TEPEeyHs JIEKAPCTBEHHBIX (OPM U
(vmu) BHUAOB (apMareBTHYECKUX CyOCTaHIMI, KOTOPbIE IPOU3BOJIUTENb JIEKAPCTBEHHBIX CPEJICTB
HaMepeH MPOU3BOIUTh.

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

Cm. npeovloywyro peoakyuio
3. B ciiydae He0OXOAMMOCTH PaCIIMPEHUS MPOU3BOICTBA JICKAPCTBEHHBIX CPEICTB 33 CUET HOBBIX
JICKapPCTBEHHBIX ()OPM U BHIIOB (hapMarleBTHUECKUX CyOCTaHITMI MPOU3BOAUTEIh JICKAPCTBCHHBIX CPEICTB
JIOJDKEH 1epeo(OPMUTh JIMIICH3UIO Ha MPOU3BOCTBO JICKAPCTBEHHBIX CPEIICTB.

Undopmaris 06 n3MEHEHUSX:

Cmamuws 8 oonoanena yacmoio 4 ¢ 29 dexabpsa 2020 e. - Deodepanvhuiil 3axon om 27 dekaops 2019 e. N
481-D3

Cm. 6yoywyro pedaxyuio
TAPAHT:
CM. koMMeHTapuu K cTatbe 8 Hacrosiero deaepanbHOro 3aKoHa

Wndhopmarrist 06 n3MEHEHUSX:

DeoepanvHulti 3akon 0onoanern cmamoveti 8.1 ¢ 29 odexabpsa 2020 2. - Dedepanvhviii 3akon om 27
oexaops 2019 2. N 481-D3

Cm. 6yoywyro peoakyuio

Deoepanvrvim 3akonom om 25 uiona 2012 2. N 93-DP3 cmamovs 9 nacmosiyezo ®edepanbHozo 3aKoHa
U3J10JCEeHA 8 HOBOU PeOaKyuu

Cm. mexcm cmamwv 8 npedvbloyuell pedaxKyuu
Crartbs 9. ['ocynapcTBeHHbIN KOHTPOJIb (HaA30p) B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB
1. T'ocynapcTBeHHBIM KOHTpOIIb (Haa30p) B cpepe oOpalieHust JeKapCTBEHHBIX CPEJCTB BKIIOYAET
B ce0sL:
1) NUIIEH3MOHHBIM KOHTPOJb B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(apMalneBTHYECKOH 1A TeIbHOCTH;
2) denepanbHbIN TOCyIapCTBEHHBIH HAA30p B cepe oOpallieHus JeKapCTBEHHbBIX CPENICTB;

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oexabpsa 2014 2. N 429-@3 uacms 1 cmamvu 9 Hacmoswe2o
DedepanvHo2o 3aKkOHA 00NOIHEeHA NYHKMOoM 3, ecmynarowum é cuny ¢ 1 uionsa 2015 e.

3) BEIOOPOYHBIN KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPE/ICTB.

2. JIWIeH3UOHHBIM KOHTPOJh B cdepe MNpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M B cdepe
(dbapmareBTUUeCKOl JACSATENHbHOCTH OCYIIECTBISETCA YIOJHOMOUYEHHBIMU  (efepalbHBIM  OpPraHOM
UCTIOTHUTENILHON BIACTH W OpTraHaMd HCIOJTHUTEIBHOW BiacTU cyObekToB Poccwuiickoii denepammu
COTJIACHO WX KOMIIETEHIIMU B TIOPAJIKE, YCTaHOBIEHHOM DenepaibHbIM 3akoHOM OT 26 nekabps 2008 roga
N 294-®3 "O 3amure npaB OPUAUYECKUX JHMII W WHAUBUAYAIbHBIX IpEANPUHUMATENEH Npu
OCYIIECTBIEHUN TOCYJapCTBEHHOTO KOHTPOJSA (HAA30pa) W MYHHIIMIAIBHOTO KOHTPOJA', C y4eToM
OCOOCHHOCTEH OpraHu3alliy W MPOBEJCHUS MMPOBEPOK, YCTAHOBICHHBIX DesiepaibHbIM 3aKOHOM OT 4 Mast
2011 romga N 99-@3 "O nuiieH3upOBaHUU OTAEIBHBIX BUIOB JEATEIIBHOCTH .

TAPAHT:
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CM. AJIMUHHCTPATHUBHBIM pPEriaMeHT HWCHONHEeHHs MuHnpoMToproM Poccuu TrocymapCTBEHHOM
(GYHKIMM TI0  OCYIIECTBJICHHIO JIMIIEH3MOHHOTO KOHTPOJIA JCSATEIIBHOCTH TI0 IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB JJII MEIUIMHCKOTO MPUMEHEHHS, YTBEPKIACHHBIM MprukazoM MuHIpoMTopra
Poccuu ot 4 okxTsa6ps 2013 r. N 1607
3. ®enepanbHblii TOCYJApCTBEHHBI Hag30p B cdepe oOpalieHusi JIeKapCTBEHHBIX CPEICTB
OCYIIECTBIISICTCSA YIOJHOMOYCHHBIMH (eJepabHBIMA OpPraHaMH HMCIOJHUTEIBLHON BJacTH (nanee -
OpraHbl TOCYJAapCTBEHHOTO HAA30pa) COrJacCHO HX KOMIIETEHUHUHU B IOPSJIKE, YCTaHOBJIEHHOM
IIpaButenscTBOM Poccuiickoit @enepanuu.

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrovim 3akoHom om 22 Oekabpsa 2014 2. N 429-D3 uacmv 4 cmamvu 9 nacmosuezo
DedepanbHo20o 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
4. OenepanbHBI TOCYIapCTBEHHBIM Ham30p B cdepe oOpaimieHus JIEKapCTBEHHBIX CPEICTB
BKJIIOUYAET B ceO0sl:

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 1 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 475-D3

Cm. 6yoywyro pedarkyuio

1) opraHu3auio U MPOBEJACHHUE MPOBEPOK COOIIOICHUS CYOBEKTaMH OOPAICHUS JICKApCTBEHHBIX
CPEICTB YCTAHOBJICHHBIX HacTOSIIUM DenepalibHbIM 3aKOHOM M INPHUHIATBIMH B COOTBETCTBHUM C HHUM
MHBIMH HOPMaTHBHBIMH TPaBOBBIMH akTaMu Poccuiickoit ®@enepannn TpeOoBaHMN K JOKIMHHUYECKHM
UCCIIEOBAHMSIM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM MCCIEIOBAaHUSAM JIEKAPCTBEHHBIX IPENaparos,
XpaHEHUI0, IEPEBO3Ke, BBO3Y B Pocculickyro denepanuio, OTIYCKY, pealnu3aliy JEKapCTBEHHbIX CPECTB,
PUMEHEHHUIO JIEKapCTBEHHBIX MpenapaToB, YHUUTOKEHHIO JIEKAPCTBEHHBIX CPEJICTB, & TAKIKE COOIOICHUS
YIIOJTHOMOYEHHBIMH OpraHaMH HCIIOJIHUTEIbHON BiacTu cyObekToB Poccuiickoit denepanum METOAMKHU
YCTAHOBJICHMSI NTPE/IEbHBIX Pa3MEPOB ONTOBBIX Ha/10aBOK M MPENENbHbBIX Pa3MEPOB POSHUYHBIX HAJ0aBOK
K (DaKTMUECKUM OTITYCKHBIM ILI€HaM, YCTAaHOBJIEHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IMpernapaToB, Ha
JIeKapCTBEHHbIE TMpernaparbl, BKIIOUEHHbIE B TMEPEUYEeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JIEKApCTBEHHBIX MPEMapaToB (J1ajnee - o0s3aTenbHbIe TpeOOBaHUs ),

2) opraHu3zalyio ¥ MpoBeJIeHHE MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOAIIUXCA B
rpaXxAaHCKOM 000pOTe, YCTAaHOBJIECHHBIM TPEOOBAHUAM K UX KaYECTBY;

Wndopmarys 06 H3MEHEHHSAX:

Yacmwv 4 donoanena nynkmom 2.1 ¢ 7 ausapsa 2019 e. - Dedepanvruiii 3akon om 27 oexaops 2018 e. N
511-D3
2.1) npoBezieHre KOHTPOJIBHBIX 3aKYIOK B IIEJISIX MPOBEPKU COONIOICHUS CYObeKTaMH oOpalleHus
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIOIIMMHU PO3ZHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH MpenapaTamu Jyis
MEIUIIUHCKOTO TPUMEHEHHs, TpPaBWI OTIyCKa JIEKAPCTBEHHBIX TMPEIapaToB sl METUIIHHCKOTO
npuMeHeHus W (WIKM) 3amnpera MOpoJaXxu  (GaJbCU(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
HEeT0OpPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB U KOHTPA(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Yacmyo 4 oononnena nynkmom 2.2 ¢ 13 aszycma 2019 2. - @edepanvhuiii 3akon om 2 aszycma 2019 o. N
297-D3
2.2) npoBejieHre KOHTPOJIbHBIX 3aKYIOK B IIEJISIX MPOBEPKU COOIOICHUS CyObeKTaMH oOpalleHus
JIEKaPCTBEHHBIX CPECTB, OCYIIECTBIISIOIIMMH PO3ZHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpeNnapaTamMu AJs
BETEPUHAPHOIO MPUMEHEHUS, PaBWJI HAJIeXKaIlled anTe4HON MPaKTUKYU JEKAPCTBEHHBIX MPENapaToB A
BETEPUHAPHOTO MPUMEHEHUS U (WIN) 3arpera Mpoaaxu (hanbcu(GUIMpPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEeI00pPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) opranu3anuio u nposeseHne HhapMakoHaI30pa;
4) mpuMeHEeHHe B TOPSIIKE, YCTAHOBIEHHOM 3aKoHOAaTenbcTBOM Poccuiickoit deneparuu, mMep 1o
IPECCUYCHUIO BBIABICHHBIX HAPYIICHUH 00S3aTeNbHBIX TpeOOBaHM M (WJIM) YCTPAHEHUIO MOCIEICTBHMA
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TaKUX HapylIEHWW, B TOM 4YHUCJIE MPUHATHE PEIICHHS O HAXOXKICHUHU JIEKApCTBEHHBIX CPEJICTB B
oOpallleHnH, BbIAauy MpeanucaHuil 00 yCTpaHEeHUH BBISIBICHHBIX HapylIEHUN 00s13aTeNbHBIX TpeOOBaHMIA
Y IPUBJICYCHHUE K OTBETCTBEHHOCTH JIMII, COBEPILUBIINX TAKUE HAPYILICHHUS.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oOekabps 2014 2. N 429-dD3 uacms 5 cmamvu 9 nacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

5. ®enepanbHblii TOCYJApCTBEHHBI Haa30p B cdepe oOpalieHus JIeKapCTBEHHBIX CPEACTB
OCYIIECTBIISICTCS B MOPsKe, ycTaHOBIEeHHOM DenepanbHbiv 3akoHOM OT 26 aexadps 2008 roma N 294-D3
"O 3ammTe NpaB IOPUAMYECKUX JIML M HMHJIMBUAYaJIbHBIX MpPEANpPUHUMATENIEH HpPU OCYLIECTBICHUU
rOCy/IapCTBEHHOTO0 KOHTPOJS (Haa30pa) M MYHUIMIAIBHOTO KOHTpOJA", C y4eTOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX HacTosllel crarbell. [IpenBapuTenbHoOe corinacoBaHue ¢ OpraHaMu IPOKypaTypbl CPOKOB
NPOBEJCHUS BHEIUIAHOBOM MPOBEPKU CYOBEKTOB OOpalleHHs] JIEKApCTBEHHBIX CPEACTB, a TaKxke
IPEBAPUTENLHOE YBEIOMIICHUE IOPUIUYECKHUX JIUL, WHAWBUIYaJbHBIX IpeAlpUHUMATENEH O Haudaje
NpOBEJCHUS JTON TpoBepku He Tpedyercs. Opranbl NPOKYypaTypbl M3BEHIAIOTCS O MPOBEIACHHUH
BHEIUIAHOBON IPOBEPKU CYOBEKTOB OOpalIEHMs JEKApPCTBEHHBIX CPEACTB IMOCPEACTBOM HAINPaBJICHUS
COOTBETCTBYIOIIUX JOKYMEHTOB B TEUYEHHE TpeX pabouyux JHEH C MOMEHTa OKOHYAaHHS IPOBEACHUS
YKa3aHHOM BHEIUIAHOBOW ITPOBEPKHU.

6. JlOIKHOCTHBIE JIMIIAa OpraHa TOCYAapCTBEHHOTO HaaA30pa B TOPAJKE, YCTaHOBJICHHOM
3akoHoAarenbcTBOM Pocculickoit denepanuu, MMEOT IIPaBo:

1) momy4ath Ha OCHOBAaHUM MOTHBHPOBAHHBIX MUCHBMEHHBIX 3alPOCOB OT CYOBEKTOB OOpalleHus
JIEKAapCTBEHHBIX CPEACTB, OPraHOB HCIOJHUTEIbHON BlacTu cyOBbekToB Poccuiickoit denepanuu u
OpPraHOB MECTHOT'O CaMOYIpaBJIEHUS JOKYMEHThl M HHGOpMAlMIO IO BOIpoOcaM oOpalleHus
JIEKapCTBEHHBIX CPEJICTB;

2) OecHpenaTCTBEHHO IO MpPEIbsIBICHUM CIY)KEOHOrO YIOCTOBEpEHHs M KOMUHM IpHKa3a
(pacniopsikeHMsI) opraHa rocylapCTBEHHOI'O HaJ30pa O Ha3HAYEHUH MPOBEPKHU IMOCELIaTh UCIOJIb3yeMble
IOPUJIMYECKUMHU  JIMIIAMH, WHAWBUIYAIbHBIMU TMPEANPUHUMATENSAMHU, SBISIOIIUMUCT CyObEeKTaMu
oOpallleHusl JIEKapCTBEHHBIX CPEJCTB, MPHU OCYILIECTBICHUH CBOEH NEATEIbHOCTU TEPPUTOPUH, 3JaHUS,
MIOMEILEHUS U COOPYKEHUS B LENSIX IPOBEICHNSI MEPOIIPUATHI 110 KOHTPOJIIO;

3) nmpoBoaAUTH OTOOpP OOPA3IOB JEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAUYCHHBIX I peaTu3alud H
peann3yeMbIX CyObeKTaMH OOpallleHus JIEKAPCTBEHHBIX CPEACTB, AJIS MPOBEPKU UX KauecTBa, MPOBEICHUS
UCCIIEJOBAaHUM, WCIBITAHUM B COOTBETCTBUM C TpaBUiaMH OTOOpa o0O0pas3loB, YCTAaHOBJIEHHBIMU
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCTIOJHUTENIbHON BIACTH;

Wudopmanust 06 U3MEHEHUIX:

Yacmv 6 donoanena nynkmom 3.1 ¢ 7 aunsapsa 2019 e. - Dedepanvhviii 3akon om 27 dexaops 2018 e. N
511-@3
3.1) TpoOBOAWTH KOHTPOJBbHBIC 3aKYMKH JIEKAPCTBEHHBIX MPENaparoB MAis MEAUIIMHCKOTO
NPUMEHCHUS B IEJIAX MPOBEPKH COONIOJCHUS CYOBEKTaMH OOpalleHHs JICKapCTBEHHBIX CpECTB,
OCYIIECTBISIONIUMU  PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TpenaparaMd s  MEIUIIHHCKOTO
MPUMEHCHUS, TPABUJ OTIYCKA JICKAPCTBEHHBIX TMPENapaToB JUIT MEIAUIMHCKOTO TPUMEHEHUS W (WIIN)
3ampera TOpoAaxd  (HambCUPUIIUPOBAHHBIX  JICKAPCTBEHHBIX  CPEJACTB,  HEJOOPOKAUECTBEHHBIX
JICKApPCTBEHHBIX CPEJICTB U KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Yacmyo 6 dononnena nynkmom 3.2 ¢ 13 aszycma 2019 2. - Dedepanvruiii 3akon om 2 aszycma 2019 e. N
297-D3
3.2) npoBOAWTH KOHTPOJBHBIC 3aKYNKH JIEKAPCTBEHHBIX MPENapaToB Ui BETEPHHAPHOTO
OPUMEHEHHS B LENAX MPOBEPKH COONIOJACHUS CyOBeKTaMH OOpaleHHsl JIEKAPCTBEHHBIX CPEICTB,
OCYIIECTBIIIOIIMMI  PO3HUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMH IIpenaparaMu Ul BETEPUHAPHOTO
NpUMEHEHHUS, TPABUJI HaJUIekKaIlel anTeyHO! MPAKTUKH JIEKAPCTBEHHBIX MpPEnapaToB ISl BETEPUHAPHOTO
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npuMeHeHus W (wiu) 3ampera  npofaxkd  (ambCHUPUIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HEZ00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB U KOHTPa(aKTHHIX JIEKAPCTBEHHBIX CPEJICTB;

4) BbIIaBaTh CyOBEKTaM OOpaIICHHs JICKAPCTBEHHBIX CPEICTB MPEANMHCAHUS O MPEKpalICHUH
HapyILIeHUH 00s3aTeNbHBIX TPeOOBaHUII M 00 YCTpaHEHUU BBISIBICHHBIX HapyIIEHUN 00s3aTeIbHBIX
TpeOOBaHUH;

5) HampaBiuATh B YINOJHOMOYEHHBIE OpraHbl MaTepHalbl, CBA3aHHBIE C HAPYLICHUSMU
00s13aTeIbHBIX TPEOOBAHMM, JUIsl pELICHUs BOIMPOCOB O BO30YXKJIEHWU YTOJOBHBIX JAENl MO MpU3HAKaM
MPECTYIJICHUM.

Wndopmarius 06 H3MEHEHUAX:
Deodepanvrvim 3akonom om 22 dekabpa 2014 2. N 429-D3 cmamwvs 9 nacmoawezo Dedepanvrozo
3aKOHA 00OnoIHeHa yacmvio 7, scmynatowei 6 cuny ¢ 1 urons 2015 2.

7. BeIOOpOUHBI KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS YIOITHOMOYEHHBIM
deneparbHBIM OPTaHOM HCIIOJTHUTEIHHON BIIACTH B YCTAHOBJICHHOM UM TIOPS/IKE M BKITFOYACT B CCOS:

1) 06paboTKy cBeleHH, B 00sS3aT€IbHOM MOPSAKE MPEIOCTABIIEMbIX CYOBEKTaMU OOpaIieHHs
JIEKAPCTBEHHBIX CPEJICTB, O CEPUSX, MAPTHUAX JEKAPCTBEHHBIX CPEJCTB, MOCTYMAIONIUX B TPaKIaHCKHUI
ob6oport B Poccuiickoit deneparuu;

2) oTO0p 00pa3IoB JIEKAPCTBEHHBIX CPEJACTB y CYOBEKTOB OOpaIeHUs JIEKaPCTBEHHBIX CPEJCTB B
HENSIX MPOBEACHUSI WCIBITAHUNH HAa UX COOTBETCTBUE TPEOOBAaHUSM HOPMATHBHOW JOKYMEHTAIMH WM
HOPMAaTUBHBIX JJOKYMEHTOB;

3) mpuHsATHE TO pe3yibTaTaM MPOBEACHHBIX HCIBITAHUA PEUIeHUS O JalbHEHIIeM TIpaXkIaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O CPEJICTBA;

4) npuHSATHE YHNOJHOMOYEHHBIM (efepalbHbIM OPraHOM HCHOJHUTEIBHON BJIACTU PELICHHUS O
MEepEeBO/IC JICKAPCTBEHHOTO CPEJICTBAa HAa MOCEPHUIHBIM BHIOOPOUHBINH KOHTPOJIH KaueCTBa JICKAPCTBEHHBIX
CPEICTB B Cllydae IOBTOPHOTO BBISBICHUS HECOOTBETCTBHSI KauecTBa JIEKAPCTBEHHOTO CpEACTBa
YCTaHOBJIEHHBIM TpeOoBaHMSIM M (IIpM  HEOOXOAMMOCTH) O TpPOBEpKE CyObeKTa OOpalieHus
JICKapCTBEHHBIX CPEACTB. Pacxoipl, CBA3aHHBIE C MPOBEIECHUEM MOCEPUHHOTO BHIOOPOYHOTO KOHTPOJISI
KayecTBa JIEKapCTBEHHBIX CPEJCTB, OIJIAUMBAIOTCS MPOU3BOJIUTENIEM JIEKAPCTBEHHOI'O CpeAcTBa JHOO
JeprKaTelieM WIH BIaJAeNbIeM PerUCTPAIMOHHOTO YI0CTOBEPEHUS JIEKaPCTBEHHOTO Tperapara.

TAPAHT:

CM. koMMeHTapuu K cTarbe 9 Hacrosero denepanbHOro 3aKoHa

I'naBa 5. PazpadoTka, 10KJIMHUYECKHE UCCIIe0BAHNS JIEKAPCTBEHHBIX CPEACTB, a TAKKE
KIMHUYECKHUE UCCJICI0BAHUA HeKapCTBeHHle npenapaTOB JIA BeTepuHapﬂoro Ilpl/lMeHeHl/lﬂ

Crartbs 10. Pa3zpaboTka JiekapcTBEHHBIX CPEJICTB

1. Pa3paboTka eKapCTBEHHBIX CPEACTB BKJIIOYAET B CeOsl MOMCK HOBBIX (DapMaKoJIOTHYECKH
AaKTUBHBIX BEIIECTB, IIOCIEAYIOUIEE H3YYEHME UX JIEKapCTBEHHBIX CBOWCTB, JOKIMHUYECKHE
UCCIIEIOBaHMsI, Pa3pabOTKy TEXHOJOTMM IMPOW3BOJACTBA (apMalleBTUYECKUX CyOCTaHIMi, pa3paboTKy
COCTaBOB M TEXHOJIOTUN TTPOM3BO/ICTBA JIEKAPCTBEHHBIX TPENapaToB.

2. ®uHaHcoBOE obecrneueHne pa3paboTKH JEKaPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUeT:

1) cpencTB denepanbHOrO OOIKETA;

2) cpeAcTB pa3paboOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB IIPOU3BOIUTENIEN JIEKapCTBEHHBIX CPEICTB pu BBITIOJTHEHUH
HAyYHO-UCCIIEIOBATENIbCKUX pPadOT MO JOTOBOPY MEXIY pa3pabOTUYMKOM JIEKapCTBEHHBIX CPEICTB H
IIPOU3BOJUTEINIEM JIEKAPCTBEHHBIX CPEICTB;

4) WHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit deaepanny HCTOYHUKOB.

3. IlpaBa  pazpaboTumka  JIEKapCTBEHHOTO  CPEJACTBA  OXPAHSAIOTCS  TPAKIAHCKUM
3aKOHOJATEIbCTBOM.
TAPAHT:
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CwMm. KOMMCHTApHUHU K CTAThC 10 HaCTOAIICTO q)ez[epanbﬁoro 3aKOHa

Crarps 11. HOKHI/IHI/IHCCKOC HCCIICAOBAHUE JICKAPCTBEHHOI'o CpeaAcCTBa JII MCIAUIHMHCKOI'O
MMPUMCHCHUA
1. HOKHI/IHI/I‘{CCKOG HCCIICA0BAHUE JICKAPCTBECHHOI'O CpEACTBa I MCAHIMHCKOIO IIPUMCHCHUA
MMPpOBOAUTCA MNYTEM HNPUMCHCHHA HAYYHBIX MCTOAOB OLICHOK B MHCJX IIOJYUCHHUA JOKAa3aTCIIbLCTB
6C3OHaCHOCTI/I, KadecTtBa U 3(1)(1)CKTI/IBHOCTI/I JICKaAPCTBCHHOI'O CPCACTBA.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 2. N 429-®@3 6 uacms 2 cmamvu 11 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
2. JIOKJIMHUYECKOE HCCIICIOBAHUE JIEKAPCTBEHHOTO CPEACTBA JUISI MEIUIMHCKOTO MPHUMEHCHUS
NPOBOJUTCS B COOTBETCTBHM C TIPAaBMJIAMHU HAJJICKAIIEH J1a00OpaTOpHOM MPAKTHUKH, YTBEPKICHHBIMU
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axkonom om 2 uwan 2013 2. N 185-@3 6 uyacmv 3 cmamou 11 nacmoswezo
DedepanbHoeo 3aKOHA BHECEeHbl UBMeHeHUs, scmynaowue 6 cuny ¢ 1 cenmsaops 2013 a.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

3. JIns opraHu3alMy W TPOBENEHUS JOKIMHUYECKOTO HCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA
JUIE  MEIUIMHCKOTO TIPUMEHEHUS pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHBJICKATH
HAYYHO-HMCCIIEJIOBATEIIbCKUE OpTraHW3aly, 00pa30BaTEeNbHBIC OpTraHU3aIlMM BBICIIETO OOpa30BaHMUSA,
UMEIOIe HEOOXOIUMYI0 MaTepuaIbHO-TEXHUUYECKYI0 0a3y U KBaJU(UIIMPOBAHHBIX CIEHIUATHCTOB B
COOTBETCTBYIOIIEH 007aCTH MCCIIeIOBAHNS.

4. JIOKTMHUYECKOE HCCIE0BaHUE JIEKAPCTBEHHOTO CpEACTBa JJIS MEAMIIMHCKOTO MPUMEHEHHUS
MPOBOAMTCS 10 YTBEPXKJACHHOMY pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEACTBA IUIAHY C BEICHHEM
MPOTOKOJIA 3TOTO MCCIENIOBAaHUS M COCTABJICHHWEM OTYETa, B KOTOPOM COJEPKATCS PEe3yNbTaThl 3TOTO
MCCIIEIOBAaHMS U 3aKITIOYCHHE O BO3MOYKHOCTH TPOBEJICHHUS KIIMHIHYECKOTO UCCIIEAOBAHMS JIEKAPCTBEHHOTO
mpemnapara Jisi METUITTHCKOTO MPUMEHEHUSI.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacmsv 5 cmamvu 11 nacmoswezo
DedepanbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem wacmu 8 npeovioyujeli peoaKyuu

5. TlpoBeneHue mNPOBEPOK COOMIONEHUS TIpaBU HaJJIeXalled JabopaToOpHOW NPAKTUKU U
IPAaBOBBIX HOPM HCHOJB30BAHUS HKUBOTHBIX MPH TPOBEACHUM JIOKIMHUYECKUX HCCIIETOBaHUM
JIEKapCTBEHHBIX CPEJICTB A MEAHMLIMHCKOIO TPUMEHEHUS OCYILECTBISETCS  YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCTIOJIHUTEIBHOW BIIACTH.

6. Pe3ynbTaThl NOKIMHMYECKOIO HCCIIEJOBAHMS JIEKAPCTBEHHOIO CPEACTBA JUIsl MEIHULHUHCKOIO
INPUMEHEHUS MOTYT OBbITh NPEJCTAaBJIEHbl B YIOJIHOMOYEHHBIH (enepalbHbIil OpraH HCIOJHUTEIbHON
BJIACTH B YCTAHOBJIEHHOM IOPSJKE B LEJIAX TOCYJapCTBEHHOM perucTpanuy JeKapCTBEHHOIO IIpenapara.

TAPAHT:

Cwm. kommeHTapuu K ctaTthe 11 HacTosmero denepanbHOro 3aK0Ha

Crarba 12. JIOKIMHHYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CpPEACTBA U  KIMHHYECKOE
UCCJIEIOBaHKE JIEKaPCTBEHHOT'O IIperapara /Ui BETEpUHAPHOTO MPUMEHEHHS

1. JIOKIMHUYECKOE HCCIIEOBAaHUE JICKAPCTBEHHOT'O CPEICTBA Il BETEPUHAPHOTO MPUMEHEHUS

MPOBOJIUTCA TyTeM MPUMEHEHUSI HAyYHbIX METOJOB OIEHOK B MLEJSAX MOJYy4YEeHHsS JI0Ka3aTelIbCTB

0e30MacHOCTH, KauecTBa U 3(H(PEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE OMpeNeTeHUs] CpoKa

€ro BBIBEJICHHS M3 OpraHW3Ma XKHBOTHOTO, B IENIX obecredeHust 0€30MacHOCTH MPOIYKIIMH YKUBOTHOTO
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IIPOUCXO0KICHHUS 110CIIE IPUMEHEHUS COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO IIperapara.

2. JIOKIMHMYECKOE HCCIECIOBAaHUE JICKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE MCCIEA0BaHUE
JIEKapCTBEHHOI'0 IIpernapaTta Jjsi BETEPUHAPHOIO IPUMEHEHMsI, MCCIEeJ0BaHNE OMO3KBUBAJIEHTHOCTU
YKa3aHHOT'O JIEKapCTBEHHOI'O IIpernapara IPOBOIATCS B COOTBETCTBUU C IIPaBUJIAMU, YTBEPKACHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM UCTIOJHUTEIIBHOM BIACTH.

TAPAHT:

Cm. Metoanueckue ykazanusi "IIpoBeneHHe KadyeCTBEHHBIX HCCIEIOBAHUM OHMOIKBUBAICHTHOCTH
JIEKapCTBEHHBIX CpeaCTB", yTBepKAeHHbIe Mun3apaBcoipa3sutus Poccuu ot 30 aBrycra 2004 r.

3. JIOKJIMHMYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIIEI0OBAHUE
JIEKapCTBEHHOI'0 TMpemnapara [Uisi BETEPUHAPHOTO IPUMEHEHHUS TMPOBOJATCS IO YTBEPKACHHOMY
pa3paboOTYMKOM JIGKAPCTBEHHOTO CpPEICTBA IUIAHY C BEJACHHEM IPOTOKOJOB JTHX HCCICIOBAaHUN U
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COIEPKATCS PE3YJIbTAaThl STUX UCCIIEI0OBAaHUI.

4. Jlnst opraHu3aiy ¥ MpOBEICHUS TOKIUHUYECKOTO MCCIISIOBAHUS JICKAPCTBEHHOTO CPEJICTBA U
KIIMHUYECKOT'0 MCCIeA0BaHUA JIEKAPCTBEHHOTO Mpenapara AJisi BETepUHAPHOTO MPUMEHEHHUS pa3paboTurk
JCKapCTBEHHOTO  CPEACTBA  MOXKET  MPUBJICKATh  OpraHU3allid, UMEIONME  HEO0OXOIUMYIO
MaTepuaibHO-TEXHUYECKYIO 0a3y M KBaTU(UUIKUPOBAHHBIX CIIEIUAINCTOB B COOTBETCTBYIOIIEH 00OIacTu
MCCJICIOBAHMS.

5. Knunudeckue wuccienoBaHus JIEKAPCTBEHHBIX IPENapaToB A BETEPUHAPHOTO MPUMEHEHUS
MPOBOJATCS B BETEPUHAPHBIX OPraHU3alMIX W B OpPraHU3AIMAX, OCYIIECTBISIONIMX pa3BeICHHE,
BBbIpalMBaHUE U COJIEP)KAHNUE KUBOTHBIX, B LENISX:

1) ycTraHOBJIEHHS IEPEHOCUMOCTH JICKAPCTBEHHBIX MPENapaToB 3J0POBBIMHU KUBOTHBIMH;

2) moabopa ONTHMANBHBIX JIO3UPOBOK JIEKAPCTBEHHBIX MpENnaparoB M Kypca JIEYEHHS Ha
KOHKPETHOM TPYyIIIE )KUBOTHBIX C ONPEIEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHs ~ Oe3omacHOCTH M 3(PQPEKTUBHOCTH  JIGKAPCTBEHHOrO  Tpernapara,
MpeIHA3HAYEHHOTO I JICYCHHS OIpeJeiIeHHBIX 3a007€BaHUN KUBOTHBIX, WIH 3(PPEKTUBHOCTH
JIEKapCTBEHHOTO Tpernapara Juist pouIakTUKH 3a00JI€BaHUI 3I0POBBIX KHUBOTHBIX;

4) u3ydeHUsT BO3MOXXHOCTEW pacCIIMpPEHUs TOKa3aHUM K MPUMEHEHHUIO 3aperucTpUpPOBAHHOTO
JIEKapCTBEHHOTO Tperapara 1 BhISIBICHUS PaHee HEU3BECTHBIX MOOOYHBIX IEHCTBUI.

6. Knunuueckoe wuccieqoBaHue JIEKQPCTBEHHOTO IMpemnapara JJisi BETEPUHAPHOTO TMPUMEHEHUS
OCYIIIECTBIISIETCS 3a CUET CPEICTB pa3padOTUNKa JIEKApPCTBEHHOTO CPEACTBA.

7. Otyersl O pe3ynbTaTax JOKJIMHHUYECKOTO WCCIIECIOBAHUS JIEKAPCTBEHHOTO CpEACTBA W
KJIMHAYECKOIO0  MCCIEOBAaHUs  JIEKAPCTBEHHOIO TIpernapara g BETEPUHAPHOTO  MPUMEHEHUS
COCTABIJISIIOTCA  pa3paOOTYMKOM JICKAPCTBEHHOTO CPEACTBA C YYETOM 3aKJIIOUYEHUW OpraHu3aiui,
MPUHUMABIINX yYaCTUE B OpTraHU3aIMU U MPOBEJICHUN STUX HCCIIEJOBAHUN.

8. KouTtpons 3a mnpoBeneHHEM JOKIMHUYECKHUX HCCIEIOBAaHUN JIGKAPCTBEHHBIX CPEICTB U
KJIIMHUYECKUX  HCCIEAOBAaHUM  JIEKAPCTBEHHBIX IpENnapaToB JJii BETEPUHAPHOTO  MPUMEHEHUS
OCYIIECTBIISETCS YIOJIHOMOYECHHBIM (DeiepaTbHBIM OPTaHOM UCTIOJTHUTEIHFHOUW BIIACTH.

TAPAHT:

CM. xomMeHTapuu K ctatbe 12 HacTosmero denepalbHOTO 3aK0Ha

I'naBa 6. OcymecTB/IeHHE ITOCYIAaPCTBEHHON PerncTPalMu JIEKAPCTBEHHBIX NPENnaparos

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamos 13 nacmosweeo DedepanbrHoco
3AKOHA U310JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 20135 e.

Cm. mexkcm cmamou 8 npedvloyuell peoaxKyuu
Cratbs 13. 'ocygapcTBeHHas perucTpanus JEKapCTBEHHBIX IPENapaToB

Wndopmarus 06 H3MEHEHHSX:
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Dedepanvrvivm  3axonom om 13 wonn 20152, N 241-@3 uwacmv 1 cmamvu 13 nHacmosiwezo
DedepanbHoe0 3aKOHA UBNOANCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

1. B Poccuiickoii ®@enepauun I0MYCKAOTCS MPOU3BOJCTBO, U3TOTOBICHUE, XPAHEHUE, MIEPEBO3KA,
BB03 B Poccuiickyto ®denepanuio, BbiBo3 u3 Poccuiickoir denepaunu, pekiiama, OTIYCK, pealu3aius,
nepeaava, MPUMEHEHHE, YHUYTOXKEHHME JIEKApCTBEHHBIX IpPENapaToB, €CJIM OHHU 3aPETHCTPUPOBAHBI
COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH.

2. I'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce nexkapCTBEHHBIE IpemapaThl, BIEpBble MOJIeKaIIMe BBOIY B oOpamienue B Poccuiickoit
®denepaunu;

2) nexkapcCTBEHHbIE IMpenapaThl, 3aperUCTPUPOBAHHBIC paHEe, HO MPOU3BENCHHBIE B JIPYIHX
JICKapCTBEHHBIX ()OpMax B COOTBETCTBHH C IIepeYHEM HAMMEHOBAaHWM JICKApPCTBEHHBIX (OpM, B HOBOU
JIO3UPOBKE MPH JI0KA3aTENbCTBE €€ KIMHUYECKON 3HAYMMOCTH U () (PEKTUBHOCTH;

3) HOBBIE KOMOMHAIINY 3aPETUCTPUPOBAHHBIX paHEe JICKAPCTBCHHBIX MPEMApaTOB.

3. lN'ocynapcTBeHHast perucTpanms JEKapCTBEHHBIX MPENapaToB OCYLIECTBISETCS MO pe3yJbTaram
OKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB, a TOCYIAApCTBEHHAs perucrpanus ophaHHBIX JIEKAPCTBCHHBIX
IpenapaToB OCYLIECTBISETCA IO pe3yibTaTaM 3KCHEPTU3bl JIOKYMEHTOB, MPEICTaBICHHBIX MJIs
OmpeieTICHUsI BO3MOXKHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIA MperapaTr s MEIUIIMHCKOTO MPUMEHEHUS
IIPU OCYILIECTBICHUH TOCYJApPCTBEHHOMN PETUCTpalli B KadecTBe ophaHHOTO JIEKApCTBEHHOTO Mpernapara,
Y TI0 pe3yJIbTaTaM IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. l'ocynapcrBenHas perucTpanus JIEKapCTBEHHOTO npenapara OCYULIECTBIISAETCS
COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (heiepaibHbIM OPraHOM HCIOJHUTEIIEHON BJIACTH B CPOK, HE
MPEBBIIAOIINNA CTa MIECTUIECATH paboYMX JHEW CO JHS MPHHATHS COOTBETCTBYIOIIETO 3asBICHUS O
rOCYJapCTBEHHOM pEerucTpanuy JEKapCTBEHHOrO Tpernapara. B yka3aHHBIM CpOK BKIIIOYAETCS BpeMms,
HEO0OXOUMOE JJIsi TIOBTOPHOTO MPOBEACHUS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimero denepanbHoro 3akoHa. Cpok TocyJapCTBEHHOM PErvucTpalvy JIEKApCTBEHHOTO
mpernapaTa UCUUCISETCS CO IHS MPUHATUS COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM
WCIIOJTHUTEIIbHOW  BIACTH  COOTBETCTBYIOIIETO  3asBJIICHUS O TOCYAApPCTBEHHOW  PErHCTpaluu
JIEKapCTBEHHOTO TpemapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB MO J€Hb BbIIa4l
PErUCTPAIIMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara. Bpems, HeoOxoauMoe /i HarpaBieHUs
YIIOJTHOMOYEHHBIM  (peiepalibHbIM  OpPraHOM HCIIOJIHUTEIBHOW BJACTH 3ampoca O MPeACTaBICHUU
HEOOXOIMMBIX MaTEpPUAJIOB U MPEICTABICHUS 3asiBUTEJIEM OTBETAa Ha JIaHHBIN 3apOC B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHacrosmero denepaqbHOr0 3aKOHA, HE YYWUTBHIBAETCA NMPH HMCUUCIEHUU CpPOKa
TOCYJapCTBEHHOM PETUCTPAINH JICKAPCTBEHHOTO permapara.

5. 'ocyaapcTBeHHOM perucTpalnu He MOJIekKaT:

1) nexapcTBeHHBIE TpenapaThl, M3TOTOBJICHHBIC alTEYHBIMH OPTAHHU3AIUSAMH, BETEPUHAPHBIMH
anTEeYHbIMM OPraHU3alUAMH, UHIAUBUAYATbHBIMU NPEANPUHUMATENSAMUA, KOTOPbIE MMEIOT JIMIICH3UI0 HA
dbapmareBTUUECKyl0 JeATEeIbHOCTh, 10 pelenTaM Ha JEKApCTBEHHBIE MpernapaTthl W TPeOOBaHUSIM
MEIUIIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHU3allnii;

2) nekapCTBEHHBIE MpernapaThl, MPUOOpeTeHHbIe (PM3NIECKUMU JTUIaMU 3a TipenenamMu Poccuiickoit
®denepannu U NpeJHA3HAYECHHBIE 1JIs1 TUYHOTO MCTIOJIb30BaHMS;

3) nexapcTBEHHBIE TIpemnapathl, BBO3UMbIe B Poccuiickyro denepanuro a1 OKa3aHUs METUITMHCKON
MOMOILM MO >XKU3HEHHBIM MOKa3aHUsIM KOHKPETHOIO MAallMeHTa Ha OCHOBAaHWU pa3pellieHus, BBIAAHHOTO
YIOJIHOMOYEHHBIM (peieparbHbIM OPTaHOM HUCTIOTHUTEIHFHOM BJIACTH;

4) nexapCTBEHHbBIE CpPEICTBa, BBO3UMbIE B Poccuiickyro @enepaiuio Ha OCHOBAaHMHM BBIJAHHOTO
YIIOJTHOMOYEHHBIM (efiepaibHbIM OpraHOM MCIIOJHUTEIBHOW BIIACTH pa3pelieHHs] M MpeaHa3HaueHHbIE
JUIsT TPOBEJNEHUS KIMHUYECKUX HCCIEIOBAaHUN JIEKapCTBEHHBIX IMpenaparoB W (WJIH) MPOBEACHUS
SKCHEPTHU3bl  JIEKAPCTBEHHBIX  CPEICTB Ui  OCYLIECTBIEHHS TIOCYJAapCTBEHHOM  perucTpanuu
JIEKaPCTBEHHBIX MPENAPaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;
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6) paanodapMaleBTHUECKHE JIEKAPCTBEHHBIC IMpENapaThl, HW3TOTOBJICHHBIC HETOCPEICTBEHHO B
MEAMIMHCKUX OpraHu3alusaX B TOPsIKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (eaepaabHbIM OpPraHoM
WCIIOJIHUTEJIbHON BIIACTH;

7) nekapCTBEHHBIE MTpernapaThl, IPOU3BOJUMBIEC IJISl HIKCIOPTA.

6. He nomyckaercs rocy1apcTBEHHasl perucTparus:

1) nexkapCTBEHHBIX IMPenapaToB, OTIMYAIOIIUXCS JPYr OT JApyra KadyeCTBEHHBIM COCTaBOM
JIEMCTBYIOIIMX BEIIECTB, 0]l OAMHAKOBBIM TOPIOBBIM HAUMEHOBAHHUEM;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 uzmenen ¢ 15 uronsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

2) OIHOTO JIEKapCTBEHHOI'O Iperapara, MpeICTaBICHHOTO Ha TOCYIapCTBEHHYIO PETUCTPALUIO B
OTHOIIEHWHM OJHOTO W TOTO >K€ JAep)Karesis WIM BIaJeNblla PErHCTPAlMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOI'0 Ipemnapata B BUAE JABYX U Ooyiee JEKapCTBEHHBIX MPEMapaToB IMOJ pPa3INYHbIMU
TOPrOBHIMU HAMMECHOBAHUSIMHU.

7. Ilo 3ampocy (B 31meKTpoHHOM (opme Ui Ha OyMa)XHOM HOCHTeNe) CyObekTa oOpaleHus
JIEKapCTBEHHBIX CPEJCTB COOTBETCTBYIOMIMM YIIOJTHOMOYEHHBIM (peiepaibHbIM OpraHOM UCTIOHUTEbHON
BJIACTH, OCYILECTBISIONIMM TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKAPCTBEHHBIX  IpernapaToB, B
YCTAHOBJICHHOM MM TIOPS/IKE OCYIIECTBISIETCS HaydYHOE KOHCYJIBTHPOBAHUE 1O BOIPOCAM, CBSI3aHHBIM C
MPOBEJCHNEM JOKIMHUYECKUX MCCIEAOBAHUN, KIMHUYECKUX UCCIEIOBAHUMN JIGKAPCTBEHHBIX MPENnaparos,
IKCHEPTH3bl KAueCTBA JIEKAPCTBEHHBIX CPEACTB, d(P(EKTUBHOCTH M OE30MACHOCTH, C OCYIIECTBICHUEM
rOCYy/IapCTBEHHOW PETUCTPALUU JIEKApCTBEHHBIX MpemnapaToB. KoHCyabTUpOBaHHE OCYIIECTBISETCS C
npuBJeueHHEeM (eaeparbHBIX TOCYIapCTBEHHBIX OI0/PKETHBIX YUPEKACHUH, TOABEIOMCTBEHHBIX JAHHOMY
denepanbHOMYy OpraHy HCIOJHUTEIHHON BIACTH W HE YYACTBYIOIIUX B OPraHU3allMd TPOBEIEHUS
9KCHEPTU3bl KadecTBa JIEKAPCTBEHHBIX CPEJACTB B IIENIAX OCYIIECTBICHUS WX TOCYIapCTBEHHOU
pEerucTpallui B COOTBETCTBHHM CO cTaThell 16 Hacrosimero denepanbHOTO 3aKOHA, B BHJAE OTBETa B
NUCHbMEHHOW (OpME YITOJIHOMOYEHHOTO (heIepabHOr0 OpraHa HMCIOJHUTENBHOW BIIACTH Ha 3arpoc.
Pa3mep B3umaemoli ¢ 3asBUTENS TIATHI OMPEEIIeTCS B COOTBETCTBUH C 3aKOHOATeLCTBOM Poccuiickoit
Oeneparuy 00 OpraHU3ayuy TPEAOCTaBICHHS TOCYIapCTBEHHBIX M MYHUIIMNIABHBIX yeryr. MHpopMarus
00 OCYIIECTBICHUN HAYYHOTO KOHCYJIbTUPOBAHHUS, B TOM YHUCIIE CTaThU, 0030PHI, CITPABOYHbIC MaTEPHAIIBI
U WHasg uHpopMaryst 00 OCYIIECTBICHUH HAYYHOTO KOHCYJIBTHPOBAHHSA, Pa3MeNIaeTcss Ha OQUIIHaTEHOM
caiiTe yIOJIHOMOYEHHOro (elepaJbHOr0 OpraHa HCHOJHHUTENbHOM Biacth B cetn "HHTepHer"
COONIIOJICHNEM  OTPAaHMYCHH, YCTAHOBJIEHHBIX 3aKOHOJATEIILCTBOM O TEPCOHAJBHBIX  JTaHHBIX,
KOMMEPUYECKOM 1 (MJIM) TOCYAapCTBEHHOM TaiiHe.

8. TocymapcTBeHHast perucTparys JeKapCTBEHHBIX MpPENapaToB, KOTOPHIE MpeaHa3HAuYeHBI IS
NPUMEHEHUS B YCIOBHSIX BOCHHBIX JIEHCTBUM, YpPE3BBIYAMHBIX CHUTYaIli, MPOQUIAKTUKHA U JICYCHUS
3a00J7IeBaHUN W TTOPAKEHUH, TOJYYEHHBIX B PE3yNIbTaTe BO3JEHCTBHS HEOIATONMPHUATHBIX XUMHUYECKUX,
OMOJIOTUYECKHX, paJUallMOHHBIX (AKTOPOB, U pa3paboTaHbl MO 3aJaHuio (eaepaabHBIX OpPraHoOB
WCITOJTHUTEIIbHON BIIACTH, YIIOJHOMOUYEHHBIX B 00JIaCTH OOOpPOHBI CTPaHbl U OE30MAaCHOCTH TOCYIapCTBa,
OCYILECTBIIsICTCS B NOpsiAKke, ycTaHOBIeHHOM [IpaBurensctBom Poccuiickoit @enepannu.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 13 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 06 U3MEHEHUIX:
Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 14 nacmoswezo Dedepanvroo
3AKOHA U3/10J4CEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell peoaxKyuu
Crarba 14. [IpuHIMIBI SKCIIEPTU3BI JICKAPCTBEHHBIX CPEIICTB
1. DxcnepTr3a JIEKapCTBEHHBIX CPEJCTB OCHOBHIBACTCSI HA MPUHIIUMIAX 3aKOHHOCTH, COOJIOICHUS
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npaB ¥ CBOOOJ YelOBeKa M TpaKJAaHWHA, IpaB IOPUIMYECKOTO JIMIA, HE3aBHCHUMOCTH JKCIEpTa,
O0BEKTUBHOCTH, BCECTOPOHHOCTH M IIOJIHOTHI MCCJIEIOBAHUM, NPOBOAMMBIX C HCHOJIb30BAHUEM
COBPEMEHHBIX JIOCTH)KCHUH HAyKW M TEXHUKH, OTBETCTBEHHOCTH (ellepalbHOIO T'OCYIapCTBEHHOTO
OIO/KETHOTO YUPEXIEHHUS 110 IPOBEIECHUIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB U SKCIEPTOB 32
IIPOBEICHUE U KAYECTBO DKCIIEPTU3BI.

2. DKcrepTu3a JIeKapCTBEHHBIX MPEenapaToB A MEJUIIMHCKOTO IPUMEHEHHS BKJIIOYaeT B ceOsl:

1) skcnepTu3y NOKYMEHTOB, NPEACTABICHHBIX Ul ONpPEAEIEHUS BO3MOXHOCTH paccMaTpHUBAaTh
JICKapCTBEHHBIN IpemnapaTr i1 MEIULUHCKOTO INPUMEHEHHsS IPU OCYIIECTBICHHU TIOCYAApCTBEHHOU
perucTpanyu B Kauectse oppaHHOTO JIEKAPCTBEHHOT'O Ipenapara;

2) 3KCIepTU3Y NPEUIOKEHHBIX METOJJOB KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOI'O CPEACTBA U KaYeCTBa
NPECTAaBICHHBIX 00pa3loB JICKAPCTBEHHOTO CPEICTBA C KCIIOJIB30BAaHHMEM STHUX METOJOB (lanee -
9KCHEPTU3a KaueCTBa JICKapCTBEHHOI'O CPE/ICTBA);

3) oKcHepTu3y OTHOLUEHUS OXHAAeMOM IMOoJib3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHUs
JIEKapCTBEHHOTI'0 IIpernapara.

Undopmarus 06 n3MEHEHUX:

Yacms 2 dononnena nynkmom 4 ¢ 1 mapma 2020 e. - @edepanvuviii 3axon om 27 dekaopsa 2019 . N
475-D3

Cm. 6yoywyro pedaxyuio
3. DkcnepTu3a JIGKapCTBEHHBIX MperapaTroB AJis BETEPUHAPHOTO MPUMEHEHUs BKIIIOYAeT B cels
IKCIIEPTH3Y KadecTBa JIEKAPCTBEHHOIO CPEACTBA W OKCIIEPTH3Y OTHOIICHUS OXHUIAEMON TMOJB3Bl K
BO3MOXXHOMY PHCKY IIPUMEHEHUS JIEKAPCTBEHHOT'O TIperapara.
TAPAHT:

Cwm. [Tonoxxenne o mopsaKe HKCIEPTU3bI, UCIIBITAHUS U PETUCTPALIMU BETEPUHAPHBIX IpenapaTtoB B PO,
YTBEPKACHHOE | TaBHBIM IrOCy1apCTBEHHBIM BeT€pUHAPHBIM HHCTIEKTOPOM P®D 3 okTsi0ps 1995 r.

CwMm. KOMMCHTApHUHU K CTAaTbC 14 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Cratbs 15. @enepasibHOE TIOCYIapCTBEHHOE OIOJKETHOE YUpEXKJEHUE 110 MPOBEIECHUIO
9KCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

DKcnepTusa JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (hefiepaibHbIM TOCYIapCTBEHHBIM OO KETHBIM
YUPEKAECHUEM COOTBETCTBYIOLIETO YHNOJIHOMOYEHHOTO (hefepallbHOTO OpraHa HCHOJHHUTENBbHOM BIIACTH,
CO31aHHBIM JIA oOecrieueHrs HCIIOJHEHHUS IOTHOMOYHUH DTOTrO (benepam)Horo opraHa II0 BbIJA4c
paspelleHnii Ha NpoBeleHHE KIMHMYECKHX HCCIeIOBAHUN JIEKapCTBEHHBIX IpernaparoB U (WIK) IO
roCyJapCTBEHHOHN pErucTpaluy JeKapCTBEHHbBIX IPENapaToB (Jlanee - SKCIEPTHOE YUPEKACHUE).

T'APAHT:

CM. xomMeHTapuu K cTatbe 15 HacTosmero denepalbHOTO 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 Odexabps 2014 2. N 429-D3 naumenosanue cmamou 16 Hacmoswe2o
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexem naumenosanus 8 npeovioywell peoaxyuu

Crarbs 16. Opranuszanus NpoBeACHNs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

l. DOkcneprHs3a JEKapCTBEHHBIX CPEACTB IIPOBOJUTCA KOMHUCCHEH JKCHEPTOB 3KCIEPTHOTO
YUPEXKICHUS, HA3HAYECHHON €ro pyKOBOAMTEIIEM, Ha OCHOBAHMM 3aJaHMS HA IPOBEIACHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPE/ACTBA, BBIJAHHOI'O YIOJHOMOYEHHBIM (pefepalbHbIM OpPraHOM HCIIOJIHUTEIbHON
BJIAacCTH. PyKOBOAMTENb 3KCIEPTHOTO YUPEKACHUSI 00ECIEUMBACT HAIJIEXKaIlee MPOBEACHHE dKCIEPTH3HI
JICKapCTBEHHBIX CPEICTB B COOTBETCTBUHM C 3aJaHHEM, BBIIAHHBIM YIOJHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIIOJHUTEIBHOW BJIACTH, U OPraHU3yeT IMOArOTOBKY CBOJHOTO 3aKJIIOYEHHUS 3TOM KoMHUCcHH. B
COCTaB 3TOW KOMHCCHH IO PELICHUIO PYKOBOIMTENS SKCIEPTHOTO YUPEKICHHUSI MOTYT OBITh BKJIIOUEHBI B
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Ka4yecTBE SKCIIEPTOB JIMIA, HE pabOoTaloNIMe B JAHHOM 3KCIIEPTHOM YUPEKACHUH, €CIIU UX CIEIHaIbHbIE
3HAHUS HEOOXOIMMBI Ul TPOBEICHMsI SKCIEPTU3bl W TaKue OHKCHEPThl OTCYTCTBYIOT B JaHHOM
AKCIEPTHOM YUPEKIACHHUM.

2. DKCHEepTOM IO IMPOBEACHUIO 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB SIBISIETCS aTTECTOBAHHBIN
pabOTHUK SKCHEPTHOTO YUYPEXKIEHHs, KOTOPBIH MMEeT BBICIIEE MEIUIMHCKOE, (hapMaleBTHUECKOE,
Ouosiornyeckoe, BETEpMHAPHOE WIN XMMHYECKoe 00pa30BaHUE M MPOBOIUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B TIOPSI/IKE UCTIOIHEHUS CBOUX JIOJDKHOCTHBIX 00SI3aHHOCTEH (Jasiee - HKCIepT).

3. Ilpu mpoBeAeHHUU SKCHEPTH3bl JICKAPCTBEHHBIX CPEJCTB JKCIEPT HE MOXKET HaXOIUThCS B
KaKoi-mnb0 3aBHCHMOCTH OT JIMIIA, HA3HAYMBILEIO 3Ty AKCHEPTU3Y, DPa3paboTUMKa JIEKAPCTBEHHOTO
Cpe/CTBA WIN APYIUX 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3KCIIEPTU3bI JIUII.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axoHom om 25 wnosopa 2013 e. N 317-@3 uyacmv 4 cmameu 16 Hacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npeovioyuell pedaxKyuu

4. Ilpu npoBeNEHUHM OHKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JOIMYCKaeTcsl UCTpeOoBaTh y
3asBUTENST MO0 MHBIX JIMI[ MaTepuaibl, HEOOXOIUMBIC I TMPOBEACHUS OSKCIEpTH3bl. B ciydae
HEJOCTATOYHOCTH MPEICTABICHHBIX YKCIEPTY MATEPUAIIOB IS JaYU 3aKJIFOUEHHUS SKCIIEPT CTABUT BOMPOC
O TPEACTABICHUU €My HEOOXOJIMMBIX MAaTEPUAJIOB TEpel PYKOBOJIUTEIIEM JKCIIEPTHOTO YUPEIKICHUS,
KOTOpBI oOpalaercss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIOJHOMOYEHHBIN (enepanbHblii opran
WCIIOJIHUTEIIbHOM BJIACTH, BBIJIABIIUMA 3aJjaHWE HA TPOBEICHHUE IKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA.
VYkazaHHbI (enepalbHbIil OpraH MCIOJHUTEIBHOW BJIACTU B TEUEHUE MATH pabouux JHEH co JHS
NOCTYIUIEHUSI 3allpoca PYKOBOJUTENSI SKCIIEPTHOIO YUPEKICHUS HAlpaBisieT 3asBUTENIO0 3alpoc O
MPEJICTaBICHUH HEOOXOJUMBIX MaTepHanoB. [laHHBINA 3ampoc MOXET OBITh MepefaH YHIOJTHOMOYEHHOMY
MPEJACTABUTEIIO 3aABUTEISI IMYHO TOJ PACITUCKY, HAIPABJICH 10 TTOYTE 3aKa3HBIM IMUCHbMOM WJTM TIEPE/IaH B
JNEKTPOHHOU (popMe MO TEeNeKOMMYHHMKAIIMOHHBIM KaHalaM CBs3U. B ciydyae HampaBieHHs] JTaHHOTO
3ampoca Mo TMOYTE 3aKa3HbIM MHUCHMOM OH CUUTAETCS TMOJYYEHHBIM MO UCTEUEHUU IIECTH JHEH C JaThI
HaIlpaBJICHUs 3aKa3HOTO MHUChMa.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvs 16 nacmoaweco Dedepanvrozo
3aKona 0onoineHna yacmoio 4.1
4.1. 3asBuTenp 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YMOJIHOMOYEHHOTO (heepaabHOro OpraHa
WCTIOJTHUTEIIEHOM BJIACTH B CPOK, HE MPEBBIIAONINKA JEBIHOCTA pabovMX JTHEH CO JHS €ro IMOyYCHHUS.
YnonHoMoueHHBIH (efepanbHblii OpraH MCIIOJHUTENBHON BJIACTH, BBIIABIIUHN 3aJaHHe Ha MPOBEICHUE
IKCIIePTH3bI JICKAPCTBEHHOT'O CPEJICTBA, B TEUCHHE MATH PAOOYHX JHEU CO JIHS IMOCTYIUICHHS OT 3asBHTEIS
OTBeTa Ha JIaHHBIM 3alpoc HaMpaBlIeT TaKOW OTBET B OJKCIEPTHOE YyupexkieHwe. B ciydae
HETPEJICTABJICHAS 110 WCTCUYCHUH JICBSHOCTAa pabovmMXx JHEW 3asBHTEJEM OTBETa Ha JIAHHBIM 3ammpoc
YIIOJTHOMOYEHHBIN (efiepanbHbli OpraH MCIOJHUTENBLHON BJIACTH, BBIAABIIMN 3a/laHue Ha IMPOBEICHUE
IKCIIEPTH3bl JICKAPCTBEHHOTO CPEJCTBA, B TEUCHUE TMATH pabovMX JHEW HaAmpaBiIIeT B AIKCIEPTHOE
yUpeXJIeHUE YBEIOMIICHHE O HEeTPEACTaBICHUH 3asBUTEIEM OTBETa Ha 3alpoc yKa3aHHOTO opraHa. Bpems
CO JHS HAmpaBJCHHS 3ampoca dJKCIIEPTHOTO YUPESKICHUS B YIIOJHOMOUYCHHBIH (eepaabHblid OpraH
UCTIOTHUTENILHON BIIAaCTH A0 MAHS TOJYYeHHs] SKCIEPTHBIM YUPEXKIEHHEM OTBEeTa Ha 3ampoc WIH
YBEJIOMJICHHSI O HETIPEICTABIICHUN OTBETA HA 3alPOC HE YUUTHIBACTCS TIPH UCUYHMCICHUU CPOKA TIPOBEICHUS
9KCIIEPTHU3bI IEKAPCTBEHHOTO CPEICTRA.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 16 dononnena wacmoto 4.2 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-D3
4.2. Ecnu B cocTaBe perucTpallMOHHOTO JIOChE Ha JIEKAPCTBEHHBIM MpemnapaT sl MEIULUHCKOTO
MIPUMEHEHUS COICPKUTCS TTPEAyCMOTpeHHas ctatheil 18, yacteio 1.1 ctaten 30 U cTaTheil 34 HACTOSIIIETO
@denepallbHOTO 3aKOHA KOIHS PEIICHHs YIOJHOMOYEHHOTO (eIepalbHOrO OpraHa HUCHOTHUTEIbHOU
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BJIACTH O IMPOBEICHUU HWHCIEKTUPOBAHUS IPOU3ZBOJMUTENS JIEKAPCTBEHHBIX CPEACTB, JKCHEPTY 10
0(QOpMIICHHS PE3YJIbTaTOB AIKCIEPTU3bl JICKAPCTBEHHOT'O CPEJCTBA IMPEIOCTABISAETCS B IMOpPSAKE M Ha
YCIIOBHSIX, KOTOpbIE MPEAYyCMOTpeHbl uacTsiMu 4 u 4.3 HAcTOALIEH CTaTbU, KOIMHUSA 3aKIIOYCHUS O
COOTBETCTBUM  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TpeOOBaHHMSAM  IPaBUJI  HaJJexKallen
MPOM3BOJICTBEHHON TPAKTHUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (DeiepalbHbIM OPTaHOM HCIIOTHHTEIBHOM
BJIACTH.

Wndopmarius 06 H3MEHEHUSX:

Cmamus 16 dononnena wacmoio 4.3 ¢ 15 uona 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-D3

4.3. 3asBuTenb 00s13aH MPEICTABUTh B YIIOJHOMOYCHHBIN (eaepaabHblii OpraH MCIOJHUTEIBLHON
BJIACTH KOIMIO 3aKIIOYEHUS O COOTBETCTBUU MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBaHUSAM
IpaBuJl HaJIeKalleldl MPOU3BOACTBEHHON NPAKTUKH B CPOK, HE MPEBBIMIAIOIIMNA CTa BOCBMHJIECATH
paboumx JHEH CO JTHS MOMyYEHUs 3alpoca O €€ MPEJOCTABICHUH. Y TOJIHOMOUYCHHBIN (DeiepanbHblidl Opran
WCIIOJIHUTEJIbHON BJIACTH, BBIAABLIMM 33JlaHHE HA MPOBEACHUE HKCIEPTU3bI JEKAPCTBEHHOI'O CPEJCTBA, B
TE€YEHHUE MATU pabouMx JHEW CO JHA IMOCTYIUIEHHS OT 3asBUTENSl KOMHM 3aKIFOYEHUS] O COOTBETCTBHUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSIM TMPaBUJ HAJJIEKAIIeH MPOU3BOJICTBEHHOM
IPAKTUKW, HAIpaBiseT €€ B OSKCIEPTHOE YupexkieHue. B ciydae HempencTaBiieHUs 3asiBUTEIIEM B
YKa3aHHBIM CpPOK KONHMM 3aKIOYEHUST O COOTBETCTBHM ITPOM3BOAMUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSIM MPABUII HA/JISKAIIEH POU3BOJICTBEHHON MPAKTHKH YIIOJTHOMOYEHHBIN (heaepanbHbIii OpraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIAABIIWK 3aJaHUE HA MPOBEACHUE HKCIEPTU3bI JEKAPCTBEHHOI'O CPEJCTBA, B
TE€YEHUE MATH pabouMX JHEH HampapiseT B AKCHEPTHOE YUPEKICHHE YBEJOMJICHUE O HENpEACTaBICHUU
3asiBUTENIEM KOIUU 3aKIIIOUEHUSI O COOTBETCTBUM MPOU3BOAUTEINS JIEGKAPCTBEHHBIX CPEJCTB TPEOOBAHUIM
IpaBWJI HaJUIeKalle TpOM3BOJACTBEHHON MPAKTUKU. BpeMs co 1HSA HampaBieHHs 3arpoca 3KCIEPTHOrO
YUpEXKJIEHUSI B YINOTHOMOYEHHBINH (heepaabHblii OpraH HCIOJHUTENBHON BIACTU 10 JHSA TMOTYYCHHS
SKCIIEPTHBIM YUPEXKJIEHUEM KOIUU 3aKJIIOUEHHUSI O COOTBETCTBUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM TMpaBWJI HAAJEKallell MPOU3BOJACTBEHHOW TMPAKTUKA WM  YBEAOMJIGHHS O €€
HENPEJCTaBICHUN HE YYUTHIBAETCS NPU HCUYHUCIEHUU CpPOKAa IMPOBEIEHUS SKCIEPTH3bl JIEKAPCTBEHHOTO
CpEJICTBA.

5. DkcnepT mnpu NPOBEIACHUM IOPYYEHHOH €My pPYKOBOJIWTENEM SKCIEPTHOIO YUpekACHUS
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTM TOJHOE MCCIEAOBAHUE IMIPEACTABIECHHBIX €My OOBEKTOB, MaTepuajoB, JaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE [0 [IOCTABIEHHBIM TEepeJ] HUM BONpOcaM WM
MOTHUBHPOBAHHOE 3aKJIIOUEHNE O HEBO3MOXXHOCTH MPOBEICHUS UM IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA,
€CJIM TIOCTABJICHHBIE BOIPOCHI BBIXOAAT 3a TMpEeAeNbl CIEUUaIbHBIX 3HAHUN OJKCHEepTa, OOBEKTHI
UCCJIEIOBAaHUM U MaTepuajbl HEMPUTOJIHbI WM HEIOCTATOYHBI JJIsl MPOBEACHUS HCCIEIOBAaHUN U Jauu
3aKJTFOYEHUs TUOO COBPEMEHHBIM YPOBEHb Pa3BUTHs HAYKH HE IMO3BOJISIET OTBETHUTH Ha MOCTABJICHHBIE
BOIIPOCHI;

2) He pasrjamarb CBEACHUS, KOTOPHIE CTAIIM €My MU3BECTHBI B CBS3M C MPOBEJICHUEM SKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, a TAaK)K€ CBEJCHUS, COCTABIISIIOIINE TOCYAapCTBEHHYIO, KOMMEPUECKYIO MU
MHYIO OXPaHsEMYIO 3aKOHOM TaliHy;

3) obecnieunTh COXPAaHHOCTh MPECTABIEHHBIX 00BEKTOB HCCIEA0BaHNN U MaTEPHAJIOB.

6. DKcIepT He BIIpaBe:

1) npoBOAUTH KCHEPTU3Y JIEKAPCTBEHHOI'O CPEICTBA MO OOpAIICHHUIO HEMOCPEACTBEHHO K HEMY
OpTraHu3aIi WU PU3NIECKUX JIHII,

2) caMOCTOSITENIbHO COOMpaTh MaTepUalbl J1s IPOBEACHUSI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEICTBA;

3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HETOCYJaPCTBEHHOIO IKCIEPTA.

7. B cinydae HEOOXOIMMOCTH OKCIEPT BIPAaBE XOJATAMCTBOBATH TEPEN PYKOBOJHUTEIIEM
AKCIIEPTHOTO YUPEKIEHHUS O MPUBJICUCHUH K MPOBEICHUIO IKCIIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA APYTUX
3KCHEPTOB.

8. KaxnpIil sKcrept, BXOASIIUA B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEACHUE
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AKCIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CaMOCTOSITEIBHO IIPOBOJAUT HCCIEI0BaHUS,
OLICHUBAET PEe3yJIbTaThl, MOJYUYEHHBIE MM JIMYHO U JAPYTUMHU SKCIEepTamMH, U (OPMYIHpPYET BBIBOJBI
OTHOCHUTEJIBHO ITOCTaBJIEHHBIX BOIIPOCOB B IIPE/EIaX CBOUX CIIEHUANIbHBIX 3HAHUH.

9. Pe3ynbTaThl 3KCHEPTU3BI JIEKAPCTBEHHOTO CpelcTBa O(GOPMIISIOTCS 3aKIIIOUEHHEM KOMHCCUU
IKCIEPTOB. B 3akiiodeHMM KOMHCCHM OJKCIEPTOB YKAa3bIBAIOTCS II€PEUEHb MCCIEA0BAaHUN, 00bEM
MPOBEJICHHBIX KaKIbIM dKCIEPTOM HCCIIEIOBAaHH, YCTAHOBJICHHbIE KXKIBIM M3 HUX (PAKThl M CIENIaHHBIC
B pe3yJbTaTe MCCIEJ0BAaHUI BBIBOABI. DKCIEPT, MHEHHE KOTOPOTO HE COBIANAET C PEIIEHUEM KOMHCCHU
9KCIIEPTOB, BIPABE BBIPA3UTh CBOE MHEHHE B MUCHMEHHOU (opMme, KOTOpoe MPpUoOIIaeTcs K 3aKII0UEHUIO
KOMUCCHH 3KCIIEPTOB.

10. DxkcrmepTbl, BXOA[IIUME B COCTaB KOMHCCHUHU, MPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3axkoHojaTenbcTBOM Poccniickon ®Penepauuu 3a gady 3akKIIOUYEHUs, COIEPKAILEro
HE0OOCHOBaHHBIE WU (PallbCU(DUIIUPOBAHHBIE BBIBOBI, O YEM OHH JIAIOT MOJIHUCKY.

11. Onpenenenue ypoBHS Mpo(hecCHOHATBLHOW MOATOTOBKH JKCIIEPTOB U aTTECTAIMS UX HA MIPABO
MPOBEJICHUS IKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIIOTCS IKCINEPTHO-KBANU(UKAIMOHHBIMU
KOMHCCHSIMH B TIODPSI/IKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (peeparibHbIM OpraHOM
UCIIOJIHUTENIBHONW BJIACTH. YPOBEHb MPOGECCHOHATBLHONW MOATOTOBKU 3KCIEPTOB MOAJICKUT MEPECMOTPY
YKa3aHHbIMH KOMHUCCHUSIMU HE PEXE YeM OJIUH pa3 B IATh JIET.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvruvim 3axonom om 22 oexabps 2014 2. N 429-D3 uacme 12 cmamvu 16 nacmosueco
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujell 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
12. TlpaBuia mpoBeneHUS SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH JKCIEPTH3BI

OTJICbHBIX  BUJOB JIGKAPCTBEHHBIX TMpemnapaTtoB (pedepeHTHBIX JIEKApCTBEHHBIX IPEnapaTos,
BOCTIPOM3BEJICHHBIX  JICKAPCTBEHHBIX TIPENapaTroB, OHOJOTHYCCKUX JICKAPCTBEHHBIX IIPENaparos,
OnoaHanoroBeix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpenapaTtoB (OMOaHAIOTOB), TOMEOMATUYECKUX
JICKapPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTHTEIBHBIX MPENapaToB, KOMOWHANN JIEKAPCTBEHHBIX
npemnapaToB), (OPMBI 3aKIIOUEHUH KOMHUCCHHM OJKCIEPTOB YCTAHABIMBAIOTCSI COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEITLHOU BIIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 16 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 17 nacmosweco DedepanbHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npeodvloyujel peoaKyuu
Crarba 17. llomaya u paccMOTpeHHME 3asBIIEHHS O TOCYIapCTBEHHOM pErucTpaluu
JIEKapCTBEHHOTO Tpernaparta Jjisi BETepUHAPHOTO TPUMEHEHUS

1. Jlmg rocynapCTBEHHOM pErucTpalMy JIEKapCTBEHHOTO Mpernapata JUisli BETEPUHAPHOTO
MpUMEHEHUS pPa3pabOTYMK TaKOTro JICKAPCTBEHHOTO TMperapaTta WA YIOJTHOMOYEHHOE WM JPYyroe
IOPUIMYECKOE JIMIO (Jajee B HACTOSIIEH CTaThe - 3asABUTENb) MPEACTABISET B YIOJTHOMOYECHHBIN
dbeneparbHBIE OpraH HWCIOTHUTEIBHOW BJIACTH, OCYIIECTBISIONIMA TOCYAApPCTBEHHYIO PETHUCTPAIUIO
JICKapCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOTO MPUMEHEHHs, B JIEKTPOHHON (hopMe Hiin Ha OyMaskHOM
HOCUTEJIE 3asBIIEHHE O TOCYJapCTBEHHOW pErucTpanuy JEKapCTBEHHOIO INpemnapara JUisi BETEpHUHAPHOTO
NPUMEHEHHUS, & TaKXKe B TOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJHHUTEIHHONW BJIACTH, B 3JEKTPOHHOU (opMe min Ha OyMaKHOM HOCHUTEJE HEOOXOIUMBbIE
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PETHCTPAIlMIOHHOE J0ChE€ Ha JIEKAPCTBEHHBIM Tperapar Jyis
BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asBNeHUU 0 rocyapCTBEHHOM perucTpanuu JeKapcTBEHHOIO MpernapaTa sl BETepUHAPHOTO
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IIPUMEHEHHUS YKa3bIBAIOTCH:

1) HauMeHOBaHUE U aJIpec 3asBUTEIS, pa3paboTurKa U IPOU3BOIUTENIS JIEKAPCTBEHHOTO Mpernapara
JUIsL BETEPUHApPHOIO IPUMEHEHMS] M aApec MeCTa OCYIIECTBJIEHHUS IIPOU3BOJCTBA JIEKAPCTBEHHOI'O
mpenapara JAjisi BETEPUHAPHOTO NpHUMEHEHHus (B ciydyae HaJIM4YUsl HECKOJIbKUX YYaCTHHUKOB Ipoliecca
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXKI0T0 U3 HUX);

2) HaMMEHOBaHUE JIEKAPCTBEHHOT'O Mpernapara Jijisi BETEpPUHAPHOTO MPUMEHEHHs! (MEKyHapOIHOE
HENaTEeHTOBAHHOE, WM IPYIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

3) mepedeHb JIEHCTBYIOIIUX W BCIIOMOTATENbHBIX BEIIECTB, BXOSIIMX B COCTAaB JIEKApPCTBEHHOTO
npernapara Jyisi BETEpUHApHOTO IIPUMEHEHUS, C YKa3aHUEM KOJIMYECTBA KaX/10I0 U3 HUX;

4) nexapctBeHHas ¢opMa, T03UPOBKA, CHOCOOBI BBEACHHS W MPUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOI'0 IIperapara Jyisi BETEpUHAPHOT0 PUMEHEHUS;

5) dapmakoTrepaneBTHUECKas IPYyIIa;

6) HEOOXOJUMOCTh NMPUMEHEHHSI YCKOPEHHOM MPOIeyphl AKCIEPTH3BI JICKAPCTBEHHBIX CPEJICTB B
LEJSIX TOCYJapCTBEHHOM perucTpaiiy JIeKapcTBEHHOTO Mpernapara;

7) KOIIMK TOKYMEHTOB, OATBEPKAAIOIIMNX YIIJIATy TOCY1apCTBEHHOM MOLUIUHBIL:

a) 3a MPOBEACHHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTHU3bl OTHOIICHUS
0’KHMJJaEMOM TOJIb3bI K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTrO IperapaTa Jyuisi BETEpUHAPHOTO
MPUMEHEHUS IIPH €ro TOCyIapCTBEHHON PETUCTPAIUY;

0) 3a BbIAAUY PETUCTPALIMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOTO Mpenapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uons 2015 . N 241-D3 6 nynkm 8 wacmu 2 cmamvu 17 nacmoswezo
DedepanbHoc0 3aKOHA BHECEHbL USMEHEHUS.
Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
8) Hamuuue coryiacusi, MPEAYCMOTPEHHOTO0 4YacThi0 7 HACTOSIIEH CTaThU, €CIM C MOMEHTa
peructpanuu peepeHTHOro JIEKapCTBEHHOTO MpemnapaTa Jjsl BETepUHAPHOTO IPUMEHEHHUSI IPOIILIO MEHee
YeM IIECTh JIET.

Wndopmarys 06 M3MEHEHHSAX:
Yacmws 3 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxkyuio
3. Perucrparnmonnoe qoche B IENSIX AKCIIEPTU3BI JIEKAPCTBEHHOTO Tpenapara Jjisi BETEpUHAPHOTO
npUMEHEeHUs (HOpPMUPYETCs U3 CIEIYIOMIHNX JOKYMEHTOB:

Undopmaims o6 u3MeneHusx:
Ilynkm 1 usmenen c 1 aneapsa 2021 2. - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Ilynxkm 1 usmenen c 15 urons 2018 e. - @edepanvusiii 3akon om 4 utonsn 2018 . N 140-D3

CMm. npedvloyuyro pedaKyuio
1) komus JHWIICH3UW Ha IPOHM3BOJCTBO JICKAPCTBEHHBIX CPEJICTB, BBIJIAHHOW TMPOU3BOIUTEIIO
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpemnapara Uil BETEPUHAPHOTO NPUMEHEHUS, AN POCCUUCKHUX
MPOU3BOAUTENEH;

UHpopMaimis 06 H3MEHEHHsX:
Ilynkm 2 usmenen c 1 aneapsa 2021 2. - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Ilynxkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3akon om 4 uronsn 2018 . N 140-D3

CMm. npedvloywyro pedaKyuio
2) xomWs JHMIIEH3WM Ha TPOW3BOJACTBO JICKAPCTBEHHBIX CPEJCTB, BBIJIAHHOW MPOM3BOIUTEIIO
dbapManeBTUYECKON CyOCTaHIINHU, BXOMASIIEH B COCTaB PETHCTPUPYEMOTO JICKAPCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO IPUMEHEHUS, IJISI POCCUHCKUX TIPOU3BOIUTENCH;
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Wndopmarus 06 H3MEHEHHSIX:

Yacmo 3 donoanena nynkmom 2.1 ¢ 15 uwona 2018 2. - @eodepanvruiii 3axkon om 4 uiousn 2018 2. N
140-D3
2.1) xomusi NOKYMEHTa, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOIAUTEINS IS
KOKIOW  NPOU3BOJACTBEHHOW  IUIOMIAAKU  PETUCTPUPYEMOro  JIEKapCTBEHHOrO  MperapaTta  JUis
BETEPUHAPHOTO MPUMEHEHUSI W TOJATBEPXKIAIOUIETO COOTBETCTBUE MPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHUIM TPaBUII HaAJIEXKaIel MPOU3BOICTBEHHOM MPAKTUKHU, U €r0 TEPEeBOJ HA PYCCKHIA
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TIOPs/IKE, a TaKKe KOMMS 3aKIIOUYEeHUs] O COOTBETCTBUU
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSIM MpaBUJ HAJJIeKAIIeH MPOU3BOJICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYCHHBIM (heJiepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIACTU JUIS KaXKIOU
MPOU3BOJCTBEHHON IUIOHIAJIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O Ipernapara Uil BETePUHAPHOTO
NPUMEHEHUS, 00 KOMHS PEHICHHS O MPOBEICHUN WHCICKTUPOBAHUS MPOU3BOIUTEIS JICKAPCTBCHHBIX
CPEICTB, MPHUHSITOTO YIOJHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOJHUTEIBHONW BIACTH AJI KaKIOU
MPOU3BOJICTBEHHON TUIOMIAJKA PETUCTPUPYEMOTO JIEKapCTBEHHOI'O TMperapara s BETEPUHAPHOTO
IIPUMEHEHHUs. YKa3aHHbIE JIOKYMEHTBI MPEJICTABISAIOTCS B Cilydae, €Clid IMPOU3BOACTBO JIEKAPCTBEHHOTO
rperapara oCyulecTBigeTcs 3a npeaenamu Poccniickoit denepanuu;

Wudopmarus 06 H3MEHEHHSIX:

Yacmo 3 donoanena nynkmom 2.2 ¢ 15 urwons 2018 2. - @edepanvhuiii 3axon om 4 uons 2018 2. N
140-D3
2.2) xomus JOKYMEHTA, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IMPOU3BOIUTEIIS
dbapmalieBTUYECKON CYOCTaHIIMU U MOATBEPHKAAIOIIETO COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTUYECKOM
CyOCTaHITMM, BXOMSINCH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO Iperapara JJjisi BETEPHHAPHOTO
NPUMEHEHHUs, TpeOOBaHUAM IMIPaBUIJI HaJJeXalleid MPOU3BOJACTBEHHON MPAKTUKH, W €ro IMepeBoj Ha
PYCCKUM  SI3BIK, 3aBEpPEHHBIE B YCTAHOBIEHHOM TIOpsJKe, B Cly4ae, €ClId TMPOU3BOJICTBO
dapmalieBTUYECKOM cyOCTaHIIMU OCYILEeCTBIsETCs 3a npeaenamu Poccuiickoit @enepanuy;
3) TOpOeKT HOPMATHUBHOTO JIOKYMEHTAa Ha JIEKapCTBEHHBIM TMpemapar s BETEPUHAPHOTO
MIPUMEHEHUS;
4) HOKYMEHT, COJEpKaIlUi CIEAYIOINIyI0 WHpopMaIuioo o ¢GapMareBTUIECKON CyOCTaHIIMU WIIH
dbapmaleBTUYECKUX CyOCTaHIUAX, BXOISIIUX B COCTaB JIEKAPCTBEHHOTO Mpernapara AJisi BEeTEPHUHAPHOTO
MIPUMEHEHUS:

Wndopmarys 06 H3MEHEHHSAX:
THoonynxm "a" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedvioyuyro pedakyuio

a) HauMeHOBaHHE (hapMaleBTHUECKOW CYOCTaHIMM, €€ CTPYKTypa, oOmmue cBoiicTBa (Tpu
roCy/1apCTBEHHON pErucTpalii MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB JIJIsi BETEPUHAPHOTO
NPUMEHEHHs NPEICTaBISIOTCS CBEACHUS O IITaMMe, BKIIOYas €ro HauMeHOBaHHEe, MH(OpMAaIHio o
IIPOUCXOXKIECHNUH, €T0 CBOMCTBAX, XapaKTEPUCTHKAaX U MECTE JEIOHUPOBAHUS);

0) HaMEHOBAaHUE U aJJPEC MPOU3BOIUTENS;

B) TEXHOJIOTHS MPOU3BOJCTBA C OMUCAHUEM CTaJWN MPOU3BOJICTBA U METOJIOB KOHTPOJISI Ha BCEX
CTalusAX MPOU3BOJCTBA;

Wudopmanust 06 U3MEHEHUSX:
TIoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio
r) wuHpopMmamus O TnpuMecsx (HE TNPEACTABIACTCS TMPU TOCYIAPCTBEHHOW PETHCTpaIiH
UMMYHOOHMOJIOTHYECKHX JIGKAPCTBEHHBIX MPETApaToB JIJIsl BETEPUHAPHOTO TPUMEHEHHS);

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "0" usmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npeodvloyuyio peoakyuro
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n) cnenmudukanus Ha  (papMmaneBTHYECKYyl0  CyOCTaHIMIO (HE TPEACTABISACTCS  MpHU
roCy/IapCTBEHHON PErucTpali UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MIPENapaToB JJIsi BETEPHUHAPHOTO
IPUMEHEHHUS);

€) onucaHue METOIUK KOHTPOJISl Ka4ecTBa;

Wndopmarius 06 n3MEHEHHSX:

Iloonynkm "»c" usmenen c 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyugyio peoakyuro
) pe3yibTaThl aHalu3a Ccepuil (apMmaneBTUYeCKOl cyOcTaHmMM (HE MPEACTABISIOTCS IPH
roCyJapCTBEHHOHN perucTpaluu UMMYHOOHOJIOIMYECKUX JIEKApPCTBEHHBIX MIPENapaToB JUIsl BETEPUHAPHOIO
IPUMEHEHHUS);
3) nepevyeHb CTaHJapTHBIX 00Pa3lloB WIN BEIIECTB, UCIOIb3yEMBbIX IIPU OCYIECTBIEHUH KOHTPOJIS
Ka4yecTBa;
1) ONMCAaHUE XapaKTEPUCTUK U CBOWCTB YIAaKOBOYHBIX MaTEpHANIOB U YKYIIOPOUYHBIX CPEJCTB;

Undopmaris 06 n3MEHEHUX:
Iloonynkm "x" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
K) JaHHble O CTaOWIBHOCTH (HE TPEJACTABISAIOTCA IPH TOCYIAPCTBCHHOW PETUCTpAIUH
UMMYHOOHMOJIOTHYECKHX JICKAPCTBEHHBIX MIPEIapaToB I BETEPHHAPHOTO MPUMEHCHYS ),
J) CPOK TOJTHOCTH, YCIIOBHSI XpaHCHHSI,

Undopmarris 06 n3MEHEHUAX:
Ilynkm 5 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio

5) or4er o pe3ynbTaTax IOKJIMHHUYECKOTO HCCIEOBAHUS JIEKAPCTBEHHOTO CpEJICTBA IS
BETEpUHAPHOIO NMPUMEHEHUs], BKJIIOYAOUIMNA ONMCAHUE METOAOB ONpEeAETeHHs OCTAaTOUHBIX KOJINYECTB
JEHCTBYIONIEr0 BelecTBa (AEWCTBYIOIIMX BEIIECTB), JOCTUTAIOLIEro (AOCTUTAIOIIMX) CHCTEMHOTO
KPOBOTOKA, B MPOIYKLIHU >KMBOTHOTO IPOUCXOXKICHHS IOCIEe NMPUMEHEHHs TaKOTo JIEKapCTBEHHOTO
CpeZCTBa, a TAaKXkKe JJOKYMEHTAJIbHOE MOATBEPKIACHNE (BaJIMIAINs) YKa3aHHBIX METOOB;

6) OoT4eT O pe3yapTaTax KIMHUYECKOTO HCCIEA0BaHMs JIEKapCTBEHHOIO Ipernapara i
BETEPUHAPHOTO TIPUMEHEHHUS y KaXKIOTO BUA KUBOTHBIX, YKa3aHHBIX B HHCTPYKIMH MO0 BETEPUHAPHOMY
IPUMEHEHHUIO;

7) TPOEKT WHCTPYKIMH 110 BETEPHUHAPHOMY TPUMEHEHHIO JICKQpCTBEHHOTO TIperapara,
coJiep Kalleil ciaeayoue CBeeHNS:

a) HAMMEHOBaHHWE JICKAPCTBEHHOTO Tperapara s BETEPHHAPHOTO MPUMEHEHHsI (MEXITYHAPOIHOE
HEMaTeHTOBAaHHOE, UJIM IPYNITUPOBOYHOE, MM XUMUUYECKOE U TOPTOBOE HAUMEHOBAHMS);

0) nmekapcTBeHHas (hopMa C yKazaHUEM HAMMEHOBAHUH M KOJMYECTBEHHOTO COCTaBa JIEHCTBYIOMINX
BEIIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB;

B) ONMCaHWE BHENTHETO BUA JIEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IPUMEHEHUS;

r) hapMakoTepaneBTUdecKas Ipyriia JIEKapcTBEHHOT0 Ipernapara /i BETepUHAPHOTO MPUMEHEHHS
WM yKa3aHue "ToMeonaTH4eCKni JIEKapCTBEHHBIN npenapar';

n) (dapmakogmHamMuka W (apMaKOKMHETHKAa (32  HCKIIOYeHHeM  (apMaKOKHHETUKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX IMPEMapaToB M PACTUTENBHBIX JICKAPCTBEHHBIX IPEIapaToB) WA
OTHCaHHEe UMMYHOOHOJIOTMYECKUX CBOMCTB JIEKAPCTBEHHOT'O MpenapaTta;

€) MoKa3aHus T IPUMEHECHUS;

) IPOTUBOIIOKA3aHUS JUIsl IPUMEHEHHUS;

3) MepbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

M) yKa3aHue BO3MOXKHOCTH M 0COOCHHOCTEH PUMEHEHUsI Y OEPEeMEHHBIX KUBOTHBIX, Y )KMUBOTHBIX
B MIEPUOJ JTAKTAllUH, Y TOTOMCTBA KUBOTHBIX;

K) PEKUM JIO3UPOBAHMSA, CIIOCOO BBEJCHHUSA U MPUMEHEHHs, MPU HEOOXOAMMOCTH BpeMs MpHeMa
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JIEKapCTBEHHOTI'0 Ipernapara /i BETEpUHAPHOTO PUMEHEHUS, IPOI0JIKUTEIILHOCTD JIEUEHHUS

J) BO3MOKHbIE TOOOYHbIE ACHCTBUS, HEXKENATENIbHbIE PeaKLUN IPU PUMEHEHUH JIEKapCTBEHHOTO
npernapara Jyisi BETEpUHApPHOIO IIPUMEHEHUS;

M) CUMIITOMBI IIEPEI03UPOBKU, MEPHI 10 OKA3aHUIO TOMOIIHY IIPU MEPEI03UPOBKE;

H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMy U (W) KOpMaMu;

0) GopMBI BBIITyCKA JIEKApCTBEHHOTO Npenapara Ajisl BETEpUHAPHOI0 IPUMEHEHUS;

m) ykazaHue (mpu HEoOXOIUMOCTH) OCOOCHHOCTEH JEWCTBHS JICKAPCTBEHHOTO Tperapara Jyis
BETEPUHAPHOI'O IPUMEHEHUS IIPU IIEPBOM IIPUEME UJIH IIPU €r0 OTMEHE;

Wndopmarius 06 H3MEHEHUX:
Hloonynkm "p" usmenen c 13 aszycma 2019 2. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
p) onmcanue (TIpU HEOOXOIUMOCTH) JACHCTBHIA CIICMATNCTa B 00JIACTH BETEPUHAPHUH, BiaJCIbIla
JKUBOTHOTO TIPU MPONyCKEe MpUEMa OJHOM WM HECKOIbKHMX JI03 JIEKQpCTBEHHOTO Ipemnapara s
BETEPUHAPHOTO IPUMEHEHUS];
C) CpPOK TOJHOCTM M YyKa3aHHE Ha 3ampeT NPUMEHEHHUS JIEKapCTBEHHOIO Ipernapara ais
BETEPUHAPHOTO IPUMEHEHHUSI 110 UICTEYEHUH CPOKA FOJIHOCTH;
T) YCJIOBUS XPaHEHUS;
y) yKa3zaHMe Ha HEOOXOIMMOCTh XpaHEHHs JIEKapCTBEHHOIO IIperapara s BETepUHAPHOTO
MPUMEHEHHUS B MECTaX, HEJIOCTYIHBIX Ui JETeH;
¢) ykazaHue (Ipu HEOOXOAMMOCTH) CHELMAIBHBIX MEp IMPEIOCTOPONKHOCTU IMPU YHUUTOXKEHUU
HEUCIOJIb30BaHHBIX JIGKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO IPUMEHEHHUS,
X) CPOKH BO3MOXKHOI'O HCIIOJIb30BAHUSI MPOAYKIUHU KUBOTHOT'O MPOUCXOXKICHUS 110CIE BBEACHUS
’KUBOTHOMY JIEKAPCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO TPUMEHEHUS;
I1) YCJIOBUS OTITYCKa;
4) HAMMEHOBAHMSA U aJpeca IMPOU3BOACTBEHHBIX IUIOLIAJ0OK MPOU3BOJUTENS JIEKAPCTBEHHOTO
npemnapara Jisi BETEpUHAPHOTO IPUMEHEHUS;
1) HauMMEHOBAaHME, aJpec OpraHU3alluy, YIOJIHOMOYEHHOM JepKaTeileM WU BIaJeNbleM
PEruCTPaIMOHHOTO YA0CTOBEPEHUS JIEKapCTBEHHOTO Mpenapara Ha MPUHATHE PETEeH3UN 0T NOTpeOUTes;
8) MPOEKThl MAaKETOB MEPBUYHON yIMAaKOBKM W BTOPUYHON YMAKOBKHU JIEKAPCTBEHHOTO Mperapara
JUISL BETEPUHAPHOTO PUMEHEHUS;
9) cnenyromue cBeleHHs O IEKapCTBEHHOM Mpenapare il BETepUHAPHOTO IPUMEHEHUS:
a) OIIMCaHKEe U COCTaB JIEKaPCTBEHHOI'O Iperapara /i BETEpUHAPHOTO PUMEHEHHUS;
0) onucanue (papMaleBTHUECKON pa3paboOTKy;
Wudopmanust 06 U3MEHEHUIX:
Ioonynxkm "6" usmenen c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3
CMm. npedvloyuyro pedaKyuio
B) OIKCaHue Ipolecca MPOU3BOICTBA U €ro KOHTPOJIS, MOANKUCAHHOE B MOPSIJIKE, YCTAHOBICHHOM B
COOTBETCTBUH C YaCThbIO | HACTOSIEN CTATbH;
Wudopmanust 06 U3MEHEHUSX:
THoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 aseycma 2019 e. N 297-D3
CMm. npedvioyuyro pedakyuio
I') ONHCAaHHE KOHTPOJS KPUTHYECKUX CTaJAUNA MPOU3BOJACTBA W MPOMENKYTOUHON MPOJIYKIIHH,
MOJMMCAaHHOE B MOPSAJKE, YCTAHOBIEHHOM B COOTBETCTBUU C YACTHIO | HACTOSIIEH CTAaThU;
Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 13 utona 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 yvacmu 3 cmamou 17
Hacmosue2o PedepanbHo20 3aKOHA HECeHbl USMEHEHUs

Cm. mexkcm noonynkma 8 npeovioyujeti peoaxyuu
1) HAaMMCHOBAHHMS W anpeca pa3paboTyuKa, JepKaTeNs WIH BJIaJeNblla PErHCTPAIMOHHOTO
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YIOCTOBEPEHUSI  JIEKAPCTBEHHOI'O  Ipenapara, IPOU3BOJICTBEHHBIX  IUIOUIAJIOK  MPOU3BOAUTENS
JIEKapCTBEHHOT'0 IMpernapaTa Ui BETEPUHAPHOTO NMPUMEHEHUS C YKAa3aHMEM CTaJui TEXHOJOIMYECKOTro
Ipolecca, OCYILIECTBISEMBbIX Ha IPOU3BOJCTBEHHBIX IUIOLIA/JKaX IPOU3BOJAUTEINS JIEKAPCTBEHHOTO
npenapara Jyisi BETepUHapHOro IPUMEHEHMS;

e) (hapmareBTHYECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTHYECKHE XaPaKTEPUCTUKH;

3) MaTepHaIbHBIN OanaHC JUIst MPOU3BOACTBA CEPHH FOTOBOTO MPOIYKTA;

1) ONMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIaKOBOYHBIX MaTEpHAJIOB U YKYIIOPOUYHBIX CPEJCTB;

K) JOKYMEHTAJIbHOE MOATBEPAKACHNE (BAIMJALMS) IPOLIECCOB U (MIN) UX OLIEHKA;

1) TpeOOBaHMS K KavyeCTBY BCIIOMOTATElIbHBIX BemHIeCTB (cepTudukar, crenudukamus Ha
BCIIOMOTaTEIbHBIC BEIECTBA U X 00OCHOBAHUE);

M) aHaJUTUYECKHE METOJUKH, HCIOJIb3yeMble IPU OCYIIECTBICHUH KOHTPOJS KadecTBa
BCIIOMOTATEIbHBIX BEUIECTB;

H) JIOKyMEHTaJIbHOE MOJTBEPXKIAECHUE (BaJIMIAlMsl) aHAIUTUYECKUX METOJUK, UCHOIb3yEMBIX IpPU
OCYIIIECTBJIEHUU KOHTPOJISl KaYeCTBAa BCIIOMOTaTENIbHbBIX BEILECTB;

0) uH(oOpMalus 00 HCMOIb30BAHUU BCIIOMOIATEJIbHBIX BELIECTB YEJIOBEUYECKOrO0 M KUBOTHOTO
POMCXOXKICHUS;

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

Undopmarist 06 n3MEHEHUAX:

CMm. npedvloyuyro pedaKyuio

p) TpeboBaHUS K KadecTBY JIEKAPCTBEHHOTO Tperapara Uil BETEPHHAPHOTO IMPHUMEHEHHUS
(ceprudukar, cnenudukanus Ha JCKapCTBEHHBIN MpermapaT U uX 000CHOBAHHE);

C) QHATUTHYECKHE METOAMKH, WCIOJNb3YeMble TIPH OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOT'O TIpernapara Jyisi BETepUHAPHOTO MPUMEHEHUS;

T) JOKYMEHTAJIBHOE TOATBEPXKIACHNE (BAIMIANNS) aHATUTHUYECKUX METOJUK, UCTIOIh3yEMBIX MPH
OCYIIIECTBICHUU KOHTPOJISI Ka4yeCcTBa JIEKAPCTBEHHOTO Mpernapara Jjs BETepUHAPHOTO TPUMEHEHUS;

y) JIOKYMEHT, MOJTBEPKIAIONIMIA KayecTBO JIEKAPCTBEHHOTO Iperapara TpPeX MPOMBIIUICHHBIX
cepuii (MMPOTOKOJ aHANU3a UK CepTU(UKAT aHAIM3a), OJHA CepUsl KOTOPOTo JOJIKHA COBMAJIaTh C cepuei
00pa3ia JIeKapCTBEHHOTO Tpernapara, MoJaHHOTO Ha PETUCTPAIIHIO;

&) xapakTepucTHKa puMecei;

X) TIepeueHb CTAHIAPTHBIX 00pa3IOB, MCIOJIB3YEMbIX IMPH OCYHIECTBICHHHM KOHTPOJIS KadecTBa
JIEKapCTBEHHOTO TIpernapara Jyisi BETepUHAPHOTO MPUMEHEHUS;

1) JAaHHBIE O CTAOMIILHOCTH JIEKAPCTBEHHOTO MpeTapara Jijisi BETEPHHAPHOTO IIPUMEHEHUS;

10) xomusi MOKyMEHTa, COJAEpKallero WHMOpPMAlHUI0 O HAIWYMH WIA 00 OTCYTCTBHH (DaKTOB
pEeTUCTpaIiK JICKApCTBEHHOTO Iperapara JJisl BETEPUHAPHOTO MPHMEHEHHs 3a mpezenamu Poccuiickoit
®denepaunu;

Wudopmanust 06 N3MEHEHHUAX:

Deoepanvrvim 3akonom om 13 uwons 2015 2. N 241-D3 6 nyukm 11 yvacmu 3 cmamou 17 nacmosiuje2o
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
11) cornacue B MUCHbMEHHOU (opMe, MPeTyCMOTPEHHOE 4YacThbio 7 HACTOALIEH CTaThH, B Cilydae
pErucTpaIy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO IIpenapaTa;
12) xomms NOKyMEHTa Ha PYCCKOM A3BIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IIOpSAJIKE H
HNOJTBEPKIAIOIIET0 MPAaBOMOYHOCTh 3asiBIICHUS] O TOCYAAPCTBEHHOH pErucTpaluu JIEKapCTBEHHOTO
npenapara /s BeTepuHapHOTO IPUMEHEHHS (J0BEPEHHOCTH);

Wndopmarus 06 H3MEHEHHSX:

Yacms 3 oonoanena nynkmom 13 ¢ 13 aseycma 2019 e. - @edepanvusiii 3axkon om 2 ageycma 2019 . N
297-®3
13) cBemeHuss O TOCYNAapCTBEHHOW PpErHCTPALUU Te€HHO-MHXEHEPHO-MOAM(PHUIMPOBAHHBIX
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OpPraHW3MOB, TIPEIHA3HAYCHHBIX [UJIS BBIMYCKA B OKPYXKAWINyI cpeay (MpU TrocyaapCTBEHHOM
perucTpaly JICKApCTBCHHBIX TpEnapaToB Uil BETEPUHAPHOTO TPUMEHEHHUS, IOJYYEHHBIX C
NPUMEHCHUEM TEHHO-MH)KEHEPHO-MOIU(MHUIIMPOBAHHBIX  OPTaHM3MOB  WJIH  COJEpXKallMX  TaKue
OpTaHU3MBI).

Wndopmarius 06 n3MEHEHUX:
Yacmw 4 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro

4. Ilpu mnpoBeIeHUM YCKOPEHHOH IpoLEeaypbl AKCHEPTHU3bl JIEKAPCTBEHHOrO IIpernapara Jyis
BETEPUHAPHOIO MPUMEHEHHS B LIEJIAX €ro rocy1apCTBEHHON PerucTpaluu BMECTO OTYeTa pa3padoTyHuKa O
pe3ysibTarax JOKJIMHUYECKOIO UCCIIEI0BaHUS JIEKAPCTBEHHOIO CPEJCTBA /Il BETEPUHAPHOTO IIPUMEHEHHUS
MOXET OBbIThb NPEACTaBIEH 0030p HayuyHbIX pPAabOT O pe3yiabTaTaXx AOKIMHUYECKOI'O MCCIIEIOBAHUS
pedepeHTHOTO JIEKApCTBEHHOTO TMperapara s BETEPUHAPHOTO IPHMEHEHHs, a BMECTO OT4YeTa O
pe3yibTaTax KIMHUYECKOI'O MCCIIEI0BAHUs JIEKAPCTBEHHOrO Ipernapara Juis BeTepUHAPHOTO MPUMEHEHHUS
OTYET O pe3yJbTaTax HCCIEN0BaHUM OHOIKBUBAIEHTHOCTH BOCIPOU3BEIACHHOIO JIEKAPCTBEHHOI'O
npenapara Juis BETepUHapHOTO IPUMEHEHHUS.

Undopmaris 06 n3MEHEHUAX:
Yacmw 5 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

5. Ha »skcmepTu3y pas3iMyYHBIX JIEKapCTBEHHBIX (OPM OJHOTO U TOrO K€ JIEKapCTBEHHOT'O
npenapara Uil BETEpUHAPHOTO IIPUMEHEHMS 3asBUTEIb IPEJICTABISICT OTICIbHBIE 3asBICHUSA W
pErucTpalMoOHHbIEC JOChE Ha KKIYIO JeKapcTBeHHYI0 (Gopmy. [Ipu yciaoBuu ogHOBpEMEHHON MOJauu Ha
AKCTIEPTU3y OJHOM JIEKapCTBEHHON (OPMBI C PA3TUYHBIMU JIO3UPOBKOW, KOHIICHTpALUEH, O0O0BEMOM
3asBUTEIb IIPEACTABIIACT OJHO 3asBICHUE U PETUCTPALMOHHOE JOChE C IPUIOKEHUEM MAaKETOB
NIEPBUYHOM YITAKOBKHM M BTOPUYHOM ynakoBKH. Ha MakeTax nmepBUYHON YIAKOBKM M BTOPUYHOW YITAKOBKH
yKa3bIBalOTCSl BCE MPOU3BOJUMBIE JTO3UPOBKHU, KOHILEHTpAIMHU, 0O0bEMBbl U KOJIMYECTBO J103 B YIAKOBKE
JIEKapCTBEHHOTI'O IIpernapara Jjisl BETepUHAPHOTO IPUMEHEHUS.

Wndopmarys 06 H3MEeHEHHSAX:
Yacmw 6 usmenena c 1 smeaps 2021 2. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

Cm. 6yoywyro pedaxkyuio

6. 3asgBUTENb BIIpaBe MPEACTaBUTh IO COOCTBEHHOM WHUIIMATUBE BMECTE C 3asBJICHHUEM O
rOCy/IapCTBEHHOW perucTpalMy JIEKapCTBEHHOrO TMpernapara JUisi BETEPUHAPHOIO INPUMEHEHHS
JOKYMEHTBI, TIOATBEPKJAIOUINE YIUIaTy TOCYJapCTBEHHON MOLUIMHBI U YKa3aHHBIE B IIYHKTE 7 4acTu 2
HacToAlIeH cTaTbu. B ciiydyae ux HempeacTaBlieHUs COOTBETCTBYIONIUN YIIOJTHOMOUYEHHBIN (peepanbHblii
OpraH HCIOJHHUTENIBbHOM BJIACTH TNpOBepseT (akT yIUIaThl 3asBUTENEM TOCYJAapCTBEHHON MOIUINHBI
MOCPEACTBOM HCIIOJIb30BAaHUS MHPOpMAIMK 00 yIlaTe roCyJapCTBEHHOW IOIUIMHBI, COAEp Kalleics B
l'ocynapcTBeHHO# MH(MOPMAIIMOHHON CHCTEME O TOCYJApCTBEHHBIX M MYHMIMINAIBHBIX IUIaTeXkax, Ha
OCHOBAaHMHU  TMPEJACTABICHHBIX  3asBUTENIEM  KOMUH  JIOKYMEHTOB, IOATBEPKIAIONIMX  YIUIATy
roCy/1apCTBEHHON MOIIJINHBI.

7. He pnomyckaercss WCHONB30BaHHWE B KOMMEpUECKHMX LEIsIX HH(opManuu o pesyiabTaTax
JOKJIIMHUYECKUX HMCCIIEIO0BAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEIOBAHUM JIEKAPCTBEHHBIX
IpernapaToB s BETEPUHAPHOIO NPUMEHEHHS, MPEACTAaBICHHONW 3asBUTENEM MJii TOCYJapCTBEHHOMN
perucTpaluy JIeKapCTBEHHBIX IpernapaToB, 0e3 ero corjiacuss B TEYEHHWE MIeCTH JeT C JaThl
TOCYJaPCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickont Denepamnuu.

Undopmarus 06 H3MEHEHUSX:

Cmamus 17 oonoanena wacmoto 8 ¢ 13 ageycma 2019 2. - @eodepanvuviii 3axon om 2 aseycma 2019 2. N
297-D3

8. JlepkaTenp WM BIIAJIENEl] PETHCTPAMIOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO Tpernapara s

BETEPUHAPHOTO MPUMEHEHUS MPEACTABIAET B YIOJIHOMOYEHHBINH (elepanbHblil OpraH HCIOJHUTEIHHON
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BJIACTH OTYET MO pe3yibTaraM (papMaKOHAI30pa OJUH pa3 B LIECTh MECSIIEB B TEUECHHUE JBYX JIET MOCIE
roCy/IapCTBEHHOW PETUCTpalliu JIeKapcTBEHHOro MpenapaTta B Poccuiickoit denepannu, 3aTeM €KerogHo
B TEUEHUE MOCIEAYIONINX TPEX JIET U B JAJIbHEHIIEM OUH pa3 B TPU roja.

TAPAHT:

CwMm. KOMMCHTApHUU K CTAThC 17 HacTosIero (DeI[epaJ'IbHOFO 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 e. N 429-D3 naumenosanue cmamou 18 nacmosuezo
DedepanbHo20 3aKOHA U3N0AHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm HAUMEHOBAHUSL 8 NpedblOyuell peoaKyuu
Crarba 18. Ilomaya u paccMOTpeHHME 3adBICHHMS O TOCYJApCTBEHHOW PErucTpalUH
JIEKapCTBEHHOTO Mpernapara Ajisi MeIUIUHCKOTO TPUMEHEHUS

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oOexkabps 2014 2. N 429-D3 wacme 1 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

1. Jlns rocynapCTBEHHOW perucTpauuy JEKapCTBEHHOI'O Mpenapara JUisi MEAUIIMHCKOTrOo
IPUMEHEHUs OPHINYECKOe JIUIO, JAEUCTBYIOLIEe B COOCTBEHHBIX HHTEpECax MM YIOJHOMOUYEHHOE
IIPEACTABIITE MHTEPECHI JPYroro IOPUAMYECKOIrO JIMLA M 3asABILIOLICE JICKAPCTBEHHBIM Ipernapar Ha
rOCYyJapCTBEHHYIO pPETUCTpalMio (Jlajlee B HACTOsALIeW cTaThe - 3asBUTENb), IPEACTaBIAET B
YIIOJIHOMOYEHHBIN (peepanbHblii OpraH MCTIOTHUTEIBHOW BIIACTH, OCYIIECTBISIIOIINN TOCYJapCTBEHHYIO
PETUCTPAIIMIO JIEKAPCTBEHHBIX MPENapaToB il MEJUIIMHCKOTO MPUMEHEHHUs, B JIEKTPOHHOM (hopMme 1 Ha
OyMa)XHOM HOCHTEJIE 3asiBJIEHHE O TOCYJapCTBEHHOW pPETrMCTpalMM JIEKapCTBEHHOI'O IIpernapaTa st
MEUIIUHCKOTO TMPUMEHEHHs, a TakKe B IOpsJIKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (heepanbHbIM
OpraHOM HCHOJHUTEIbHOW BIIACTH, B AJIEKTPOHHOM (opMe M Ha OyMa)XHOM HOCHUTEJIE HEO0OXOJIMMBbIe
JOKYMEHTBI, M3 KOTOPBIX (POpMHpYETCS pPErucTpallMOHHOE J0Che Ha JIEKapCTBEHHBIM Ipemapar ajs
MEIUIINHCKOTO IPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacme 2 cmamou 18 nacmosuwezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
2. B 3asBiIeHHH O TOCYAapCTBEHHOW PETUCTPAIIUH JICKAPCTBEHHOTO Mpemnapara Jisi MeIHIIHHCKOTO
MPUMEHEHUS YKa3bIBAIOTCS:

Wudopmanust 06 U3MEHEHUIX:
Ilynxkm 1 usmenen c 1 sneaps 2018 e. - @edepanvuwiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedvloyuyio peoakyuro

1) HaumeHOBaHME, ajapec 3asgBUTENd W NPOU3BOJAUTENS JIEKAPCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MPUMEHEHHMsI, CBEIEHUSI 00 MX PETUCTpalliid B KauyecTBE HaJIOTOIUIATENbIIMKA B CTpaHe
peructpanuu (Ui pOCCUHCKUX IOPUIMYECKUX JIML - UACHTU()UKAIMOHHBIA HOMEp HAaJIOTOIUIaTeNbIINKa
(MHH), nns mHOCTpaHHBIX IOPUAMYECKUX JIUI[ - CTPaHa PETUCTPALlU, HAUMEHOBAHUE PErHCTPUPYIOIIETO
OpraHa, perucTpalMoOHHBIA HOMEp, KOJ] HAJIOTOIUIAaTEeNIbIINKA B CTPAHE PETUCTPAIlMK (MHKOPIIOpAIUN) W
€ro aHaJIoT) M aJIpec MecTa OCYIIIECTBIEHUS TPOU3BO/ICTBA JIEKAPCTBEHHOIO Mpenapata (B ciayyae HaTudus
HECKOJIbKMX YYaCTHHUKOB IIpOIIECCa €ro MPOM3BOJCTBA HEOOXOAMMO YyKa3aTh KaKIOrO YYacTHUKA B
COOTBETCTBHUU C OCYIIIECTBISEMOM CTaIUei MPON3BOJICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOT'O Mpernapara Jjisi MeJUIIMHCKOTO MPUMEHEHHs (MEeXIyHapOIHOE
HENaTeHTOBAaHHOE, WM IPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

3) nepeudeHb IEHCTBYIOIIMX M BCIIOMOTATENbHBIX BEIIECTB, BXOASIIUX B COCTAaB JIEKApPCTBEHHOIO
npernapara Jyisi METUIUHCKOTO PUMEHEHUS, C YKa3aHUEM KOJIMYECTBa KaX/JI0ro U3 HUX;
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4) nexapctBeHHas (opma, JO3UPOBKA, CIIOCOOBI BBEACHHS W IPHUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOTI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHECHMS;

5) (bapmakoTepaneBTuIeCcKas rpymnmna, KOJ aHaTOMO-TEparneBTHUECKO-XUMUYECKOU
KJaccu(uKaluy, peKOMEHAOBaHHOM BcemupHOW opraHmsanueil  31paBOOXpaHEHUs, 3asBIsieMble
IIOKa3aHus JJi11 NIPUMEHEHHUs JIEKapCTBEHHOT' O Ipenapara A MEAULIMHCKOrO IPUMEHEHMUS;

6) OTCyTCTBME€ HEOOXOIMMOCTH MPENOCTaBICHUs OT4YeTa O pe3yibTaTaXx KIMHUYECKOIO
UCCJIEIOBAHMSI, UCCIIE0BaHUsI OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpenapara, pa3pelieHHOro JJis
MenuIuHCKoro npuMenenus B Poccuiickoit deneparuu Oonee ABaaLaTH JIET, C YKa3aHUEM HOPMATHUBHBIX
IIPABOBBIX aKTOB, OJATBEPKIAOIIMX JAHHBIN CPOK IPUMEHEHUS;

7) HeoObxoauMOCTh odopMiIeHUST pa3pelieHus Ha BBO3 B Poccuiickyto denmepariuio KOHKPETHOM
NapTUM  3aperMCTPUPOBAaHHBIX W (WIM)  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIPEIHA3HAYECHHBIX JJIS IPOBEICHMS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B LEISAX T'OCYJapCTBEHHOMN
perucrparuu;

8) HeoOXOAMMOCTb HPOBEIEHUS SKCIEPTU3bl JTOKYMEHTOB, IMPEJCTABICHHBIX Ui OIpe/eIeHUs
BO3MOXXHOCTH paccMaTpuBaTh JIEKapCTBEHHBbIM mpernapar i MEIUWLUHCKOIO TPUMEHEHUs MpU
OCYILECTBIICHUH I'OCYJapCTBEHHOM PEerucTpaluy B KauecTse opaHHOIO JIEKApCTBEHHOIO IIpernapara;

9) HEOOXOMMOCTh NMPUMEHEHHSI YCKOPEHHOM MPOIeTyphl IKCIIEPTH3BI JIGKAPCTBEHHBIX CPENICTB B
LeJISIX TOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOIO IIpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYAapCTBEHHOM MOIIJIUHBL:

a) 3a NPOBEJIEHHE SKCIEPTU3bl JOKYMEHTOB, MPEICTABICHHBIX JJIS ONpPEICIEHUS] BO3MOXHOCTH
paccMmaTpuBaTh JIEKApCTBEHHBIN Mmpenapar Juid MEIUIMHCKOTO NPUMEHEHHs NpU OCYIIECTBICHUU
roCyJapCTBEHHOMN perucTpaiy B KayecTBe OppaHHOro JIEKapCTBEHHOI'O Mpenapara;

0) 3a MpoBelleHUE SKCIEPTH3bl KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M 3KCIEPTU3Bl OTHOIICHHUS
OKMJAEMOM TI0JIb3bl K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIO IpenapaTa, pa3pelieHHOro IS
MeAMIMHCKOro mNpuMeHeHus B Poccuiickoit @enepanuu Oosiee ABaaLATH JIET, NMPU OCYILIECTBICHUU
rOCyIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O MPENapara;

B) 3a IPOBEJCHHE IKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOILEHUS
OKMJAEMOM TOJIb3bl K BO3MOKHOMY PUCKY NPUMEHEHUS JIEKApCTBEHHOIO INpenapara A MEAULMHCKOTO
IPUMEHEHHUS IIPU €ro rocy1apCTBEHHOW PETUCTPALINN;

I') 3a MPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOILIEHHS
O’KHMJJaeMOH MOJIb3bl K BOZMOKHOMY PUCKY NPUMEHEHHS JIEKapCTBEHHOTrO Mpenapara A MEAUIMHCKOTO
IPUMEHEHUS, B OTHOLIEHHH KOTOPOTO IPOBEAEHBI MEKIYHAPOIHBIE MHOTIOLEHTPOBBIE KIMHUYECKUE
UCCJIEIOBAHMS, YacTb H3 KOTOpbIX IpoBeneHa B Poccuiickon ®enepanuu, NOpHU  OCYIIECTBICHUH
roCy/IapCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara;

11) Hanmuue coryiacus MPOU3BOJIUTENS JIEKApPCTBEHHOTO Ipenapara, MPOU3BOJCTBO KOTOPOTO
ocymiecTBisieTcss 3a mpenenamu Poccuiickoin ®enepauuu, Ha TOPOBEACHHE HHCIEKTHPOBAHMS
IIPOU3BOIUTENISI HA COOTBETCTBHE TPEOOBAHUAM TTPaBUJT HAAJIEKAIEH MPOU3BOICTBEHHOM MPAKTUKH;

12) Hanuuue cornacus, NpelyCMOTPEHHOIO 4acThi0 18 HAacTOsIIEN CTaThy;

13) ykazaHue BuJa JIEKAPCTBEHHOIO Ipernapara, MpeACTaBIEHHOTO Ha PErucTpPaIUio
(pedepeHTHBI  NEeKapCTBEHHBIH  TpemapaT,  BOCHPOM3BEAEHHBIH  JIEKApCTBEHHBIM  Ipemapar,
OHMOJIOTUYECKHM JIEKapCTBEHHBIN Mpenapar, OMoaHAJIOTOBbIM (OMOMOA00HBIN) JIEKapCTBEHHBIN Mpenapar
(Omoanasior), roMeonaTHUECKUil IEeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENbHBIH Mpenapar).

Wudopmanust 00 U3MEHEHUIX:

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

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu

3. PerucrpanioHHOE€ JOChE€ Ha JIEKapCTBEHHBIM Mpenapar ajisi MEAMLHMHCKOIO IPUMEHEHUs
MpeaoCcTaBisAeTCs B popMe 0011Iero TEXHHUECKOTO IOKYMEHTA.

Wndopmarus 06 H3MEHEHUSX:
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@Deoepanvrvim 3akonom om 22 oOexabps 2014 2. N 429-D3 uwacme 4 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
4. Paznen JOKyMEHTAIMH aIMUHUCTPATHBHOTO XapaKTepa BKIIOYAeT B ceOsl:
1) 3asBieHHE O rOCYJapCTBEHHOM PErucCTpalM JIEKAPCTBEHHOro Ipernapara Uil MeIULIUHCKOro
NPUMEHEHHUS B 3JIEKTPOHHOH (popMe 1 Ha OyMaKHOM HOCHUTETIE;
2) KONHUI JOKYMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOIO B YCTAHOBJIIEHHOM IIOPSJIKE H
MOJTBEPKJIAIOLIETO [TPAaBOMOYHOCTh 3asiBUTENS MOJaBaTh 3asBJIEHUE O IOCYIApCTBEHHOM pErucTpalnuu
JIEKapCTBEHHOTO Ipernapara Jjsi MEJULIMHCKOTO IPUMEHEHHs (JOBEPEHHOCTB);

UHdopMaiis o6 H3MeHeHusX:
Ilynkm 3 usmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Ilynkm 3 uzmenen ¢ 15 uionsn 2018 e. - @edepanvuviii 3axon om 4 uons 2018 2. N 140-D3

Cm. npedvloywyro pedaKyuio
3) KONUWIO JIMIICH3MM Ha IMPOU3BOJCTBO JICKAPCTBCHHBIX CPEJICTB WM KOIHIO 3aKIIOYCHHUS O
COOTBETCTBUU  TPOW3BOAMTENS  JICKAPCTBEHHBIX  CPEJICTB  TPeOOBAHWSAM  TIPABWII  HaJJICXKAIICH
NIPOM3BOJICTBEHHOM TMPAKTHKH, BBIIAHHBIX YIOJHOMOYEHHBIM (ellepaibHbBIM OPraHOM HCIIOJIHUTEIBLHOU
BJIACTH B OTHOIICHHWH TPOW3BOJACTBCHHOHN IUIOMIAJIKK PETUCTPUPYEMOTO JICKAPCTBEHHOTO Tperapara, B
cilydae, eclid IPOM3BOJICTBO JICKAPCTBEHHOTO Mperapara ocyuiecTBisiercs B Poccuiickoii @eneparum;

Undopmaiis o6 u3MeneHusx:

Ilynkm 4 uzmenen c 1 ansapsa 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3
Cm. 6yoywyro pedaxyuio

Ilynkm 4 uzmenen c 15 uronsn 2018 2. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio

4) KONUIO BBIJIAHHOW YIIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOJUTENS JIMLEH3UM Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOT'O IIPErapara U €€ NepeBo] Ha PyCCKUM SI3bIK, 3aBEPEHHBIE B YCTAaHOBJIEHHOM
HOpsiIKe, a TakXe KOMHMIO 3aKIIOYEHHMs O COOTBETCTBUHU IPOM3BOAUTEINS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TIPABUIJI HAJUICKAIIEH TMPOU3BOJCTBEHHOW TMPAKTHKH, BBIAHHOTO YIIOJHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIOJHMUTENBHOM BIACTH B OTHOIIEHUM TPOU3BOACTBEHHON IUIOMIAJKH
PEruCTPUPYEMOrO JIEKAPCTBEHHOTO Ipernapara, Uil KOIMUI0 PElIeHUs YHOJHOMOYEHHOro (eaepaibHOro
OpraHa HCIOJHUTENIBHOW BJIACTM O MPOBEACHUU HWHCIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, B Cllyyae, €ClIM MPOM3BOJACTBO JIEKAPCTBEHHOI'O Ipemnapara OCYUIECTBISETCS 3a MpeleraMu
Poccuiickoit ®enepanuu;

5) TpPOEKT WHCTPYKIMH TIO MEIUIIMHCKOMY TPHUMEHEHHIO JIEKapCTBEHHOTO IIperapara,
CoJIeprKalleil CIeaYIOUINE CBEICHNUS:

a) HaMMEHOBaHME JIEKapCTBEHHOIO IpemapaTta (MeXAyHapOoAHOE HEMaTeHTOBAHHOE, WU
IPYNIIMPOBOYHOE, HITM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nmekapcTBeHHas (hopMa C yKazaHHEM HANMEHOBAHUN U KOJUYECTBEHHOTO COCTAaBa JACHCTBYIOIINX
BEIIECTB M KaUYeCTBEHHOTO COCTAaBa BCIIOMOTATENIbHBIX BEILECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTaTeNbHBIX BEIIECTB);

B) ONMCAaHUE BHELIHETO BUa JEKapCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHUS;

r) pusuKo-xuMuveckre cBOMCTBA (1 paarodapMaleBTHIECKUX JIEKapCTBEHHBIX IPErapaToB);

1) (QapmakoTepaneBTHUECKasi TpYIIa, KOJX JEKapCTBEHHOrO IMpernapara Al MEIUIIMHCKOTO
MPUMEHEHHUS 110 aHATOMO-TEPANEBTHIECKO-XUMHUECKON KiIaccu(PuKanum, peKkoMeH0BaHHOW BcemupHoit
OpraHM3aluel 31paBOOXpaHeHus, WM yKa3aHUE "'TOMEONaTUYECKUH JIEKapCTBEHHBIN ITpenapart’;

e) (dapmakonmuHamuka U ¢dapMaKOKMHETHKAa (32  HCKIIOYCHUEM  (apMaKOKMHETHKHU
TOMEOIIATHUECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENIbHBIX JIEKAPCTBEHHBIX MTPETIAPATOB);

) MMOKa3aHUs JUIsl IPUMEHEHUS,
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3) IPOTUBONOKA3aHUS JJISl IPUMECHEHUS;

1) MEpBI [IPEIOCTOPOKHOCTU MIPHU IPUMEHEHHH;

K) YKa3aHHE BO3MOXHOCTH W OCOOEHHOCTEH MpHMEHEHHs JIeKapCTBEHHOTO TIpernapara Jyis
MEAMIIMHCKOTO MPUMEHEHUS OepeMEHHBIMU JKCHIMMHAMH,  OKEHIIMHAMH B MEpUOJ TPYIHOTO
BCKapMJIMBaHUS, I€TbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKUE 3a00JIeBaHMS;

J) peKUM JO3UPOBAHUSA, CIIOCOOBI BBEIACHHS U MPUMEHEHHS, IPH HEOOXOAUMOCTH BpeMs Mpuema
JIEKapCTBEHHOTO Tpenapara Jyuisi MEAULIUHCKOTO MPUMEHEHHSI, TPOAOIDKUTEIBHOCTD JICYEHUS, B TOM YUCIIE
y JIeTeil 10 U 1ociie 0JIHOTO ro/a;

M) BO3MOJKHBIC HEXeNaTeNbHbIE PEaKIUd IMpH NPUMEHEHHMH JIEKapCTBEHHOrO Npernapara Juis
MEAMIMHCKOTO IPUMEHEHHUS;

H) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI TI0 OKA3aHUIO TOMOIIHU TIPH TEPEI03UPOBKE;

0) B3aMMOJICICTBHE C APYTUMHU JIEKApPCTBEHHBIMH MpenapataMu U (WIu) MUIIEBBIMU TPOIYyKTaMH;

1) popMBI BbIITYCKa JIEKAPCTBEHHOI'O IIPENapara;

p) ykazaHue (mpu HEOOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUSA JIEKapCTBEHHOrO Ipemnapara JJis
MEIMIIMHCKOTO TPUMEHEHHUS TTPH IIEPBOM IIPUEME HITU TPU €T0 OTMEHE;

c) ommcanue (Ipu HEOOXOJUMOCTH) JCUCTBUI Bpada (denpamepa) U (MiIW) TMalUCHTA TPH
IPOIYCKE TMpHEeMa OJHOM WIM HECKOJBKHX [103 JICKApCTBEHHOTO IMperapara Uil METUIIMHCKOTO
MPUMEHEHUS;

T) BO3MOJKHO€ BJIHMSHHE JIEKaPCTBEHHOIO IIpenapara JUisi MEAMIMHCKOTO TPHUMEHEHHS Ha
CIIOCOOHOCTH YIPABJIATH TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU;

y) CpPOK TOAHOCTH M YKa3aHWE Ha 3alpeT NpPUMEHEHHs JIEKapCTBEHHOTO Iperapara Juis
MEAMIIMHCKOTO MMPUMEHEHHUS 110 UCTEYCHHH CPOKa FOJIHOCTH;

¢) ycnoBus XpaHEHHUS;

X) yKa3aHWE Ha HEOOXOAMMOCTh XpaHEHHs JEKapCTBEHHOTO IMpemapara Uisl METUIIMHCKOTO
MPUMEHEHHUS B MECTaX, HEJIOCTYITHBIX IS JIETEH;

1) ykazaHue (MpH HEeO0OXOIUMOCTH) CHEUUATbHBIX MEp MPEIOCTOPONKHOCTH MPU YHUUTOKECHHUH
HEWCIIOJIb30BAaHHBIX JIEKAPCTBEHHBIX MPETApPaToOB ISl MEUIIMHCKOTO MPHMEHEHHS,;

9) YCIIOBUS OTITYCKa;

II) HAMMEHOBAaHUS W aJpeca IMPOW3BOACTBEHHBIX IUIOMIAJOK IMPOU3BOIUTENS JIEKAPCTBEHHOTO
npemnapara;

II) HAaMMEHOBAaHWE, aJpec OpraHW3alliH, YIIOJHOMOYEHHOW JepXKaTeileM WIH BIaJeibleM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpemnapara Ais MEAUIMHCKOTO MPUMEHEHHUs Ha
NPUHITHE IPETEH3UM OT MOTPEOUTENS;

6) HHCTPYKIINIO 110 MEIUIIMHCKOMY TPUMEHEHUIO WIH KPATKYIO XapaKTePUCTUKY JIEKAPCTBEHHOTO
npernapara, yTBep)KJICHHbIE B CTpaHe MPOU3BOIUTEIIS;

7) MPOEKTHl MAKETOB MEPBUYHOMN YITAKOBKM M BTOPUYHOU YMAKOBKH JIEKAPCTBEHHOTO Ipernapara
JUTSE METUITUHCKOTO TIPUMCHCHHSI,

8) MPOEKT HOPMATUBHOW TOKYMEHTAIMM WJIA HOPMATHBHOTO JOKYMEHTa Ha JIeKapCTBEHHBIN
npenapar JUisi MEAUIIMHCKOTO MTPUMEHEHHsI MO0 yKa3aHHe COOTBETCTBYIOIIEH (apMaKoIeiHON CTaThH;

9) moKyMeHT, coaepKaiuii WHGHOPMAIIUI0 O HATMYUU UIU 00 OTCYTCTBUU (PAKTOB PETUCTpPALIUU
JIEKapCTBEHHOT0 TIpenapara Jyisi MEIMIIMHCKOro MpUMEHEeHUs 3a npeaenamu Poccuiickon @enepanni;

10) KomUU [TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBIEHHOM TMOPSAIAKE M TOJITBEPKIAIOIMUX (HaKT
pEeTUCTpaIi JICKAPCTBEHHOTO TIpernapaTa B HMHOCTPAHHBIX TOCYAapcTBax B KadecTBe oOpdaHHOTO
JIEKapCTBEHHOTO TIpernapara;

11) mnman ympaBiaeHHsT pHUCKaMH Ui OHOJOTMYECKHUX JIEKAapCTBEHHBIX IPENapaToB s
MEAUIIMHCKOTO TPUMEHCHUS,

12) nmoxymeHT o0 cucreMe QapMaKoHag30pa IeprkaTesiss WIM BIaJelblia PETUCTPAMOHHOTO
yJIOCTOBEPEHHs JICKAPCTBEHHOT'O Mpenapara;

13) mOKyMEeHT, MOJATBEPKIAIOUINI KayecTBO JIEKAPCTBEHHOI'O IMpenapara TpeX MPOMBIIUIEHHBIX
cepuii (MMPOTOKOJI aHANU3a WU CepTU(UKAT aHAIM3A), OHA CEpUsi KOTOPOTO JOJKHA COBMAIaTh C CepHeH
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oOpa3la JIEKapCTBEHHOro Ipenapara Juisi MEIULIUHCKOTO IPUMEHEHUs, IPEJCTABIECHHOIrO Ha
rOCy/IapCTBEHHYIO PETHCTPAIIHIO.

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekaopa 2014 2. N 429-D3 uwacmv 5 cmamovu 18 nacmoswezo
DedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 saneaps 2016 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
5. Pazmen xumuueckoi, dapMareBTUYECKOH M OMOJIOTMYECKON JOKYMEHTAIIMU BKJIIOYAeT B ceOs
JIOKYMEHTBI, CoJiepKaIire HHPOPMAIHIO O GapMaleBTUISCKOW CyOCTaHIIMK U JIEKAPCTBEHHOM TIpernapare
JUIST METMIIMHCKOTO TMPUMEHEHHs, MPOIECCe €ro MPOU3BOACTBA M METOJaX KOHTPOJIA KayecTBa, B TOM
1207 (03) (K

Wndopmarus 06 H3MEHEHHSIX:

Ilynkm 1 uzmenen c 28 dexabps 2019 e. - Dedepanvusiii 3axkon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio

1) komwWiO JOKYMEHTa, COJEpXKAIEro CcleAyrmy uHQopManmuio o (dapMareBTHIeCKON
cyOcTaHIMM WK (papManeBTUYECKHX CYOCTaHIMAX, BXOASAIIUX B COCTaB JIKAPCTBEHHOTO Mperapara, 3a
UCKJIIOUeHHEeM HWHpopManuu o (apManeBTHUECKUX CyOCTaHIUSAX, BKIIOYEHHBIX B TOCYIApCTBEHHBIN
peecTp JIeKapCTBEHHBIX CPEICTB B COOTBETCTBUHU €O cTaThell 34 HacTosuiero denepaabHOro 3aKoHa:

a) HaMMeHOBaHMe (papMaIeBTHICCKOM CyOCTaHIINH, €e CTPYKTypa, OOIIre CBOMCTBA,

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHS IPOU3BOJCTBA C ONMMCAHUEM CTaJUi MPOHM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaIUAX MPOU3BOCTBA;

T') ONHMCaHKe Pa3pabOTKH MpoIecca MPOU3BO/ICTBA;

) OTMCaHUe KOHTPOJIS KPUTUUECKUX CTaJAUN MPOU3BOJCTBA U MPOMEXYTOUHOM MPOTYKIINH;

€) TOKYMEHTaJIbHOE TTOATBEPIKIACHUE (BAIMIAIIMS) IPOIIECCOB M (UJTN) UX OLICHKA;

) CBOMCTBA U CTPYKTYpa JeHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTUKA TPUMECEIA;

1) cnenudukanus Ha GhapMaleBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHUE;

K) aHAINTUYECKHE METOJUKH, UCIONb3yeMble TPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(bapmareBTHYECKON CyOCTaHINH;

J) TOKYMEHTAJIbHOE TOJITBEPXKACHUE (BaJTHIAINI) AaHATUTHIECKUX METOAMK, HCIIOIB3YEMbIX IMPH
OCYILECTBIIEHMH KOHTPOJIS KauecTBa (papMaleBTUUECKOM cyOCTaHInY;

M) pe3yJIbTaThl aHAJIN3a CEPHM (hapMaIleBTUUECKON CyOCTaHIINH;

H) MepeYeHb CTAaHJAPTHBIX 00PA3LIOB MM BEIECTB, UCIOIb3YEMBIX MPU OCYIECTBICHUH KOHTPOJIS
Ka4ecTBa;

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIIAKOBOUHBIX MaTE€PUAIOB M YKYIIOPOUHBIX CPECTB;

1) JaHHbIE O CTAOUIIBLHOCTH (hapMalleBTHUECKON CyOCTaHINH;

P) CPOK TOJTHOCTH;

Wndopmarys 06 M3MEHEHHSX:

Yacmo 5 dononnena nynkmom 1.1 ¢ 28 dexabps 2019 2. - @edepanvhuiil 3axon om 27 dexabpsa 2019 .
N 462-P3

1.1) B oTHomeHHH (apMaleBTHUECKUX CYOCTaHIMH, BXOAALIMX B COCTaB JIEKAPCTBEHHOT'O
npenapata M BKJIIOYEHHBIX B TOCYAAPCTBEHHBIM pEEeCTp JIEKApCTBEHHBIX CPEJICTB B COOTBETCTBUU CO
cratbeil 34 Hactosmero @enepaJbHOrO 3aKOHa, - KOMMS JIOKYMEHTAa, COJEPIKAIIEro CIEAYIOLIYIO
nHpopmaIuo:

a) HaUMEHOBaHMe (apMaIeBTHUECKON CYOCTaHIINH, €€ CTPYKTYypa, 00IIre CBOUCTBA;

0) HAaMMEHOBAHUE M aIPeC TPOU3BOAUTEIIS;

B) pe3yJbTaThl aHAJIN3a CEepUil (papMalleBTUIECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;

2) JOKYMEHT, COJEp)Kallui CIeIylolue CBEeIEHUs O JIeKapCTBEHHOM Ipemnapare Juis
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MEAMIMHCKOTO IPUMEHEHUS:

a) OMMCAaHHUE U COCTAB JICKApPCTBEHHOI'O Mpenapara il MeIUIUHCKOI0 IPUMEHEHUS;

0) ommcanue (apmareBTHUECKON pa3paboTku (0OOCHOBaHWE BBIOOpA COCTaBa, MEPBUYHOU
YIaKOBKH U MHOTO);

B) TEXHOJIOTMS IIPOM3BO/CTBA C ONMCAHUEM CTaIUN MPOU3BOJACTBA U METOJOB KOHTPOJII HAa BCEX
CTaUsIX IPOU3BOJICTBA;

I) ONHWCAaHUWE KOHTPOJS KPUTHUYECKUX CTaguil IIpolecca IPOU3BOJCTBA U IPOMEKYTOYHOU
IPOJYKLIAH;

J1) HAUMEHOBAHHUE U aJpec MECTa OCYILIECTBIEHMSI IPOU3BOICTBA JEKAPCTBEHHOIO Ipernapara Jyis
MEIUIUHCKOrO IMPUMEHEHHs (B Cilydyae HaJIW4yusl HECKOJbKMX YYacCTHHUKOB IIpoliecca IMPOU3BOICTBA
HE00XO0/IMMO yKa3aTh KaXKJA0T0 U3 HUX);

€) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHIE XaPaKTePUCTHKH;

3) MaTepuanbHbIil OalaHC Ul IPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

1) OIMCAaHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) IOKyMEHTaJIbHOE MOJATBEP)KICHHE (BaJIUAALUs) IPOLIECCOB MPOU3BOJCTBA U (WJIM) UX OLIEHKA;

J) TpeOOBaHUS K KAdyeCTBY BCIIOMOTATENFHBIX BEIIECTB (cepTuuKaT, crenuduranus Ha
BCIIOMOTaTeJIbHbIE BEIECTBA U X 00OCHOBAHUE);

M) QHAJIUTUYECKUE METOJMKH, MCIOJIb3yEMbIE I[P OCYIIECTBIEHUU KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BELIECTB;

H) JOKYMEHTAJIbHOE MOJTBEPKACHUE (BIMJALMs) aHAIIMTUYECKUX METOAMK, UCIOIb3YEMbIX IPU
OCYILECTBJICHMH KOHTPOJISI KAaUeCTBAa BCIIOMOIaTEJIbHBIX BEILECTB;

0) uHpopmanus o0 HCHOIb30BAaHUH BCIIOMOTATENbHBIX BELIECTB UYEIOBEYECKOTO M YKUBOTHOIO
IIPOUCXOXKICHHUS;

1) uHGopMaIus 00 UCIIOJIb30BAHUN HOBBIX BCIIOMOTaTEIbHBIX BEILIECTB;

p) TpebOBaHUS K KauyecTBY JIEKAPCTBEHHOro IMpernapara JUisi MEAMIIMHCKOTO IMPUMEHEHHS
(cepTudukar, cnenndukaiys Ha JeKapCTBEHHBIH Npenapar ¥ uX 000CHOBaHUE);

C) AaHATUTHYECKHE METOJMKH, HCIOJNb3yeMble IPH OCYILECTBIEHUH KOHTPOJS KauecTBa
JIEKapCTBEHHOI'0 Ipernapara Jyuisi MEJUIIUHCKOTO PUMEHEHMUS;

T) JOKYMEHTAJIbHOE MOATBEPKIACHUE (BAIMIALNS) AaHATUTHUECKUX METOJUK, UCIOIb3yEeMBIX MpPHU
OCYIIIECTBJIEHUU KOHTPOJISl KauecTBa JIEKapCTBEHHOTO MpenapaTa Jijisi MEIULUHCKOIO IPUMEHEHUS;

y) pe3ynbTaThl aHAJIM30B CEPUI JIEKAPCTBEHHOTO Mpernapara sk MeAULIUMHCKOTO TPUMEHEHHUS;

¢) xapakTepucTuKa NpruMecei;

X) TepeueHb CTaHIApTHBIX O0pa3lOB, MCIOJIB3YEMbIX MPH OCYLIECTBICHHUH KOHTPOJIS KauecTBa
JIEKapCTBEHHOT'0 IIperapara Jyuisi MEJUIIUHCKOTO PUMEHEHMUS;

I1) JaHHbIE O CTAOUIIBHOCTH JIEKApCTBEHHOTO Mpernapara sl MEAUIIMHCKOTO TPUMEHEHHUSL.

Wudopmanust 06 U3MEHEHUIX:

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

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
6. Pazen hapmMakomornyeckoi, TOKCUKOJIOTHIECKON NTOKYMEHTAIlMU BKIIIOYAET B ce0sl OTUETHI O
pe3ynbTarax JOKJIMHUYECKUX MCCIIEJOBAaHUM JIEKApCTBEHHOTO CPECTBA JUISl MEIUIIMHCKOTO MPUMEHEHHUS,
B TOM YHCIIE:
1) otuet o papMakoIUHAMUYECKHUX UCCIIEJOBAHUSIX;
2) otueT 0 (apMaKOKMHETHUECKUX HCCIETOBAHUSX;
3) OTYET 0 TOKCUKOJIOTHYECKUX HCCIIETOBAHUSIX.

Wndopmarus 06 H3MEHEHUSX:

DedepanvHvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 18 nacmosweeo Dedepanbroco
3aKoHa 0onoaxena yacmoio 7, ecmynarowell 6 cuiy ¢ 1 aneaps 2016 e.
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7. Paznen KIMHUYECKOM NOKYMEHTAlMU BKJIIOYAET B c€0sl OTYETHI O pe3yjbTaTaxX KIMHUYECKHX
UCCIIEIOBaHUM JIEKApCTBEHHOTO IIpenapara sl MEJUIIMHCKOr0 IPUMEHEHHMsI, B TOM YHUCIIE:

1) ordyersl 00 wuccnenOBaHUSAX OHOJOCTYMHOCTH M OMOIKBHUBAJICHTHOCTH, MHCCIEIOBAHUSMX,
yCTaHaBJIMBAIOUINX KOPPEISILIUIO PE3Y/IbTAaTOB, OIYYEHHBIX B YCIOBHX in Vitro U in vivo;

2) oT4eTsl 0 (papMAKOKMHETHUECKUX MCCIIETOBAHMSX;

3) oTueTsl 0 (hapMaKOAMHAMHYECKUX UCCIIEA0BAHUIX;

4) OTYETHI O KIIMHUYECKUX UCCIIEOBAHUAX F(P(PEKTUBHOCTH U O€30IaCHOCTH;

5) OT4ET O MOCTPErUCTPALUOHHOM OIIBITE IPUMEHEHUS (MIPH HATUYHH).

Wndopmarius 06 H3MEHEHUX:

Deodepanvrvim 3akonom om 22 Odekabopsa 2014 o. N 429-D3 cmamusa 18 nacmoswezo Dedepanvrozo
3aKOHa dononena yacmoio 8, scmynaroweil 6 cuny ¢ 1 saneaps 2016 e.
8. TpeboBanust Kk 00beMy MH(DOPMAIMH, MPEIOCTABISIEMOI B COCTaBE PETUCTPAIIMOHHOTO JI0ChE,
JUTSL OTJICIBHBIX BUJIOB JICKAPCTBEHHBIX MPENApaToB ISl MEAWIIMHCKOTO TMPUMEHEHHUS YCTaHABIIMBAIOTCS
YIIOJIHOMOYEHHBIM ()e/IepalibHbIM OPTaHOM UCTIOJTHUTEIIBHOM BJIACTH.

Undopmaris 06 n3MEHEHHSX:
Yacmov 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oekaobps 2019 2. N 475-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 o. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa oonoanena wacmoio 9, scmynaroweii 6 cuny ¢ 1 sneaps 2016 e.

9. B oTHOIIIEHWH JICKAPCTBEHHBIX MPENApaToB, Pa3pelICHHBIX I MEIUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit denepanuu Oonee ABaamaTv JeT (3a HUCKIIOYCHHEM OHMOJOTHYECKHX JIEKAPCTBEHHBIX
IperapaToB), JOMYCKAeTCs BKIIOUEHHUE B COCTaB pasfena (apMaKoJIOTHYECKOH, TOKCHKOJIOTHYECKOH
JOKYMEHTAIlMd M pa3jiefia KIMHUYECKOW JOKYMEHTAIlMM BMECTO OTdeTa pazpaboTdyHka O pe3ylbTarax
COOCTBEHHBIX JTOKJIMHHYECKUX HCCIICIOBAHWHA JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIICIOBAHHMA
JIEKapCTBEHHBIX MpPemapaToB A MEAUIMHCKOTO TMpUMEHEHHs 0030pa HayyHBIX paboT O pe3yipTaTax
JTOKJIMHUYECKUX WCCIICAOBAHUN JICKAPCTBEHHBIX CPEJACTB WM KJIMHHYECKUX WCCICAOBAHUN JaHHBIX
JIEKapCTBEHHBIX MPEMapaToB, B TOM YHUCIIE BKIIFOUYAS OMBIT UX MOCTPETUCTPALIMOHHOTO TPUMEHEHHS.

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroco
3akoHa donoanena yacmoito 10, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

10. IIpu rocymaapCTBEHHOW PErucCTpalM¥ BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IpENapaToB s
MEAMIIMHCKOTO TPUMEHEHHUsl JIONMYyCKAaeTcs BKJIIOUEHHE B COCTaB paszzaena (papMakoIOrHuecKoi,
TOKCUKOJIOTMYECKOM JIOKYMEHTAallUM M  pa3fena KIMHUYECKOM JOKYMEHTallud BMECTO OTueTa
pa3zpaboTuMka O pe3ysbTaTaX COOCTBEHHBIX JOKIMHUYECKHUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4HbBIX pabOT O pe3yiabTaTax MAOKIMHUYECKHX HCCICIOBAHHA pEedEpPEeHTHOTO JIEKAPCTBEHHOTO
npenapara U MpeAcTaBIeHHUE BMECTO KJIMHUYECKUX HCCIEAOBAHUN B MOJTHOM OOBbEME, YCTAaHOBJICHHOM
pa3zenioM KIMHUYECKOW JOKYMEHTAIlMH, OT4eTa O pe3yibTaTax HCCIeIOBaHUN OMOIKBHUBAJICHTHOCTH
BOCIPOM3BEICHHOTO JIEKapCTBEHHOTO TMpenapara i MeIULUHCKOro npumeHeHus. He TpeOyercs
NpeCTaBJIeHUE OT4eTa O pe3yiabTaTaXx MCCIEeJOBAaHUN OMOIKBUBAJIEHTHOCTH BOCHPOHM3BEAEHHOTO
JIEKapCTBEHHOI'0 Mpernapara A MEAUIIMHCKOTO IPUMEHEHUs, €CIIU PEerUCTPUPYIOTCS] BOCIIPOU3BEICHHbIE
JIEKapCTBEHHbIE TPenapaThl AJi1 MEIUIIMHCKOTO TPUMEHEHUS, KOTOPBIE:

1) mpenHa3Ha4eHbl 711 MApEHTEPATHHOTO (TIOJKOKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIQ3HOTO,  BHYTPHUIIOJOCTHOTO,  BHYTPHUCYCTAaBHOIO, = BHYTPHUKOPOHAapHOTO) BBEACHHUS U
MPEJICTaBIISIIOT COOON BOJHBIE PACTBOPHI;

2) mpeAcTaBISIOT cO00 PacTBOPHI AJIsi IEPOPATILHOTO TPUMEHEHHS,

3) npou3sBenieHbl B (hopMe MOPOIIKOB UITH JIMOPUIN3ATOB IJI IPUTOTOBJICHHS PaCTBOPOB;

4) SIBASIOTCS ra3aMu;

5) ABNAIOTCA YIIHBIMU WJIM TJIa3HBIMH JIEKAPCTBEHHBIMU NpenapaTaMu, IpOU3BEICHHBIMU B hopMme
BOJHBIX PacCTBOPOB;
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6) npenHa3HAYEHBI 11 MECTHOTO TPUMEHEHHS U IIPUTOTOBJICHBI B (hOpME BOAHBIX PACTBOPOB;
7) NpenCcTaBIAOT cO00M BOIHBIE PACTBOPHI I UCIONB30BaHUS B ()OPME MHTASILUNA C TIOMOLIBIO
HeOynaiizepa WM B Ka4eCTBE HAa3aJIbHBIX CIPEEB, IPUMEHSEMBIX C TOMOIIBIO CXOIHBIX YCTPOMCTB.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa oononxena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

11. Jns cinydaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactu 10 HacTosimie crTaThu,
BOCIPOM3BEJICHHBIN JIEKApPCTBEHHBIM Mpenapar A MEAUIIMHCKOTO MPUMEHEHMs JIOJDKEH COAepkaTb
TaKHhe K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX K€ KOJIMYECTBAX, KaK U peepeHTHBIN JIEKapCTBEHHBIN
npenapar. Ecnu coctaBbl BCIOMOraTeiIbHBIX BEIIECTB PA3IMYalOTCs, 3asSBUTENb JOKEH MPE/CTaBUTh
JI0OKa3aTelibcTBa TOrO, YTO MCHOJb3yEeMble B JIAaHHBIX KOHIICHTPALMSIX BCIIOMOTATEJIbHBIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (wiH) 3¢GEeKTUBHOCTh JIEKAPCTBEHHOIO Mpernapara Uil MEIUIIMHCKOTO
npuMeHeHus. B cinydae, ecnu 3asBUTENb HE MOXKET IIPEACTABUTH TaKUE JI0KA3aTEeNIbCTBA U (UJTM) HE UMEET
JOCTyNa K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJDKEH MPOBECTH COOTBETCTBYIOLIUE HCCIEAOBAHUS IS
JIOKa3aTelIbcTBAa OTCYTCTBUSL BJIMSHHUS PA3HBIX BCIOMOTATEIbHBIX BEIIECTB WJIM BCIIOMOTATEIIbHBIX
yCTpOMCTB Ha Oe30macHOCTh U (WiH) 3()PEeKTUBHOCTH JIEKAPCTBEHHOTO MperapaTa A MEIUIUHCKOTO
NPUMCHCHUS B TIOPSJIKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (helepaibHbIM OPraHOM HCIOTHUTEIBHOM
BJIACTH.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoio 12, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.

12. Ilpu rocymapcTBEHHOW pErHCTpallid KOMOWMHAIIMH  paHee  3aperuCTPUPOBAHHBIX
JICKapPCTBEHHBIX TPENapaToB JIsl MEAUIIMHCKOTO TIPUMEHEHUS JIOIYCKASTCsl BKIIFOUCHHUE B COCTaB pasjeia
(dbapMaKoIOTHYECKON, TOKCHUKOJIOTHYECKONH JOKYMEHTAIlMM U pas3fielia KIMHUYECKOW JIOKyMEHTAlUU
BMECTO OT4YeTa pa3pabdoTyhMka O pe3yldbTaTaX COOCTBEHHBIX JOKIMHHYECKUX  HCCIICTOBAaHUHN
JICKapCTBEHHBIX CPEACTB 0030pa HAy4YHBIX paboOT O pe3ynbTaTax JOKIMHUYECKUX HCCIeIOBaHUMN
pedepeHTHBIX JICKQpPCTBEHHBIX TIPENapaTroB, BXOASAIIMX B COCTaB KOMOWHAIIMH JICKApPCTBEHHBIX
IpenapaToB, U 00 OTCYTCTBUU UX B3aUMOJICHCTBUS B OJTHOM JIEeKapCTBEHHOH (hopMe.

Undhopmarrist 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwsa 18 nacmoswezo Dedepanvrozo
3aKoHa donoanena yacmoito 13, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

13. Ha oskcmepTusy pa3iuyYHbIX JEKapCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKAPCTBEHHOTO
mpenapara JUisi MEAWIIMHCKOTO TIPUMEHEHHWs 3asBUTEIh TIPEJICTABIACT OTACIbHBIC 3asBICHHUS W
PETUCTPAlIMOHHBIEC JOChE Ha KAKIYIO JIeKapcTBeHHYIO0 (Gopmy. [Ipu ycaoBuM ogHOBpEMEHHOW MOJa4U Ha
AKCTEPTU3y OJHOM JIEKapCTBEHHON (OPMBI C PA3TUYHBIMU JIO3MPOBKOW, KOHIICHTpPAIUEH, O0O0BEMOM
3asiBUTENb MPEJCTABISAET OJHO 3asBJIEHUE U PETUCTPALMOHHOE JJOChE C MPUIIOKEHHUEM MAKETOB YIAKOBOK
Ha KOKIYIO JO3UPOBKY, KQKIYI0 KOHIICHTPAIIUIO, KA 00beM U KaXK/10€ KOJIMYECTBO 7103 B YITAKOBKE.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamvsa 18 nacmosweco Dedepanbroco
3aKoHa oonoanena yacmoio 14, ecmynaroweti 6 cuny c 1 aneaps 2016 e.
14. Tlpu rocymapCTBEHHOW perucTpamuu Op¢aHHOTO JIEKAPCTBEHHOTO TMperapaTa 3asBHUTEINb
npezcTaBisieT nHpOopMaIHio, HEOOXOAUMYIO 171 POPMHUPOBAHHUS pa3jesa KIMHUYECKOH TOKyMeHTallluu, B
o0beme, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM MCTIOTHUTEIbHON BIACTH.

Wndopmarus 06 H3MEHEHUSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 18 nacmosweeo Dedepanbroco
3axona donoanena yacmoio 15, ecmynaroweti 6 cuny ¢ 1 sameapsa 2016 e.
15. Tlpu peructpamuu OHOJIOTMYECKOTO JIEKAPCTBEHHOI'O Tperapara, MOJyYeHHOTO W3 KPOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE€ PErMCTPALMOHHOTO [OChE€ Ha JIEKAapCTBEHHBIM IpemapaTr yis
MEAMIIMHCKOTO MPUMEHEHHUS JOJKHBI OBITh MPEACTaBIEHBI JOMOJIHUTEIBHO:
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1) B pasmene JOKyMEHTallMM aJMHUHHCTPATUBHOIO XapakTepa JOKYMEHT, COJepKalluit
uHpopmaruo o cyobekTax oOpalieHus JOHOPCKOM KPOBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, IJie Oblia
ocyliecTBlieHa JAoHanus (KpoBH ¥ (WJIM) TUIa3Mbl KPOBH), a TaKkKe JaHHbIE 00 WHQEKIIMOHHBIX
3a00JIeBaHUAX, NEPENAIOUINXCsA MapeHTepaibHbIM IyTeM, HUHGpOpMalus O CyObeKTax oOpalieHus
JIOHOPCKOM KpOBM H (MJIM) €€ KOMIIOHEHTOB, B OTHOLICHWM KOTOPBIX OCYIIECTBIISIETCS KOHTPOIb
JIOHOPCKOM KpOBH U (MJIHM) €€ KOMIIOHEHTOB;

2) B pazaene XUMHUYECKOH, (hapMaleBTHUECKONW U OMOJIOTHYECKOM JOKYMEHTAIMH:

a) KpUTEpUU U CIocoObl 0TOOpa, TPAHCIIOPTUPOBAHUS M XPaHEHMs JTOHOPCKOM KPOBH M (UJIH) €€
KOMITOHEHTOB;

0) pe3yabTaThl HCCIeI0BaHUN OTOOPaHHBIX JOHOPCKOW KPOBU M (MJIM) IJIa3Mbl KPOBU U ITYJIOB HA
Hammuyue Bo3OymuTeneidl uHGEKnuMi, BKIO4as HHPOpManmuio 00 HCIONB30BaHHBIX  METOAMKAX
UCCIIEIOBAaHUM W B Cllydyae HCCIEAOBAaHUSA IMyJOB IUIa3Mbl KPOBU PE3YyJibTaThl JIOKYMEHTAIBHOTO
NOJTBEPKICHUS (BaIUIAIMH) HCITOJIb30BAaHHBIX METO/IVK;

B) TEXHUYECKHE XapaKTEPUCTUKHU YIAaKOBKH JI1 OTOOpa JOHOPCKOM KPOBH M (MJIN) TJIa3Mbl KPOBH,
BKJTI0Yast HH(POpMAaIHIo 00 MCIIOIb30BaHHBIX PACTBOPAX aHTHKOATYIISTHTOB.

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKoHa oononnena wacmoio 16, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.
16. Knunuueckue ucciieJoBaHMsl JIEKapCTBEHHOT'O Ipernapara Uil MEIULIMHCKOIO MPUMEHEHUS B
LeJsIX €ero TroCyAapCTBEHHOM peructpauuu mnposopsarcs B Poccuiickoit dPenepauuu B NOpAIKE,
YCTaHOBJIEHHOM cTartbiMu 38-44 Hacrtosiero @enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
MCCIIEIOBAHMSIX BKJIFOYAETCS B COCTAaB pa3zeiia KIMHUYECKOW TOKyMEHTAllUU PETUCTPALIMOHHOTO 10ChE Ha
JIEKApCTBEHHBIM IIpemnapar i MEJULUHCKOrO INpUMEHEHHMs. JUIsi JeKapCTBEHHBIX IpenapaTroB Ui
MEJULUHCKOIO IPUMEHEHHs, B OTHOUICHUU KOTOPBIX B pE3YyIbTaTe JKCIEPTHU3bl JOKYMEHTOB,
IIPEACTABJICHHBIX I ONpPEAENICHNs BO3MOKHOCTH pacCMaTpHWBaTh JIEKAPCTBEHHBIM Mpernapar s
MEIUIIUHCKOTO TMPUMEHEHUsI B KadyecTBe Op(aHHOIO JICKapCTBEHHOI'O Iperapara, Takas BO3MOXKHOCTh
IIPU3HAHA ¥ B OTHOIIEHMM KOTOPBIX IIPOBEJCHBI KIMHUYECKHE WCCIEAOBAHMS, BBIITOJIHEHHBIE 32
npenenamu Poccuiickoit depepanny B COOTBETCTBUM € ITpaBUIaMK HAAJIEXaIlel 1a00opaToOpHOM MPAKTUKU
U IIpaBUJIaM{  HAJJIeXalle KIMHUYECKOM ITPaKTHUKH, JOIYCKAeTCs BKIIOYEHHE B COCTaB pasjena
KJIIMHAYECKOU JOKYMEHTAIMU BMECTO OTUETa O pe3yIbTaTaX KIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHOTO
npenapara Uil MEIULIMHCKOrO NPUMEHEHUs, NpoBeneHHbIX B Poccuiickoir ®enepanuum, oryera o
pesynbTaTax KIMHUYECKUX UCCIENOBAaHUH, BBIIIOJHEHHBIX 3a npenenamu Pocculickon denepauum.

Wndhopmarust 06 n3MEHEHUSX:
Yacmo 17 usmenena c 1 ausaps 2021 . - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvrozo
3aKoHa donoanena wacmoio 17, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

17. 3asButens BIpaBe MPEJCTABUTH MO COOCTBEHHOW WHHUIIMATUBE BMECTE C 3asABICHHEM O
TOCYJapCTBEHHOM PETUCTpAIH JICKAPCTBEHHOTO TIpernapara Jyisi MEAUITUHCKOTO MPUMEHEHUS JOKYMEHTHI,
MOATBEPKJAOIINE YIJIATy FOCYJAapCTBEHHOM MONUIMHBI U yKa3aHHble B nyHkre 10 uactu 2 Hacrosmen
cTathbi. B cimyyae MX HempencTaBiI€HHs] COOTBETCTBYIOUIMI YHMOJHOMOYEHHBIN (efepanbHbIi Opra
UCTIOTHUTENILHOM BJIacTH MpoBepsieT (HakT YIUIaThl TOCYIapCTBEHHON MOIIITUHBI 3asBUTENIEM MTOCPEICTBOM
WCIIONIB30BaHUS ~ HMHpoOpManuu 00  ymaTe TOCYIapCTBEHHOW  TONUIMHBI,  COJEpKameldcs B
lNocynapctBeHHOl WHGOPMAIMOHHON CHCTEME O TOCYAApCTBEHHBIX M MYHHUIIMIAIBHBIX IUIaTeXaxX, Ha
OCHOBaHMM  MPEJCTABICHHBIX  3asBUTEIEM  KONUM  JOKYMEHTOB, IOATBEPKIAOIIMX  YIJIATy
rOCyIapCTBEHHOM MOILIJIMHBI.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3axona donoanena yacmoio 18, ecmynaroweti 6 cuny c¢ 1 ameapsa 2016 e.
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18. He nmomyckaercs HCIONB30BAaHHE B KOMMEPYECKUX NENIX HHPOpMAMH O pe3yinbTaTrax
JOKJIIMHUYECKUX HMCCIIEOBAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HMCCIIEIOBAaHUMN JIEKapCTBEHHBIX
npenaparoB Uil MEAUIMHCKOTO TPUMEHEHHMs], TMPEICTAaBICHHON 3asBUTENIEM [JIsl TOCYAapCTBEHHOM
perucTpaluu JIeKapCTBEHHOTO Mpemapara, Oe3 ero corjacus B TEUYEHHE WIECTH JIET C JIaThl
TOCY/IapCTBEHHOU perucTpanuu pedepeHTHOro JeKapcTBEeHHOTo mpemnapata B Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

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

19. Jlepxatens WM Biiajenel] perucTpalMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOIO Mpenapara Ha
OMOTEXHOJIOTHYECKUI Wi OopdaHHbIN JEeKapCTBEHHBIN Mpenapar o0s3aH MPEAOCTaBIATh HA BO3ME3THOM
OCHOBE 00pa3ibl pehepeHTHOro JIEKAPCTBEHHOTO MpernapaTa 3assBUTEISM IS MPOBEACHUS KIMHUYSCKUX
ucciaenoBanuii. CTouMOCTh o0Opasina pePepeHTHOro JICKApCTBEHHOTO IIpenapara, BKJIIOUEHHOTO B
MepPeUYCHb )KM3HEHHO HEOOXOAMMBIX W BAXKHEMIIUX JIEKAPCTBEHHBIX MPENapaToB, HE JOJDKHA MPEBHIIIATh
3apEruCTPUPOBAHHYIO TPEIEIbHYIO0 OTIIYCKHYIO LIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIM Mpenapar Wiu
IIEHY Ha JIEKApCTBEHHBIN Mpenapar B CTPaHe MPOU3BOIUTEINS.

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3axona oonoanena wacmoio 20, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 2.
20. 3asBiieHHE O TOCYJAPCTBEHHON PErucTpaliii BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO IMpernapara
JUIST MEIUIMHCKOTO TPHUMEHEHHUSI MOKET OBITh MOJaHO B YIOJIHOMOYEHHBIH (eaepanbHblii OpraH
WCIIOJIHUTEIIbHOM  BJIACTH, OCYIICCTBIISIIONIUNA  TOCYIAapCTBEHHYIO  PETUCTPAIMIO  JICKAPCTBEHHBIX
IpernapaToB, IO HUCTEUEHUU YETBIpeX JIeT C JaThl TOCYJapCTBEHHOH perucTpanuu peepeHTHOro
JIEKapCTBEHHOr0 npenapara B Pocculickoit @enepanuu.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroco
3aKoHa oononnena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

21. 3asBneHue O TOCYJApCTBEHHOW  peructpanuu  OuoaHaaoroBoro (OMomomaoOHOTO)
JIEKapCTBEHHOTO Mpenapara (6roaHanora) MoxeTt ObITh MOJAAHO B YIIOJIHOMOUYCHHBIN (eiepanbHbIil OpraH
WCIIOJTHUTEIIbHOW  BJIACTH, OCYIICCTBIISIIONIUN  TOCYIApCTBEHHYIO  PETUCTPAIMIO  JIEKAPCTBEHHBIX
mpemnapaToB, IO UCTEUEHHWHM TpeX JeT C JaThl TOCYJapCTBEHHOH perucTpanuu peQepeHTHOTO
JIEKapCTBEHHOr0 nipenapara B Pocculickoit @enepanuu.

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweeo Dedepanbroco
3aKoHa donoxeHa yacmoio 22, scmynaioweii 6 cuny ¢ 1 smeapsa 2016 e.

22. Jlepkarenp WIM BIaJeNel] PErUCTPAllMOHHOIO YJIOCTOBEPEHHS JIEKApCTBEHHOrO Ipernapara
MPEJICTAaBISIET B YHNOJHOMOYEHHBIN (efepanbHblii OpraH HCIIOJHUTETBHON BIACTH, OCYIIECTBISIONIUI
(GYHKIIMHM MO0 KOHTPOJIO M HAa/A30py B cepe 3/paBOOXpaHEHUs, OTYET MO pe3yiabTaTaM (papMakoHaA30pa
OJIMH pa3 B LIECTh MECALIEB B TEUEHHUE JBYX JIET NOCIE TOCYJAapCTBEHHON PETUCTPALMU JIEKApCTBEHHOTO
npenapara B Poccuiickoii Denepannn, €KErogqHo B TEUCHUE MOCIEAYIONIUX TPEX JIET U B JaJbHEUIIEM
OJIVH pa3 B MATh JIET.

TAPAHT:

Cwm. komMmeHTapuH K ctathe 18 HacTosmero denepanbHOro 3aK0Ha

Wndopmarus 06 H3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 19 nacmosweeo Dedepanbroco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamou 8 npedvloyuell peoaxKyuu
Crarba 19. IIpunstue pemeHus o Bbllaye dKCIEPTHOMY YUPEKICHHUIO 3alaHUsI HA MPOBEACHUE
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AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsaty paboyux HEH CO JHS MPUHATHUS 3asBICHUS O TOCYIapCTBEHHOW PErucTpaluu
JICKapCTBEHHOTO MpemnapaTa COOTBETCTBYIOIIMIA YIIOJTHOMOYCHHBIN (efepatbHbI OpraH UCIOIHUTEIBHON
BJIACTU MPOBOAUT MPOBEPKY MOJHOTHI, TOCTOBEPHOCTU M MPABHIBHOCTH O(QOPMIICHUS IPEICTaBICHHbBIX
JIOKYMEHTOB PETUCTPAIIMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN IMpenapar U NPUHUMAET PEIICHHUE O BbIIaye
3a/laHUsl Ha IPOBEJCHUE:!

1) skcnepTU3bl JOKYMEHTOB, MPEACTABICHHBIX JUIsl OMpPENETICHUs BO3MOXXHOCTH PacCMaTpPUBATH
JIEKApCTBEHHBIA MpernapaTr sl MEAMIMHCKOIO NPUMEHEHHUS IpPU OCYIIECTBICHUU TIOCYIapCTBEHHOU
perucTpanuu B kKauecTse op(haHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) SKCIepTH3bl JIEKAPCTBEHHOTO CpPEACTBA B YacTU SKCIEPTH3bl KadyecTBa JIEKapCTBEHHOIO
CpeacTBa M SKCHEPTU3bl OTHOIICHHUS] OXHUIAEMOM TMOJb3bl K BO3MOXKHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHOIO Mpenapara s MEJUIUHCKOTO IPUMEHEHHS;

3) o9KcnepTH3bl JEKApCTBEHHOTO CPEJACTBA B YAaCTH OKCIEPTU3Bl KadeCTBa JIEKAPCTBEHHOTO
CpeacTBa M SKCHEPTU3bl OTHOLICHHS OXUIAEMOM TMOJb3bl K BO3MOXKHOMY pHUCKY IPUMEHEHUS
JIEKAapCTBEHHOT'O TMperapaTta i MEAUIIMHCKOrO IMPUMEHEHHS B TOPSAKE YCKOPEHHOM MpPOIEAYypHI
3KCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHM CO cTaThell 26 HacTosuiero deaepaabHOTO 3aKOHA;

4) »sKcHepTU3bl JIEKAPCTBEHHOTO CPEACTBA B OTHOIIEGHHWU JIEKAaPCTBEHHOIO TMpemnapara Jyist
BETEPUHAPHOI0 IPUMEHEHUSI.

2. YomHOMOYEHHBIN (heepalibHbId OpPTaH MCIIOJHUTEILHON BIACTH YBEIOMIISIET B DJIEKTPOHHOM
dopMe unu Ha OyMa)KHOM HOCHUTENE 3asSBUTENSI U DKCIEPTHOE YUPEKIACHHE O MPHUHITOM PEHICHUHU O
BbIJIau€ 3aJJaHU HAa TIPOBEJICHUE DKCIIEPTHU3, MPETYCMOTPEHHBIX YacThi0 | HACTOAIIEH CTaThH, U B ClIydae
HEO0OXOMMOCTH O BbIIaue pasperieHus Ha BBO3 B Poccuiickyto @enepaiuio KOHKPETHON MapTUU, CEPUH
3apETUCTPUPOBAHHBIX M (MJIM) HE3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB WU 00 OTKaze B
MIPOBEACHUH MPEYCMOTPEHHBIX 3KCIEPTU3 C YKa3aHUEM MPUYUH TAKOr'O OTKa3a.

3. B cnyuae BBISIBIIEHHS OTCYTCTBHUSI WJIM HEIOCTOBEPHOCTH HH(GOpPMAIMH, COJIECpKaIlehcs B
MPEJICTABICHHBIX 3asBHUTEIEM JOKYMEHTaX, YHMOJIHOMOYEHHBIH (QenepalbHblii OpraH HCHOTHUTEIHHOU
BJIACTH HANpPABJSIET 3asABUTENIO0 3ampoc 00 YTOYHEHWH dTOoM wuHPoOpMamuu (majgee - 3ampoc
YIIOJTHOMOYEHHOTO (heJiepadIbHOT0 OpraHa UCHOTHUTENBHON BIIACTH), KOTOPHIH MOKET OBbITh TepenaH
YIOJIHOMOYEHHOMY TPEJICTABUTEIIO0 3asiBUTENS JIMYHO TOJ PACIHCKY, HAIpaBJ€H IO TOYTE 3aKa3HBIM
MUCHMOM WJIHM TIEpeJlaH B AJIEKTPOHHOU (opMe MO TeNIeKOMMYHHUKAIIMOHHBIM KaHajlaMm CBs3u. B ciydae
HaIpaBJIEHUsl 3ampoca YINOJIHOMOYEHHOTo (henepaabHOro opraHa HCHOJIHUTENbHOM BJAacTU MO IMOYTE
3aKa3HbIM IMHCbMOM OH CYMTAETCS IMOJYYEHHBIM IO HMCTEUYEHHUM IIECTH JHEH C JaThl HANpaBlICHUS
3aKa3HOTO MHUChMA.

4. 3asBuTens 00s3aH MPEACTaBUTH OTBET Ha 3alpoc YIOJIHOMOYEHHOTO (enepanbHOro opraHa
WCIIOJTHUTEIIbHON BJIACTH B CPOK, HE MPEBBHIMIAIONINN JEBSIHOCTa pab0O4YMX JAHEH CO JTHS €r0 MOTydYeHHS.
Cpok, ykazaHHbIH B yacTu | HacTosmledl cTaThbd, MPUOCTAHABIMBAETCSA CO JIHS HAIPaBJICHUS 3asBUTEIIO
3arnpoca yNoJIHOMOUYEHHOTO (elepabHOTO OpraHa HCIOJHUTENbHONW BIIACTH 10 JHS TMOJYYEHHUS UM
COOTBETCTBYIOILIETO OTBETA.

5. OcHOBaHHMEM I OTKa3a B OpraHU3AIMH IKCIEPTH3, MPEAYCMOTPEHHBIX YacThio | HACTOSIIEH
CTaThH, SBISIETCS TIPEJCTABICHWE HEOOXOMUMBIX [UJISi TPOBEIEHUS MPEAYCMOTPEHHBIX JKCIEPTHU3
JIOKYMEHTOB B HETIOJHOM OOBEME WJIM HETPECTaBICHUE 3asIBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETA HA
3aMmpoc YMoJIHOMOYEHHOTO (eIepallbHOTO OpraHa HWCIOJHUTENBHON BJIAcTH, a TakkKe IMpeACcTaBleHUE
JIOKYMEHTOB, HE COJIEPIKAIINX UCUEPITBIBAIOIIETO TIEPEUHS HEOOXOIUMBIX CBEJICHUM.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 19 oonoanena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
6. IIpu oTKaze B OpraHM3alMM 3KCIEPTHU3bI, MPEAYCMOTPEHHOM NyHKTOM 4 yacTu | Hacrosien
CTaThU, JIOKYMEHTBI, BXOJAIIME B COCTaB PErMCTPALIMOHHOIO JOChE Ha JICKAPCTBEHHBIN Mpenapar s
BETEPUHAPHOTO MPUMEHEHMs, MOTYT OBITh BO3BpAIEHbl 3asBUTEII0 Ha OCHOBAHUU €ro NMHCbMEHHOTO
3armpoca, HalpaBJICHHOTO B YIMOJIHOMOYEHHBIA (eiepalibHbI OpraH HCIIOTHUTEIHHOW BJIACTH B TEUCHHUE
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TpUAUATH PabOYMX JAHEW CO JHS MPHHATHUS YINOJHOMOUYEHHBIM (eiepaabHbIM OPraHOM HCTIOJHUTEILHON
BJIACTU pEIICHUs 00 OTKa3e B OpPraHU3allMH TaKOW SKCIEPTHU3bl. YIIOJIHOMOYEHHBIN (helepaabHblii opraH
VCIIOJIHUTENIBHOM BJIACTH BO3BpAIAET 3asBUTEII0 YKa3aHHbIE JIOKYMEHTHI B TE€UEHHE JAECATH pabouux
JTHEH CO JIHS MOJYYEHUsI COOTBETCTBYIOIIETO 3a1poca 3asBUTEIIA.

TAPAHT:

CMm. komMeHTapuu K ctatbe 19 HacTosmero denepabHOTO 3aKOHA

Wndopmarius 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamusa 20 nacmoswezco Dedepanvrozo
3AKOHA U3I0JICEHA 8 HOBOU pedakyuu, ecmynaroweti ¢ cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamwv 8 npedvloyuell pedaxKyuu
Crarba 20. Oxkcrepru3a JOKYMEHTOB, IPEACTABIEHHBIX I ONPEICIICHUS BO3MOXHOCTHU
paccMaTpuBaTh JICKApPCTBEHHBIN Tpemapar HAjis MEAMIMHCKOTO TMPUMEHEHHS Npu
OCYILECTBIICHIH TOCY/IapPCTBEHHON PETUCTPAIH B KaueCcTBE Op(aHHOTO JEKAPCTBEHHOTO
npernapara

1. Dkcnepru3a JOKYMEHTOB, HPEICTABJIECHHBIX JUISl ONpPEAENIEHUs BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN MpemapaT Ui MEIULUHCKOTO MPUMEHEHHs] MpPHU OCYIIECTBICHHHM TOCYJapCTBEHHOM
pEeruCTpaiii B Ka4ecTBE OP(aHHOTO JIEKAPCTBEHHOTO Iperapara, COCTaBICHHE KOMHCCHEH SKCIEPTOB
3aKJIIOYEHUS O BO3MOXHOCTM WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Mperapar s
MEIUIIUHCKOTO MMPUMEHEHHS TIPU OCYIIECTBICHHH TOCYapCTBEHHOM PETUCTPAIK B KadecTBE Op(haHHOTO
JICKapCTBEHHOI'0 Tpernapara M HalpaBlIeHWE JaHHOTO 3aKIIOYEHHs B YHMOJIHOMOYEHHBIN (eaepanbHbIi
OpraH MCHOJIHUTEIbHOM BJIACTU OCYLIECTBIIAIOTCS B CPOK, HE MPEBBIMIAIOMINNA TPUALATH pabOUMX JTHEH CO
THS TIOJNIyUYEHHUs OKCIEPTHBIM YUPEXKIEHHUEM 3aJlaHusl YIIOJHOMOYEHHOTO (heaepaibHOro oOpraHa
WCIIOJTHUTEIIbHOW BJIACTH U B DJJIGKTPOHHOW (opMe WM HAa OYMaXKHBIX HOCUTEISX HEOOXOIUMBIX
JOKYMEHTOB, YKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 wactu 4 m B yactu 7 crtathu |8 HAcCTOALIErO
®denepanbHOro 3aK0Ha.

2. JIOKYMEHTBI, COJAEpallhecsi B PETUCTPAIMOHHOM JOChE€ Ha JIEKapCTBEHHBIM mpemnapar u
MOCTYNUBIINE HA OYMa)KHBIX HOCUTENSIX B OKCIIEPTHOE YUPEKACHHUE AJI OCYILECTBICHUS UX SKCIEPTHU3BI
JUIsL  OIpeneNieHuss BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM MpenapaT Juisi MEIULHUHCKOrO
IPUMEHEHHUS B KauecTBE Op(aHHOrO JIEKapCTBEHHOI'O Mpemnapara, IojajexaTr BO3BpaTy B
YIIOJTHOMOYEHHBIN (peepanbHblii OpraH HCIOIHUTENBHON BIIACTH OJHOBPEMEHHO C 3aKIIOYCHHSIMU
COOTBETCTBYIOIIUX 3KCIEPTHU3.

TAPAHT:

Cwm. kommeHnTapuu K ctatbe 20 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 21 nacmosweeo DedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynatowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexcm cmamou 8 npedbloyuell peoaxKyuu

Crarbs 21. Pemenne 0 BO3MOXKHOCTM pacCMaTpuBaTh JIEKAPCTBEHHBIM IMIpemnapar IpH
OCYILECTBIIEHUH I'OCY/IapCTBEHHON PErUCTpaIlM B KauecTBE Op(haHHOIrO JIEKApCTBEHHOTO

npenapara
1. B cpok, He npeBbILAOINN MATH padOYUX THEH CO JHS MOJYYEeHHUs 3aKITIOUEHUs, YKa3aHHOTO B
gactu | craren 20 wHactosmero denepalbHOrO 3aKOHA, YIOJHOMOYCHHBIH (efepalbHbIi OpraH
VCIIOJIHUTEIIBHOM BJIACTU OCYLIECTBJISET OLICHKY IIOJIYyYEHHOIO 3aKIIOYEHUS Ui OIPENCIICHUS €ro
COOTBETCTBUSl 33JaHUIO HA IPOBEACHUE COOTBETCTBYIOLIEH HKCIEPTU3bl M YBEIOMIISET 3asBUTENS B
3NIEKTPOHHOM (opMe wmnu Ha OyMa)XHOM HOCUTENIE O pe3ylbTaTax IPOBEACHHOM 3KCIEPTU3BI C
MPUJIOKEHUEM KOIMUU AKCHEPTHOTO 3aKIIIOUeHUs (C cOXpaHEHHEM KOH(PHUACHUUAILHOCTH MHPOpMAIUU O
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COCTaB€ HKCIEPTHON KOMHUCCUHU) U O BO3MOXKHOCTH MJIM HEBO3MOXHOCTU PacCMaTpUBATh JIEKApPCTBEHHBIN
npenapar i1 MEIULUHCKOTO INPUMEHEHHsS IPU OCYLIECTBICHHH TIOCYAAPCTBEHHOM PpErucTpaluu B
Ka4yecTBe OP(aHHOIO JIEKAPCTBEHHOI'O Mpernapara.

2. Ilpn BBIHECEHMM KOMMCCHEH DKCIIEPTOB 3aKJIIOUEHUS O BO3MOXKHOCTH paccMaTpUBATh
JIEKapCTBEHHBIM Ipernapar Uil MEIMIMHCKOIO INPUMEHEHMS IIPU OCYILECTBICHHHM TI'OCYAApCTBEHHOU
perucTpanuy B KadecTBe op(haHHOro JIEKapCTBEHHOIO IpenapaTa yIoJHOMOUYEHHbIN (efepalibHblil Opra
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBILAIOUINNA NATH paboyux AHEH CO JHS MOJXYYEHHUS IaHHOTO
3aKJIIOYEHUsS, IIPUHUMAET pEUICHWEe O BbIJA4Ye 3aJaHus Ha IPOBEICHHE OKCIEPTU3bl KadecTBa
JIEKApCTBEHHOI'O0 CPEACTBA M OKCIIEPTU3bl OTHOLICHMS OXKMUJAEMOM IIOJb3bl K BO3MOXXHOMY DPHUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOrO Ipenapara Uil MEAMIMHCKOIO IPUMEHEHHUS B IIOPSAAKE YCKOPEHHOU
IIPOLIEAYPBl JKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU CO CTarbeid 26 HACTOSIIETO
®denepallbHOTO 3aKOHA.

3. B ciiydae npuHATHS pelIeHNs O HEBO3MOXXHOCTU pacCMaTpUBaTh JIEKapCTBEHHBIN Ipenapar Ajs
MEIUIUHCKOTO IPUMEHEHHUS ITPU TOCYIapCTBEHHON PErucTpalvy B KauecTBe 0p(haHHOrO JIEKapCTBEHHOIO
npernapara YHoJIHOMOYECHHBIH (enepanbHblii OpraH HCHOJHHUTEIBHOW BIACTH MPEKpAIlaeT MPOLEAYypY
rOCyJapCTBEHHON pEerucTpanuu JIeKapCTBEHHOTO Iperapara. 3asBUTENb BIOpaBe OOpaTUTbCA B
PErUCTPUPYIOLIMI OpraH C 3asBJICHUEM O IOCYAAPCTBEHHOM PErMCTPALMM YKA3aHHOI'O JIEKAPCTBEHHOI'O
Ipernapara B COOTBETCTBUH €O craThell |8 Hacrosmero PenepanbHOro 3aKoHa.

TAPAHT:

CMm. komMeHTapuu K ctatbe 21 HacTosero denepabHOT0 3aKOHa

Crarbs 22. Yrpatuia cuity ¢ 1 uronsg 2015 r.

Wndopmarys 06 H3MEHEHHSAX:
Cm. mexem cmamou 22

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 23 nacmosueco Dedepaivroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarbsn 23. DkcrmepTH3a KauecTBa JIKQpPCTBEHHOIO CpEACTBA M JKCIEpPTH3a OTHOLICHUS
OKU/IaeMOM TI0JTB3BI K BO3MOYKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOTO TIpernapara s
MEIUIUHCKOTO IPUMEHEHHUS

1. DkcnepTr3a KauecTBa JIEKAPCTBEHHOI'O CPE/ICTBA U SKCIEPTU3a OTHOLIEHHS O’KUIAEMOM MOJIb3bI
K BO3MOXHOMY PHUCKY IPHMEHEHHs JIeKapCTBEHHOTO IIpernapara JJisi MEAMLUHCKOrOo HpPUMEHEHUs,
COCTaBJICHME KOMHCCHSIMH DSKCIEPTOB 3aKJIIOUYEHUI 1O pe3ylbTaTaM IPOBEIEHHBIX OJKCIEPTU3 U
HalpaBJIeHUE ITHX 3aKIIOYEHUH B YIIOJIHOMOYEHHBIH (QelepanbHblil OpraH MCIOJHUTEIbHON BIacTH
OCYIIECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIONINNA CTa ACCATH pabovnX THEH CO AHS MOTYyYSHUS IKCTIEPTHBIM
YUPEKAECHUEM COOTBETCTBYIOIIETO 33/JaHUsl YIOJTHOMOUYEHHOTrO (eiepajbHOI0 OpraHa HMCHOJHUTENbHOM
BJIACTH M HEOOXOJUMBIX TOKYMEHTOB B 3JICKTPOHHOH (popMe Wi Ha OyMa)kKHBIX HOCHUTEIISX.

2. B TeueHue neBsHOCTa JHEH CO JHS TOJYYEHHs PELICHHs YHOJIHOMOYEHHOTO (eaepabHOro
OpraHa HUCIHOJHUTENIbHON BIACTH O IMPOBEACHUU JKCHEPTU3, MPETyCMOTPEHHBIX 4YacThbio | HacTosiien
CTaThH, 3asABUTENb INPEJACTABISAET B 3KCIEPTHOE YUPEKICHHUE IS MPOBEIEHHs SKCIEPTU3bl KauyecTBa
JIEKapCTBEHHOI'O Cpe/icTBa 00paslibl JIEKapCTBEHHOIO IperapaTa i MEIUIIMHCKOTrO MpHUMEHEHUS,
IPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH OINBITHO-TIPOMBIIUIEHHOTO M (MJIM) MPOMBIIUIEHHOTO
pETIaMeHTOB, YTBEP)KICHHBIX DPYKOBOAMTEIEM MPOM3BOIUTENS JIGKAPCTBEHHBIX CPEICTB, a TaKXkKe B
COOTBETCTBYIOILINX CIy4yasx o0pa3ubl (hapMaleBTHUECKOW CyOCTaHIIMH, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYpPbI KJIETOK, 00pa3libl BEIIECTB, IPUMEHSIEMbIX ISl KOHTPOJISl KayecTBa JIEKAPCTBEHHOTO CPE/ICTBA
IyTEM CPaBHEHUS C HUMH HCCIIEAYEMOTO JIEKAPCTBEHHOT'O CPEJICTBA, B KOJIMYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEICHUSI METOJIOB KOHTPOJISI Ka4eCTBa.

3. Ilpu momydeHun oOpa3LOB JEKAPCTBEHHOTO TMpemnapara M (apMaleBTUYECKONH CyOCTaHLIUU
9KCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENIO JOKYMEHT, MOJITBEP)KIAIOLIMN TIOIy4YeHHE YKa3aHHBIX
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00pasIoB, U B CPOK, HE TPEBHIIAIINN TpeX pabounx JHEH, YBEAOMIISET B AIEKTPOHHOU (opMe WM Ha
OyMa)XHOM HOCHTEJIE 00 3TOM YIOJHOMOYEHHbIN (eiepabHbIi OpraH UCIIOTHUTENBHOM BIIaCTH.

4. YKa3aHHBIE B YaCTsIX 2 M 3 HACTOSIIEH CTaTbU CPOK JISl TIPEJICTABICHHS 3assBUTEIEM 00pa3oB
JICKapCTBEHHOI'0 TMpemnapara U (apmMaleBTUUeCKOH CYOCTaHLIMM M CPOK YBEIOMIICHHUS HKCIEPTHBIM
yupexIeHueM o0 23ToM Ha OyMaXHOM HOCHTEJEC YIOJHOMOYEHHOro (demepampHOro opraHa
UCTIOJTHUTEIILHOW BJIACTH HE BKIIFOYAIOTCS B CPOK MPOBEACHUS SKCIEPTU3, MPEIYCMOTPEHHBIX YacThiO |
HACTOSIIEH CTaThbU.

5. JIOKyMEeHTbI, TOCTYNHUBIIME B OKCIEPTHOE VYUPEKICHUE s NPOBEIACHHS DSKCIEpPTHU3,
IPEIYCMOTPEHHBIX YacThiO0 | HACTOAIIEH CTAaThH, MOJICKAT BO3BpPATy B YIIOJTHOMOUYEHHBIN (heaepanbHbIi
OpraH HCIIOJIHUTENbHON BJIACTU OJIHOBPEMEHHO C 3aKJIIOUYEHUSIMH, TMOJIYYEHHBIMH IO pe3yjbTaTam
COOTBETCTBYIOIIUX IKCIEPTH3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 23 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Crarpsa  24. SKCHepTI/ISa Ka4yeCTBa JICKAPCTBCHHOI'O CPCACTBA MW OKCIICPTH3a OTHOIICHUA
0)KI/IZ[8,€MOI>1 IMOJIB3bI K BO3MOXHOMY PUCKY IPUMCHCHUA JICKAPCTBCHHOI'O IIpCriapara AJjId
BCTCPUHAPHOT'O IPUMCHCHHA

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3axkonom om 13 wuions 20152, N 241-d3 6 uacmv 1 cmamvu 24 unacmosuwezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

1. DkcnepTr3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U SKCIEPTU3a OTHOLICHHS 05KUIAEMOM TOJIb3bI
K BO3MOXHOMY PHUCKY INPHUMEHEHHUS JIEKApCTBEHHOIO IIpernapara A BETEPUHAPHOIO INPUMEHEHUS,
COCTaBJICHHE KOMHUCCUSMHU SKCIIEPTOB 3aKJIIOUEHUH 10 pe3yJbTaTaM YKa3aHHbBIX SKCIIEPTH3 U HalpaBJiIeHHE
TaKUX 3aKJIIOYEHUI B YIOJTHOMOUYEHHBIN (hefiepaibHblii OpraH NCHOIHUTEIBHON BIACTU OCYIIECTBISIOTCS
B CpPOK, HE MPEBBILIAIONINI CcTa JECATH padOyuX JHEH CO JHS MOJy4yeHUs SKCIEPTHBIM YUpPEKICHHEM
3aJaHusl  YMOJHOMOYEHHOTO (pelepajbHOr0 OpraHa MCIOJHUTENbHOM BJIACTH C JIOKyMEHTaMH,
yYKa3aHHBIMM B yacTu 3 ctateu |7 Hacrosmero @eaepasbHOro 3aK0Ha.

Wndopmarys 06 H3MEHEHHSAX:
Yacms 2 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

2. B Tedenue TpuAmaTH paboyux AHEH CO JHS TONYyYEHUS PEIICHUS YHIOIHOMOYEHHOTO
dbeneparbHOTO OpraHa WCIOJTHUTEIBHON BJIACTH O MPOBEJACHUU yYKa3aHHBIX B YacTH | HACTOSIIEH CTaThU
9KCIIEPTU3 3asBUTENb IPEJCTABISIET B OKCIEPTHOE YUPEKIEHHUE JUIsl TPOBEJEHUS DKCIEPTU3bl KauyecTBa
JIEKapCTBEHHOI'O CpEeACTBAa OOpa3Ibl JIEKapCTBEHHOIO Ipernapara Juisi BETEPUHAPHOTO MpHUMEHEHUS,
MPOU3BEICHHOTO B COOTBETCTBUU C TPEOOBAHHMSIMH TEXHOJIOTUYECKUX PEriaMEHTOB, YTBEPKICHHBIX
PYKOBOJUTENIEM MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB, a TaKKE€ B COOTBETCTBYIOLIUX CIIydasx
TECT-IITaAMMbl MUKPOOPTaHU3MOB, KYJIbTYPBI KJIETOK, 00pa3ibl (hapMaleBTUUECKON CyOCTaHIIMU, 00pa3Ibl
BEIIECTB, IPUMEHsSIEMble JJIsi KOHTPOJs KadecTBa JIEKapCTBEHHOI'O CpEACTBa, B KOJIMYECTBAaX,
HEOOXOUMBIX JUIsl BOCIIPOU3BEICHHS] METOJJOB KOHTPOJISI KAuecTBa.

3. Ilpu momydeHuu 0Opa3IOB JIEKAPCTBEHHOTO TMpemnapara W ¢apMareBTUUeCKod CyOCTaHIIUH
SKCHEPTHOE YUYPEXKJIEHUE BBIAACT 3asBUTENI0 JOKYMEHT, MOATBEPXKIAIOMIMI MMOTyYEeHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIONINN TpeX pabouux THEH, YBETOMISIET B MUCbMEHHOU (hopme 00 ATOM
YIIOJIHOMOYEHHBIN (heiepalbHbIii OpraH UCIOJHUTEIBHO BIACTH.

4. Cpox ia TpeacTaBieHMs] 3asBUTENeM 0oOpa3loB JIEKAPCTBEHHOrO IMpermapata H
(dapmarieBTHYeCKON CYOCTAaHIINH U CPOK YBEIOMIICHUS SKCIIEPTHBIM YUPEXKACHUEM 00 3TOM B MMCbMEHHOMN
dbopMe ynosHOMOYEHHOTO (efepaibHOr0 OpraHa MUCHOJHUTENbHOM BIACTH, yKa3aHHBIE B JacTax 2 M 3
HACTOSIIEN CTaThW, HE BKJIOYAIOTCS B CPOK MPOBEJIEHUS YKa3aHHBIX B 4YacTU | HacToslIed CTaTbu
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IKCIIEPTH3.

5. JIOKyMEHTBI, TOCTYNHUBIIME B 3KCIIEPTHOE YUPEKACHUE ISl POBEACHUS YKa3aHHBIX B yactu |
HACTOSIIIEH CTaThu OJKCIEPTH3, MOAJIEKAT BO3BpPATy B YIOJHOMOYEHHBIH (enepaabHblii  OpraH
VCIIOJIHUTEJIbHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YNIbTaTaM YKa3aHHBIX 3KCIEPTH3.

TAPAHT:

CM. koMMeHTapuu K cTarbe 24 HacTosero denepalbHOT0 3aK0Ha

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamvu 25 HACMOSAULC2O
DedepanbHoeo 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm HAUMEHO8AHUSL 8 NPeOblOYUel PeOaKyul
CraTtbs 25. [IoBTOpHOE MPOBEACHHUE YKCIIEPTHU3HI JICKAPCTBEHHBIX CPEIICTB

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 1 cmamou 25 nHacmoswezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. B ciuydasx HemOCTaTOYHOW OOOCHOBAaHHOCTH WJIM HEIIOJHOTBHI 3aKJIFOYCHUS KOMHCCHH
9KCIEPTOB, HAJIWYUS B HEM IPOTUBOPEYMBBHIX JIaHHBIX, (aIbCU(UKAIUK BBIBOJOB JKCIIEPTH3BI
JICKApCTBEHHOTO CPEACTBA, COKPBHITHS OT YIMOJHOMOYEHHOTO (heepasbHOro opraHa HMCIIOJHUTEIbHON
BJIACTH OCHOBAaHWH JIJII OTBOJA OJKCIEPTa BCJCICTBHE €r0 3aWHTEPECOBAHHOCTH B PeE3yJibTaTax
COOTBETCTBYIOIIEH IKCIIEPTU3bI, HATUYHSI JAHHBIX O MPSMOM JIMOO0 KOCBEHHOM BMEIIATEIILCTBE B TPOIIECC
COOTBETCTBYIOIIEH SKCIEPTHU3bI JIMI, HE YYaCTBYIOIIMX B €€ MPOBEICHHH, HO OKa3aBIIMUX BIHSIHHE Ha
MPOIECC M PE3YNIbTAThl €€ MPOBEACHUS, YIIOJTHOMOYCHHBIM (eepabHBIM OpPraHOM HCIOJHUTEITBHON
BJIACTH HA3HAYAETCsI MOBTOPHAS IKCIEPTH3a JIEKAPCTBEHHOTO CPECTBA U (MJIH) dTHUECKask SKCIIePTH3a.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-d3 6 uacms 2 cmamvu 25 nHacmosuezo
DedepanbHo2o 3aKoHA 8HeceHbl UsMeHeHus,, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexem yacmu 6 npeovloyueli pedaKyuu
2. [loBTOpHAas SKCIEpPTH3a JIEKAPCTBEHHOTO CPEICTBA MPOBOIAUTCS C yYETOM PE3yIbTaTOB paHee
MPOBEJICHHOW OJKCIEPTU3bl B CPOK, YCTAHOBJICHHBIN YIIOJTHOMOYEHHBIM (eAepaTbHBIM OpPraHOM
WCTIOTHUTENbHOM BIIACTH U HE MPEBBIMAIONUN TpUAIaTH pabounux AHEH cO JHS MOJYy4eHHUs IKCIEPTHBIM
yUpEeKICHUEM 3aJaHHsI Ha TTPOBEICHUE IIOBTOPHOM SKCIIEPTH3BI JICKAPCTBEHHOTO CPE/ICTRA.

Wndopmarys 06 M3MEHEHHSAX:
DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-@3 ¢ uacmv 3 cmamovu 25 Hacmosue2o
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovioyujeli peoaKyuu
3. ®duHaHCcOBOe oOOecleYeHUE BBINOJIHEHUS 33/laHUSl Ha IPOBEJCHHE IOBTOPHOW H3KCIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILIECTBISETCA.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 25 HaCTOAIICTO d)ez[epaJILHoro 3aKOHa

CraTbs 26. YckopeHHas npolenypa IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 13 wuions 20152, N 241-d3 6 uacmv 1 cmamvu 26 nHacmosiuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexem uacmu 6 npeovioyujeti peoaxkyuu
1. YckopeHHas mpouenypa 3KCHEPTU3bl JEKApCTBEHHBIX CPEACTB B LEIAX TOCYAAPCTBEHHOU
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perucTpanuy JIEKapCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOIICHHHM OP(AaHHBIX JEKAapPCTBEHHBIX
IpenapaToB, MEePBLIX TPEX JIEKaPCTBEHHBIX IMpernapaToB, perucrpupyemMeix B Poccuiickoit @enepanuu B
KaueCTBE BOCIIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX IIPEMApaToB, OYEPEIHOCTb KOTOPHIX OMNpEAeseTcs B
COOTBETCTBUM C HOMEPOM U JaTOW BXOJSIIMX 3asBICHUA O TOCYJAapCTBEHHOH perucrpainuu
JIEKAPCTBEHHBIX TMPEMapaToB B paMKaxX OJHOTO0 MEXJIYHApOJHOTO HEMAaTEHTOBAHHOIO HAWMEHOBAHMS
JIEKapCTBEHHOI'0 Ipernapara WM TPYNIHUPOBOYHOTO HAMMEHOBAaHHUS JIEKapCTBEHHOIO Ipenapara, u
JIEKAPCTBEHHBIX Mpenaparos, npeAHa3HauYeHHbIX UCKIIIOUUTEITEHO JUTSt MIPUMEHEHUS
HECOBEPIICHHOJIETHUMHU I'paXk1aHaMu.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oekaopa 2014 e. N 429-D3 uwacme 2 cmamovu 26 Hacmosuje2o
DedepanbHo20o 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. YckopeHHas IMpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IEISIX TOCYAapCTBEHHOU
pETUCTpAINH JIEKApCTBEHHBIX IPENapaToB HE MPUMEHSETCSI B OTHOIICHHUH:

1) 6uoanaioroBsIx (OMOMOAOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (0M0aHaAIOrOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IpENapaToB (3a HCKIIOYCHHEM Op(QaHHBIX JIEKapPCTBEHHBIX
IpenaparoB);

3) BOCHpOW3BEINEHHBIX JIEKAPCTBEHHBIX IpenapaToB (32 HCKIIOYCHHEM TIEPBBIX  Tpex
peructpupyembix B Poccuiickoit denepannu B kKadecTBe BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPEMapaToB
M JICKQpCTBEHHBIX  MpEnapaTtoB,  MpEeJHA3HAUYEHHBIX  HMCKIIOYHTENBHO Ui NPUMEHEHUS
HECOBEPIIICHHOJIETHUMHU Tpa)JIaHaMu );

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX MpENnaparoB, 3apeTUCTPUPOBAHHBIX paHEe, HO TMPOM3BEIEHHBIX B JPYTHX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUU C INE€peyHEeM HAWUMEHOBAaHWH JIEKAPCTBEHHBIX (DOPM M B HOBOWM
JI03UPOBKE.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamvu 26 nacmoswezo
DedepanvbHo20 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

3. VYckopeHHas mporeaypa SKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB MPOBOJIUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YMOJIHOMOYEHHOTO (peiepallbHOTO OpraHa MCHOJHUTEIHHOW BJIACTH HAa OCHOBAHHH
3asBJICHUS 3asBUTENSI B CPOK, HE MPEBBIMIAIOIINN BOCbMHAECITH pabouux nuel. [lpu aTom skcmeprrsa
JIOKYMEHTOB, COJIEPKAIIUXCS B PETUCTPALMOHHOM JIOCh€ Ha JIEKapCTBEHHBIM IpernapaT, IPOBOJUTCSA B
CpPOK, HE TPEBBIIIAONINN JeCATH padouuMx ITHEH, JKCIepTH3a KadecTBa JICKAPCTBEHHOTO CPEICTBA U
SKCHEepTHU3a OTHOUIEHUS OKMJIa€MOM TMOJIb3bl K BO3MOXXHOMY PHCKY MPUMEHEHHUs JIEKapCTBEHHOTO
mpernapara MpoBOJSATCS B CPOK, HE MPEBBIIAIOIINI MECTHACCATH padounX THEH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 o. N 429-D3 cmamovsa 26 nacmosuweco Dedepanvroco
3aKoHa oonoanena yacmoio 3.1, cmynaroweti 6 cuny ¢ 1 urona 2015 2.

3.1. B ortHomeHnn Op¢aHHBIX JIEKAPCTBECHHBIX MPENapaToB MOTYT OBITh IPEICTABICHBI
pe3ynbTaThl JOKIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEAOBaHUN
JICKapPCTBEHHBIX MPEMapaToB JIsi MEIUITMHCKOTO MPUMEHEHMS, BBITIOJHEHHBIX 3a mpejenaMu Poccuiickoit
Odenepaniii B COOTBETCTBUM C TIpaBUIaMHU HaAJexamed TabopaTopHON MPaKTUKA M TIpaBHIAMU
HaJJIekKaEen KIMHUYECKOW MPAKTUKHU.

4. VYckopeHHas TMpoIenypa SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOIAUTCS B TOPSJIKE,
YCTaHOBJIEHHOM cTaThsiMmu 17 - 20, 23 u 24 nacrosmero denepaabHOro 3aKOHA, U HE 03HAYAET CHYOKEHUS
TpeOoBaHUil K 6€30MaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MPETapaToB.

TAPAHT:

CM. koMMeHTapuu K cTatbe 26 HacTosAero denepanpbHOro 3akoHa
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Cratbs 27. Pemienue o rocy1apcTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO MIpernapara

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 1 cmamvu 27 Hacmosue2o
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. B cpok, He MpeBBIIAONTNN ASCATH PadOUYUX JHEH CO JHS TOJYUYCHHs 3aKITFOYCHUH KOMUCCHH
AKCIIEPTOB 110 Pe3yJbTaTaM IKCIEPTHU3bl KaueCTBA JIEKAPCTBEHHOI'O CPEJICTBA U 3KCHEPTU3bI OTHOIICHUS
0’KMJIa€MOM I0JIb3bl K BOBMOKHOMY PUCKY ITPUMEHEHHUs JIEKAPCTBEHHOT'O Mperapara, COOTBETCTBYIOIINI
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) pa3merniaeT Ha cBoeM OoUIMATBLHOM caiiTe B ceTH "MHTEpHET" COOTBETCTBYIOIINE 3aKITFOYCHUS
KOMHUCCHUHM 3KCIEPTOB M OCYLIECTBIISIET WX OLEHKY JJs OIpEAENCHUs COOTBETCTBHUS 3aJaHMIO Ha
IIPOBE/ICHUE 3TUX IKCIIEPTU3;

2) NpuUHUMAET pPELIEHHE O TOCYJapCTBEHHOM PETruMCTpalyy JIEKApCTBEHHOI'O Ipemnapara Wi o0
OTKa3€ B rOCYJIapCTBEHHOM PErucTpanuu JeKapCTBEHHOTO IIpenapara;

3) BHOCHUT NpU NPUHATUH PELICHUS O TOCYJapCTBEHHON perucTpalyy JeKapCTBEHHOro Mpernapara
JMaHHBIE O 3apPErHCTPUPOBAHHOM JIEKAPCTBEHHOM Ipemapare, B TOM 4ucie O (dapMaleBTHUECKOi
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIEKAPCTBEHHOIO TIpenapara, B TOCYAAapCTBEHHBIA pPEecTp
JIEKAPCTBEHHBIX CPEACTB W BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YJOCTOBEPEHHUE JIEKAPCTBEHHOTO
npemnapara, ¢opmMa KOTOPOTO YTBEP)KIAETCs YIOTHOMOUYEHHBIM (heZiepalbHbIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH, COIVIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTAllMIO, HOPMATHUBHBIA JOKYMEHT, WHCTPYKIHUIO 10
IPUMEHEHHIO JIEKAPCTBEHHOI'O IIpernapaTa M  MAaKeTbl IEPBUYHOM YNAKOBKM M BTOPUYHOU
(MOTpeOUTENBbCKOM) YMAaKOBKM C YyKa3aHMEM Ha HHUX HOMepa PpEerucTPalMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTI'0 IIpernapaTa U J1aThl €ro rocyAapCTBEHHOM perucTpaiyy Uil B Cly4yae IpUHATUS PelIeHus
00 OTKa3e B TOCYAApCTBEHHOM perucTpanyy JIEKapCTBEHHOro Ipernapara yBeAOMIISET B NMHCbMEHHOMN
dopme 3asBUTENsT 00 ATOM C YyKa3aHWEM IMPUYUH TaKOro OTKa3a. 3a BbLIAYy pPETrUCTPALMOHHOTO
YIOCTOBEpPEHUS JIEKAPCTBEHHOI'O IIpernapara B3MMAETCsS TOCYJapCTBEHHAs IOIUIMHA B COOTBETCTBUH C
3akoHojarenscTBoM Poccuiickoit deneparuu o Hajorax u coopax.

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

CMm. npedvloyuyro pedaKyuio
2. OcHOBaHUEM JUIsl OTKa3a B TOCYJAapCTBEHHOW perucTpanuu JEKapcTBEHHOIO Ipernapara Jyis
MEIUIIUHCKOTO IPUMEHEHUS SBIISIETCS 3aKII0UEHHE COOTBETCTBYIOIETO YITOJTHOMOUEHHOTO (heiepaaIbHOro
OpraHa HCIIOJIHUTENbHOM BJACTU O TOM, 4YTO KadecTBO U (Wiu) 3(PPEeKTUBHOCTb PErHCTPHUPYEMOIO
JIEKapCTBEHHOTI'O Ipenapara il MEIULIUHCKOIO IPUMEHEHUS HE MTOATBEPKIEHBI MOJIYyYEHHBIMU JaHHBIMU
WIM 4TO PUCK IIPUUMHEHUS BpEAa 3J0POBBIO UEJIOBEKA BCIIECJACTBUE IPHEMA JIEKAPCTBEHHOIO Iperapara
JUTSL METUIIUHCKOTO IPUMEHEHHUSI TPEBBIIIAET 3P PEKTUBHOCTD €r0 MPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 3 cmamovu 27 Hacmoswe2o
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm wacmu 6 npeovioyujel peoaKyuu
3. TloBTOpHOE TMIpencTaBICHHE B COOTBETCTBYIOIIUIN YIIOTHOMOYEHHBIN (enepanbHblii OpraH
WCITOJTHUTEIIbHOW BJIACTH JICKAPCTBEHHOTO TIpenapara, B OTHOIICHHMH KOTOPOTO TIOJYyY4eH OTKa3 B
roCyJapCTBEHHOM PEerucTpanuyd U KOTOPBIM BIIOCIEICTBUM MOABEPTCs U3MEHEHUIO B YAaCTU €r0 COCTaBa,
paccMaTpuBaeTcsi Kak IpeACTaBlI€HHE HOBOTO JIEKApPCTBEHHOTO IperapaTa Ha €ro rocyJapCTBEHHYIO
PETUCTPALIMIO HE3aBUCUMO OT COXPAHEHHUS €T0 MEPBUYHOTO HAMMEHOBAHUSI.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 27 oonoanena yacmoto 4 ¢ 15 uwona 2018 . - @edepanvruiii 3axkon om 4 uons 2018 o. N
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140-®3

4. Tlpu mpenoCTaBICHUH 3asSBUTEJIEM B COCTaBE PErMCTPAIMOHHOIO JIOChE Ha JIEKapCTBEHHBIM
npernapar Ajas BETEPUHAPHOTO MPUMEHEHHsSI KOMHUU PEIICHUS YIIOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJTHUTEIILHOM BJIACTH O IIPOBEJICHUHM MHCIICKTUPOBAHUS ITPOU3BOIUTEIIS JICKAPCTBECHHBIX CPEJCTB CPOK
NPHUHSITHS PEIICHUS O TOCYJapCTBEHHON pPErucTpalyy JICKAPCTBEHHOTO Ipernapara JJis BeTEPHUHAPHOTO
IMPUMEHEHHUS MPHUOCTAHABIMBACTCS CO JIHS IMOJIYYCHHS 3aKIFOYCHHH, YKa3aHHBIX B 4YacTH | HACTOSIIEH
CTaThH, IO JTHS IPUHATHS YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTETHHON BIACTH PEIICHUS O
BbIJIaye WM 00 OTKa3e B BBIJAaue 3aKJIFOUCHHUS O COOTBETCTBHH IPOM3BOJUTEINS JICKAPCTBCHHBIX CPEICTB
TpeOOBaHUSIM MPABUIT HAJJICKAIIEH TPON3BOJACTBEHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO BOCEMbBJICCST
pabouux JTHEH.

Wndopmarius 06 H3MEHEHUX:

Cmamus 27 donoanena yacmoto 5 ¢ 15 uwona 2018 2. - @eodepanvhuiii 3axon om 4 urona 2018 . N
140-@3
5. OcHOBaHueM Uil OTKa3a B TOCYJAapPCTBEHHOW pErucTpaiyy JEKapCTBEHHOTO MperapaTa Ais
BETEPUHAPHOTO TPUMEHEHHS SBISICTCS 3aKIIOYCHHE  YIIOJTHOMOYEHHOTO (eACpabHOrO OpraHa
UCIIONTHUTENIbHOM BJIacTM O TOM, YTO KadecTBO U (uiau) dSPPEKTUBHOCTH PETHUCTPUPYEMOTO
JICKapCTBEHHOTO TIperapara Jijlsl BETCPUHAPHOTO MPUMEHEHUS HE MOATBEPXKACHBI TIOTyYSeHHBIMU JaHHBIMU
WIM YTO PUCK NMPUYMHEHHUS Bpea 3J0POBbIO KUBOTHOTO BCIEACTBHE IIpUeMa JIEKApCTBEHHOIO Mpernapara
JUTSL BETCPUHAPHOTO TTPUMEHEHUS MPEBBIMACT 3P PEKTUBHOCTH €r0 MPUMEHEHUS, OTKA3 YIIOJIHOMOUYEHHOTO
denepanbHOrO opraHa UCHOJHUTENBHOM BIACTU B BbIJAu€ 3aKIIOYEHHS] O COOTBETCTBUU MPOU3BOIUTEINS
JICKaPCTBEHHBIX CPEACTB TPEOOBAHMSIM ITPABIII HAIUICIKAIICH MPOU3BOJACTBCHHON MPAKTUKU TSI KaXI0H
MPOU3BOJCTBEHHON IUIOMIAJIKM PErHCTPUPYEMOro JIEKAPCTBEHHOTO TMpemnapara s BETEPHUHAPHOTO
MPUMEHEHHUS B CITyJae, €CII MPOU3BOJICTBO JICKAPCTBEHHOTO TIperapara Jjisi BETePUHAPHOTO TPUMECHCHUS
ocyliecTBIsieTcs 3a npeaenamu Poccuiickoii @enepaliiu, Uil OTCYTCTBUE TAKOTO 3aKIFOYCHHUS.
FAPAHT:

CMm. KoMMeHTapuH K cTaThe 27 HacTosmero denepanbHOro 3aKOHA

Wndhopmarrust 06 n3MEHEHHSX:
Cmamows 27.1 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oekaops 2019 2. N 475-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrvim zaxonom om 22 dekabps 2014 2. N 429-D3 nacmoswuii PedepavHulil 3aKOH OONOIHEH
cmamovet 27.1, scmynaroweu 6 cuny ¢ 1 uroaa 2015 e.
Crarba 27.1. Ilopsamok ompeneneHus B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MpenapaToB s
MEIUIUHCKOTO MPUMEHEHUS

1. B3auMo3amMeHSEMOCTh JICKAPCTBEHHBIX TMpPEnaparoB Il MEAUIIMHCKOTO TMPUMEHEHHUS
ompenensieTcss B rnopsijke, ycraHoBieHHOM IlpaBurenbctBoM Poccuiickoit ®denepanu, Ha OCHOBAaHUU
CIIEYIOIINX MapaMeTpPOB:

1) o»kBuBaleHTHOCTHh (471 OMOaHATIOrOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(6roaHaIoroB) - COMOCTABUMOCTD) KaU€CTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTHUK (hapMaIleBTHUECKIX
cyOcTaHIMil (MCTOIB30BAaHUE DPA3IUYHBIX CONIeH, A(UPOB, KOMILIEKCOB, M30MEPOB, KPUCTATHYECKHX
dbopM U APYrHX MPOU3BOIHBIX OJHOTO W TOTO XK€ JCHCTBYIOIIETO BEIIECTBA HE SBIISCTCS MPEMSATCTBUEM
JUIsT  B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPEMapaToB, €CIM MNpU MNPOBEACHUU HCCIECIOBAHUS
OMOAKBUBAJICHTHOCTH JIEKAPCTBEHHOT'O Tpernapara WM B CiIydae HEBO3MOXKHOCTH IPOBEICHHS ITOTO
UCCJIEIOBAHMS TIPU TMPOBEACHUU HCCIEAOBAHUS TEPANEBTUYECKON 3KBUBAJICHTHOCTHU JIEKAPCTBEHHOTO
mpenaparta JI0Ka3aHO OTCYTCTBHE KJIMHUYECKM 3HAUMMbBIX pa3iuduii (apMaKOKMHETUKH U (UJIH)
6e3omacHOCTH U 3G (HEKTUBHOCTH JIEKAPCTBEHHOTO TIpermapaTa Jyisl MEIUIIMHCKOTO TPUMEHEHU );

2) DKBUBAJICHTHOCTh JICKAPCTBEHHON (POpMBI (1O IKBUBAJICHTHBIMH JICKAPCTBEHHBIMU (OpMaMH
MOHUMAIOTCSI Pa3HbIE JIEKAPCTBEHHBbIC (DOPMBI, MMEIOIINE OJWHAKOBBIE CIIOCO0 BBENEHUS W CHOCO0
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OpUMEHEeHHs, OO0JIafalolue  COMOCTaBHUMBIMH  (DapMAKOKMHETHYECKUMH  XapaKTePUCTUKAMH U
(dhapMaKoOJIOTHYECKUM JIEHCTBUEM U O0ECIEeUMBAIOIINE TaKXKe JOCTHKEHUE HEOOXOAMMOI0 KIMHUYECKOTrO
apdexra. Paznuuuns nekapcTBEHHBIX (OPM HE SBISIOTCA MPENATCTBHEM Ui UX B3aMMO3aMEHSIEMOCTH,
€CJIM MPH NPOBEACHUM HCCIEIOBAaHUS OMOIKBHBAJICHTHOCTH JIEKAaPCTBEHHOIO IperapaTa WM B ciydae
HEBO3MOXXHOCTH TPOBEACHHUS 3TOTO HCCIECAOBAaHMS IPH IMPOBEACHUU HCCIECJOBAHUS TEPaIeBTUUYECKOM
SKBUBAJICHTHOCTU JIEKAPCTBEHHOI'O MperapaTa JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYUMBIX DPa3IUYUil
dapmakokuHeTukn W (uiaM) Oe3omacHOCTH H  A()(HEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara s
MEAMIIMHCKOTO IPUMEHEHHUS);

3) SKBHUBAJCHTHOCTh WJIHM COMOCTABUMOCTH COCTaBa BCIIOMOTATENLHBIX BEIIECTB JICKAPCTBEHHOTO
mpernapata Il MEAMIIMHCKOTO TMpUMEHEHHs (pa3juuds CcOoCTaBa BCIOMOIAaTeJIbHBIX BEIIECTB
JICKapCTBEHHOTO TNpenaparta Ajs MEIWIUHCKOrO IMPUMEHEHHs He SBISIOTCS MPEMmATCTBHEM UL HMX
B3aMMO3aMEHSAEMOCTH, €CIIM TpU MPOBEACHUM HCCIIECIOBAHUS OHOIKBHUBAJIEHTHOCTU JIEKAPCTBEHHOTO
npenapara Ui MEAMIMHCKOTO MPHMEHEHHWs WIM B CIIydae HEBO3MOXKHOCTH TIPOBEICHHUS ATOTO
UCCJICIOBAHMs TPU TPOBEACHUM HCCIEIOBAaHUS TEpPareBTUUYECKONW AKBUBAJICHTHOCTH JIEKAPCTBEHHOTO
npenapara JUisi MEAMIIMHCKOTO TNPUMEHEHHs JTOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX Pas3IHuuil
dbapmakokuHeTHKH | (W) Oe3omacHOCTH W A(G(PEKTUBHOCTH JIGKAPCTBEHHOrO IIpemnapara s
MEIUIUHCKOrO TpuMeHeHus. [lpu sToM pasznuuus cocraBa BCIIOMOTATENBHBIX BEUIECTB HE JIOJKHBI
MPUBOJUTH K PUCKY BOSHUKHOBEHHS CEPHE3HBIX HEXKENATEbHBIX PEaKUi y OTACIbHBIX TPYIII MalUEHTOB
WY TIOBBIIICHHSI YaCTOTHI UX BOSHUKHOBECHHS);

4) UOAEHTUYHOCTD CIIOCO0a BBEACHHS U IPUMEHEHHS,

5) OTCyTCTBHE KIMHMYECKH 3HAYUMBIX pa3IMYMid TpU  TPOBENECHUH  HCCIIEIOBAHUS
OMOSKBUBAJIEHTHOCTU JIEKAPCTBEHHOI'O Mpenapara Wi B Cllydae HEBO3MOXHOCTH IPOBEIEHUSI STOTO
UCCIICIOBAaHUST  OTCYTCTBHE KJIMHUYECKM 3HAYMMBIX pa3jMudil TOKa3areneld Oe30MmacHOCTH U
3¢ (EeKTUBHOCTH JICKapCTBEHHOI'O Ipernapara NpU TMPOBEICHUM HCCIEIOBaHMUS TepaneBTHUYECKON
9KBHUBAJICHTHOCTH. [IaHHBII MapaMeTp He MPUMEHSETCS B OTHOIIEHUH BOCTIPOU3BEICHHBIX JIEKAPCTBEHHBIX
npenaparoB, ykazaHHbIX B uactu 10 cratbu 18 Hacrosimero denepanbHOro 3akoHa. B oTHomeHuu
O1oaHanoroBbIXx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX INpenaparoB (OMOaHAOTOB) JaHHbIE 00 OTCYTCTBHH
KJIMHUYECKH 3HAYMMBIX pa3inyuil 6e30macHOCTH, 3()(HEKTUBHOCTH U UMMYHOT€HHOCTH JIEKApCTBEHHOI'O
mpernapara o pe3yjabTaTaM MPOBEACHUS KIMHUYECKUX HCCIECIOBAHUN MPENOCTABISIOTCS B TMOPSIKE,
YCTAHOBJICHHOM HACTOALIEH YacThIO;

6) COOTBETCTBHE MPOM3BOJUTENSI JIEKAPCTBEHHOTO CpPEICTBa TPEeOOBAHMSAM  HaJJIeXKallen
IIPOM3BOJICTBEHHOM NMPAKTHKH.

2. CpaBHEeHHE TApaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX IPEMAapaTOB JUISI MEAHIIMHCKOTO
NPUMEHEHHS OCYIIECTBIISIETCS KOMHCCHEH HKCHEpTOB SKCIEPTHOTO YUYPEXKJIEHHs TNpU MPOBEACHUHU
AKCHEPTU3bI TAKHUX JICKAPCTBEHHBIX MPETapaToB B MPOIECCE UX TOCYAAPCTBEHHOW PErucTpanv. BeiBoabI
9KCHEPTOB O B3aMMO3aMEHSEMOCTH WJIM HEB3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB JUIs
MEIUIIUHCKOTO TPUMEHEHHsI, CIeNaHHbIE B pE3yJlbTaTe JTOTO CpaBHEHHs, OQOPMIIIOTCS B BHIE
NPUIOKEHUsT K 3aKIIOUYEHHUIO SKCIEPTOB MO (GopMe, YTBEP’KACHHOW YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM WCTIOJTHHUTEIBHOW BIACTH.

3. IlonmoxeHus HaCTOALIEW CTaTbM HE PACIpPOCTPAHSIOTCS Ha pedepeHTHbIe JIeKapCTBEHHbIE
npernapaThbl, JIKApPCTBEHHBIE PACTUTEIBHBIE MPEMapaThl, FTOMEONaTHUECKUE JIEKapCTBEHHBIE TpenapaTsl U
JIeKapCTBEHHbIE TMpenapaThl, KOTOpbIE pa3pelleHbl s MEAMLIMHCKOro mpuMeHeHuss B Poccuiickoit
Oeneparun Oosiee ABAIIATH JIET ¥ B OTHOIICHUH KOTOPBIX HEBO3MOYKHO IMPOBEACHUE UCCIIEIOBAHHS HX
OMOPKBUBAJIEHTHOCTH.

TAPAHT:

CMm. xommeHTapuu K ctaTtbe 27.1 Hacrosmero @eaepanbHOro 3aKOHa
Crarbd 28. PeructpaiinioHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpernapara

1. PerucrpannonHoe yaoCTOBEpEHHE JEKApCTBEHHOTO Mpenapara ¢ yKa3aHHEM JIeKapCTBEHHBIX
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dopM M JO3MPOBOK BBIJAETCS OECCPOUHO, 3a MCKIIOUCHHEM PETHCTPALHOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO IIpernapara, BblJJaBaeMOI0 cO CPOKOM JAECHCTBUS ISITh JIET, HAa BIIEPBbIC PETUCTPUPYEMBIE B
Poccniickoit denepanuu JeKapCTBEHHBIE IPENIAPATHI.

2. Ilo ucTedyeHMM yKa3aHHOrO B uacTW | HAcTOSIIEH cTaTbM CpOKa BbLAAaeTCsl OeccpouHoe
pPEruCTpallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IpHU YCIOBUM IOATBEPXKICHUS €ro
roCyJapCTBEHHOHN perucTpanum.

Wndopmarius 06 H3MEHEHUSX:

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

3. B cnydae BHeceHus B COOTBETCTBUU cO craThsiMmu 30 u 31 Hactosimero denepanbHOro 3aKOHA
U3MEHEHUN B COJEpXKalllMeCs B PErMCTPALIMOHHOM JOChE HAa 3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTHI, 3aTParMBalOIIMX CBEACHHS, OTPAKEHHbIE B PETUCTPAMOHHOM YJIOCTOBEPEHHH
JIEKAapCTBEHHOT'O TIpernapara, yrnoJIHOMOYEHHBIN (enepaabHblii OpraH UCHOJHUTEIBHON BJIACTH BBIAACT
HOBOE PETUCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O IIpenapara, COJAEpKalllee BHECEHHBbIE B HETO
W3MEHEHUSI.

Wupopmarus 06 H3MEHEHHSX:

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

4. B ciywae yTpaThl WU TOBPEKICHUS PETHCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapata 1O 3asBJICHHIO B IHCBMEHHOH ¢dopMe JepkaTells WM BIaAeNblla PEruCTPALMOHHOTO
YI0CTOBEPEHUS JICKAPCTBEHHOTO Mpenapara Wik yIOJIHOMOYEHHOTO0 UMHU JPYroro HPHANYECKOro JUIA O
BbIlaye yOJIMKaTa pPEerucTPAllMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO IMperapara yIOoJTHOMOYEHHBIH
(denepanbHbI OPraH WCHOJHUTENBHON BIACTU B CPOK, HE MPEBBIIAIOMINN JECITH pabodYux JHEH co IHA
MOCTYIJICHUSI 3asiBICHHUA, BbIIaeT AyONMKAT pPErucTPaliOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara. 3a Bbady JIyOfMuKaTa PETrUCTPAIMOHHOTO YJIOCTOBEPEHHMs JIEKApCTBEHHOTO Ipemnapara
B3UMAETCsl TOCY/IApPCTBEHHAs MOUUIMHA B COOTBETCTBUU C 3aKOHO/aTelbecTBOM Poccuiickoit @eaepannu o
Hajorax u coopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 28 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 29 nacmosueco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowel 6 cuny ¢ 1 aueaps 2017 e.

Cm. mexcm cmamowu 8 npedvloywel peoaKyuu

Cratbs 29. [loaTBepkaeHNe rocy1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Tpernapara

1. ITonTBepxkaeHNE TOCYAAPCTBEHHOM PETUCTpAIMU JEKAPCTBEHHOIO IperapaTa OCYyIECTBIAETCS
Opy BblIaye OECCPOYHOrO PETUCTPAIIMOHHOIO YJOCTOBEPEHMs JIEKapCTBEHHOIO IIpernapara B Cilydae,
YKa3aHHOM B 4JacTu 2 crtateu 28 Hacrosmero denepasbHOro 3aKOHa, B CPOK, HE IPEBBINIAIOLIUN
MIECTUIECATH PadOYMX JHEH CO JHS MOJYYEHHs COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (he/epalbHbIM
OpraHOM HCITOJIHUTENIbHOM BJIACTH 3asBICHUSA O IIOATBEPKICHUH TIOCYJIapCTBEHHOM pPErMCTpalnu
JIEKapCTBEHHOI0 Ipemnaparta. He ocyliecTBiseTcss NMOATBEP)KIACHUE TOCYAAPCTBEHHOW PpErucTpanyuu B
OTHOIIIEHUH JIEKAPCTBEHHOTO TperapaTa, He HaxoauBIIerocs B odpameHuu B Poccuiickoit Denepannu B
TEeYeHUEe Tpex U Oojee JIeT, a TaKkKe B OTHOIICHUH JIEKApCTBEHHOTO CPEICTBA, MPOU3BEJCHHOTO C
HapyIlIeHueM TpeOoBaHUs, YCTAaHOBJICHHOIO yacThio 3.7 ctateu 71 HacTosimero deaepanbHOro 3aKOHa.

Wndopmarus 06 H3MEHEHHSX:
Yacmyo 2 usmenena c 13 ageycma 2019 2. - @edepanvruviii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro
2. 3asBiIEHHE O MOATBEPKACHUU IOCYIapCTBEHHON PETMCTpAalliU JIEKapCTBEHHOrO Mpenapara Jjs
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MEIUIIUHCKOTO TMPUMEHEHHS TPEICTABIISACTCS B COOTBETCTBYIOIIUH YIIOJTHOMOUYEHHBIH (enepanbHbIit
OpraH MCIIOJIHUTEIbHON BJIACTH HE PaHEEe YEM 3a CTO BOCEMBAECAT IHEH IO MCTEYCHHs CPOKa NEHCTBUSA
PEruCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara 1y MEJULUHCKOrO IPUMECHEHMS.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 29 oononnena uacmoio 2.1 ¢ 13 aseycma 2019 e. - @edepanvhwiii 3akon om 2 aseycma 2019 e.
N 297-@D3
2.1. 3asBieHue 0 MOATBEPKICHUN FOCYAApCTBEHHON pErucTpaliy JICKapCTBEHHOTO MpernapaTa s
BETEPUHAPHOTO TMPUMEHEHMsI TMPEACTABISAETCS B COOTBETCTBYIOLIUHN YIOJTHOMOUYEHHBIN (enepanbHblii
OpraH HCIOJHUTEIbHON BJIACTU HE PAHEE YEM 3a CTO BOCEMBJECAT JIHEW /10 MCTEUCHUS CPOKa JEHCTBUS
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara Jis BETEPUHAPHOTO MPUMEHEHUS U He
[037]HEE OKOHYAHUS CPOKA €T0 JICHCTBUS.
3. [loaTBepkaeHrEe TOCYAapCTBEHHONW PETUCTpAlMU JIEKAPCTBEHHOIO Mpenapara OCYyIIeCTBIsETCS
M0 pe3ysbTaTaM O3KCIEPTU3bl OTHOIICHHUS O0XHIaeMOW TIOJb3bl K BO3MOXKHOMY PHCKY THPUMEHEHUS
JICKapCTBEHHOT'O IpernapaTa Ha OCHOBAHUU PE3YJIbTaTOB MOHUTOPHUHTA 3(P(EKTUBHOCTH U 0E30MaCHOCTH
JIEKapCTBEHHOI'O  Ipenapara, M[pPOBOJMMOIO JIep)KaTeleM WM  BIAJACNIbLIEM PETUCTPALUOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara J100 YIOJIHOMOYEHHBIM UMHU IOPUIUYECKUM JIUILIOM, a TaKkKe
COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (peiepalibHbIM OPTraHOM HCITOJIHUTEIIBHON BJIACTH B COOTBETCTBHH
¢ TpeboBaHuAMHU cTaTh 64 HacTosero deneparbHOrO 3aKOHA.

Undopmarist 06 n3MEHEHUX:
Yacmo 4 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

4. K 3asBieHHI0O O MOATBEPKACHUU T'OCYIapCTBEHHONW PETHCTpallMU JIEKAPCTBEHHOI'O Ipernapara
JUIS. METUIIUHCKOT'O IPUMEHEHUS TIPUIIararoTCs:

1) HOKyMEeHTHI, cojaepxKallue pe3yabTaTbl MOHHMTOPHHra 3(Q(EKTHUBHOCTH M O€30MaCHOCTH
JIEKapCTBEHHOI'0 Ipenapara JUisi MEOUIMHCKOIO IPUMEHEHUs, IPOBEIEHHOIO JepiKaTeleM WU
BJIQJIETIBIIEM PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKaPCTBEHHOIO IIpermapaTta s MEIUIMHCKOrO
OpUMEHeHHUs 7100 YHNOJHOMOYEHHBIM MM IOPUAMYECKHM JIUIOM, MO (opme, YTBEpKIACHHOM
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM MCIIOIHUTEIBHON BIIACTH;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 2 usmenen c 1 smeaps 2021 a. - @edepanvhuiii 3axon om 27 oexaops 2019 o. N 478-D3

Cm. 6yoywyo pedaxkyuio
2) Komus JIMIIEH3UW Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB WM KOMHUS 3aKIIOUYCHUS O
COOTBETCTBUU  TPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB  TPeOOBaHUSAM  TPaBUI  HaJJexKaleh
MPOU3BOJICTBEHHON TPAKTHUKH, BBIIAHHBIX YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOTHUTEIHHOU
BJIACTU B OTHOIICHHHM MPOU3BOJCTBEHHOW IUIOMIAJIKM JEKAapCTBEHHOIO Ipemnapara Ajis MEIULHUHCKOTO
MPUMEHEHHUS, TOCYIapCTBEHHAS PETHUCTPAIMS KOTOPOTO TMOJTBEPIKIAECTCS B Cydae, €Clid MPOU3BOICTBO
JIEKapCTBEHHOIO Mpernapara s MEIUIUHCKOro MPUMEHEeHHs ocyliecTBisieTcs: B Poccuiickoit denepanuy;

Wudopmanust 06 U3MEHEHHUAX:
Ilynxkm 3 usmenen c 1 sneaps 2021 2. - @edepanvuwiii 3axkon om 27 oexabps 2019 2. N 478-D3

Cm. 6yoywyro pedaxyuio

3) komWs BBIJAHHOW YIIOJIHOMOYEHHBIM OPTaHOM CTpPAHBI TPOW3BOJUTEINS JIMIICH3WMH Ha
MPOM3BOJICTBO JIEKAPCTBEHHOTO Tpernapara A MEAWIIMHCKOTO MPHUMEHEHUS W ee MepeBOJ Ha PYCCKHA
S3bIK, 3aBEPCHHBIC B YCTAaHOBJICHHOM TIOPSIIKE, a TakXKe KOMHS 3aKIIOUeHHs] O COOTBETCTBHU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHUSAM TIPAaBHUJ HAAJEXKAIIEH TPOU3BOJICTBCHHON
NPaKTUKH, BEITAHHOTO YITOJTHOMOUYEHHBIM (eIepabHBIM OPTaHOM HCIIOJHHUTEIBHOM BIIACTH B OTHOIICHUU
MPOU3BOJCTBEHHONW TUIOMIAJIKK JIEKAPCTBEHHOT'O Mpermapara JUisi MEIUIMHCKOTO TMpPUMEHEHUS,
TOCYJapCTBEHHAs PETHCTPAlUs KOTOPOTO IMOITBEPKAACTCS, WIM KOMHS PEHICHUS YIMOTHOMOUYEHHOTO
denepanbHOrO OpraHa HUCHOJHUTEIBHOM BJIACTH O TMPOBEICHUU WHCICKTUPOBAHUS MPOU3BOIUTEIS
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JIEKapCTBEHHBIX CPEJICTB B Cllydae, €CIM IPOU3BOJCTBO JIEKAPCTBEHHOrO Iperapara A MEIULUHCKOTO
MIPUMEHEHUSI OCYIIECTBIISIETCs 3a peaenamu Poccuiickoit deneparum.

Wndopmarius 06 M3MEHEHUSX:

Cmamusa 29 dononnena uacmoio 4.1 ¢ 15 uona 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-@3
4.1. B oTHOIIEHNH OHOJIOTUYECKUX JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO TPHUMEHEHHSI
3asIBUTENIb JIOMOJIHUTEIBHO TMPEACTABISET PE3yJNbTaThl MEPOINPHUATHA, MPEIYCMOTPEHHBIX ILIAHOM
yIpaBJICHUS] PHUCKAMH, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (eiepalibHbIM OpPraHOM HCIIOJIHUTEILHOU
BJIACTH TMPU OCYIICCTBICHUU TOCYJapCTBEHHOW PETHCTpAMK JIGKAPCTBEHHOTO TMpemnapara Jyis
MEIUIIUHCKOTO TPUMEHCHHSI.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 4.2 usmenena c 13 aseycma 2019 e. - @edepanvhuiiti 3akon om 2 aseycma 2019 . N 297-D3

CMm. npedvloyuyro pedaKyuio

4.2. K 3asBJI€HUIO O OATBEPKICHUM rOCY1apCTBEHHONW PETUCTPALMy JIEKAPCTBEHHOIO Iperapara
JUIsL BETEPUHApPHOIO IPUMEHEHUS IPWIAraroTCsi JOKYMEHTBI, COIEpIXKallhe pe3ylbTaTbl MOHUTOPHHIA
3pPEKTUBHOCTH ¥ OE30MAaCHOCTH JIEKAPCTBEHHOTO TIpernapaTra /js BETEPUHAPHOTO IPUMEHEHUS,
IIPOBOAMMOIO JIEp>KaTeleM WIM BJIAAEIbLEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara A BETEPUHAPHOIO INPUMEHEHHs MO0 YIOIHOMOYEHHBIM UM IOPUIUYECKHM JIMILIOM, IO
dopme, YTBEP)KICHHOH YHNOJHOMOYEHHBIM (pelepajbHbIM OpPraHOM HCIOJIHMUTENBbHOM BIAcTH, U
JTIOKYMEHTBI, yKa3aHHble B MyHkTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" nynkra 4 vactu 3 crateu 17
Hacrosero denepanbHoro 3akoHa. B oTHOIIEHHH UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENnapaToB
JUIsl BETEPUHAPHOTO NPUMEHEHUS HE NMPEICTABISAIOTCS CBEIACHUS, YKa3aHHbIE B IOyHKTe "K' myHKTa 4
yactu 3 ctareu 17 Hactosdmero denepaJbHOro 3aKoHa. B OTHOIIEHNMH JIEKapCTBEHHBIX IPENApaToB IS
BETEPUHAPHOTO MPUMEHEHHUS, MOJYYEHHBIX C MPUMEHEHHEM TIe€HHO-UHKE€HEPHO-MOIU(PUIMPOBAHHBIX
OpPraHU3MOB WJIM COAEPIKAIINUX TAKUE OPTaHU3MBbI, JOTIOTHUTEIBHO MIPEICTABIISAIOTCS CBEACHUS, YKa3aHHBIC
B nnyHkTe 13 wactu 3 crateu 17 HacTosimero denepaibHOTO 3aKOHA.

Wndopmarys 06 H3MEHEHHSAX:
Yacmw 4.3 usmenena c 1 sausaps 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3
Cm. 6yoywyro pedarkyuio

Cmamus 29 donoanena wacmoio 4.3 ¢ 15 uonsa 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3

4.3. C 3agBI€HUEM O NMOATBEPKACHUH I'OCYAAPCTBEHHOM pErMCTpaliy JIEKapCTBEHHOTO IIpenapara
3asiBUTEIIb MIPEJICTABISIET KOMUIO JOKYMEHTA, MOATBEP K/IA0IIEro yIjaTy rocy1apCTBeHHON MOILUIMHBI 32
HOJTBEPXK/IEHNE TOCYIapCTBEHHOW PEruCTpaIiK JIEKAPCTBEHHOTO IMpenapara, JM00 MOXKET Mpe/CTaBUTh
YKa3aHHBII JOKYMEHT 10 cOOCTBEHHOM MHHUIMAaTUBE. B ciayyae HenmpeacTaBieHHs yKa3aHHOTO JOKyMEHTa
VIIOJTHOMOYEHHBIN  ()eiepalibHBIl  OpraH  HCIIOJIHUTENBHOW BIAcCTH MpoBepseT (aKT  YIUIaThl
rOoCy/1IapCTBEHHOW TOUUIMHBI 3asgBUTENEM IOCPEIACTBOM MCIOJIb30BaHUs HMH(OpManmu o0 yriarte
rOCyJapCTBEHHON MOLUIMHBL, cojaepkameiicss B [ocymapcTBeHHONW HMH(OPMAIMOHHONW CUCTEME O
rOCy/IapCTBEHHBIX M MYHUIMNAJIbHBIX IUIaTeXaX, Ha OCHOBAaHUM IPEACTABICHHOW 3asBUTENIEM KOMUU
JIOKYMEHTA, MOATBEPKAAIOIIETO YIUIaTy FTOCYAAPCTBEHHOM MOIIINHEI.

5. B Tteuenme pecatu pabouyux [HEH CO JHSA TPHUHATHUS 3asABJICHHUS O TMOATBEPKACHUU
rOCy/IapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO IIpernapara U JOKYMEHTOB, COAEpPXKAIIUX pPe3ylbTaTbl
MOHUTOpUHTA d(PPEKTUBHOCTH U O€30MAaCHOCTH JIEKAPCTBEHHOTO Tpemnapara, MpOoBOJUMOTO JIep KaTesieM
WIN BJIaJIENIbLIEM PEerHCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IpenapaTa Ju00 yIoJIHOMOYEHHBIM
MU I0PUINYECKUM JIULIOM, YIIOJTHOMOYEHHBIN (eepanbHblii OpraH UCIIOTHUTEILHON BIACTH:

1) mpoBOAMT NPOBEPKY MOJHOTHI CBEACHHM, COAEP)KALIUXCA B IPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTAX;

2) npUHUMAET peUIeHHe O MPOBEACHUU WM 00 OTKa3e B MPOBEACHUHU 3KCIEPTU3BI OTHOLICHHUS
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OKMJAEMOH MOJb3bl K BO3MOYKHOMY PHUCKY INPUMEHEHMs JIEKapCTBEHHOIO IIpernapaTa Ha OCHOBAHUHU
pe3ysabTaTOB MOHUTOPUHIA 3()(PEKTUBHOCTH U OE30MAaCHOCTH JIEKApCTBEHHOTO IpenapaTa, MpoBOAUMOro
JiepKaTeNeM WIM BIIAJENbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IMperapara Jndo
YIOJIHOMOYEHHBIM UMHU FOPUIAMUYECKUM JIMLIOM, a TaKkKe (pejepalbHbIM OPraHOM MCIIOJHUTEIbHON BIACTH
B COOTBETCTBHH C TPEOOBAaHUAIMHU cTaThi 64 HacTosAmero OenepaibHOro 3aK0Ha;

3) yBenomisieT B 3JEKTPOHHOW (opMe MIM NUCbMEHHOW (opMe 3asBUTENsT M HKCIEPTHOE
YUpEXKACHUE O MPHHATOM pEUICHHH MO0 B Cilydae MPHHATHS pelIeHUs 00 OTKa3e B IMPOBEICHHUU
9KCHEPTU3bl YKa3bIBA€T IPUUMHBI TAKOTO OTKa3a.

6. B cnyuae BBISBIEHUS HEJOCTOBEPHOCTH W (WMJIM) HEJAOCTATOYHOCTH HH(MOpMAILINH,
coJiepalleiics B IPEICTaBICHHBIX 3asBUTENEM JOKYMEHTaX, YINOJHOMOYEHHBIH (enepanbHblii OpraH
UCTIOJIHUTENILHOW BJIACTH HANPABIISET 3asIBUTENIO 3alIPOC 00 yTOYHEHUH YKa3aHHOW mHpopMarmu. 3amnpoc
YIIOJIHOMOYEHHOr0  (pe/lepajbHOr0  OpraHa  HCIOJHHUTEIbHOM BJIACTH MOXET ObIThb  IepenaH
YIIOJTHOMOYEHHOMY MPEICTaBUTEN0 3asBUTENS JUYHO IOJI PAaCHUCKYy, HAlpaBieH IO IMOYTE 3aKa3HbIM
NUCbMOM WM T€pe/iaH B AJIEKTPOHHOH (opMe Mo TeleKOMMYHUKAIIMOHHBIM KaHajlaM CBsA3M. B ciyudae
HaNpaBJICHUS 3arpoca YIMOJIHOMOYEHHOTO (enepabHOTO OpraHa HCIOJIHHUTENBHOW BIIACTH IO IOYTE
3aKa3HbIM IHCBMOM OH CYMTAeTCsl MOJYYEHHBIM [0 HCTEYEHMM ILIECTH AHEH C JaThl HalpaBJICHUS
3aKa3HOT'O MHUChMA.

7. 3asBuTenb 00sA3aH MPEICTABUTH OTBET Ha 3alpoC YINOJHOMOYEHHOIro (elepanibHOro OopraHa
UCIIOJIHUTENIbHOM BJIacTU B CPOK, HE IPEBBILIAIOIIMM AEBSIHOCTA pabouMX JHEH CO JHS €ro MOJIy4eHHUS.
CpokK, yka3zaHHBIH B 4acTU 5 HACTOSIIEH CTaTbU, NPUOCTAHABIMBACTCS CO JHs HAINPaBJICHUS 3asBUTEIIIO
3arnpoca yINoJIHOMOUYEHHOrO (peepaJbHOro opraHa HCIOJHUTENBHON BIACTH 1O JHS IOJIYYEHUS UM
COOTBETCTBYIOLIETO OTBETA U HE YUUTHIBAECTCS MPU MCUMCICHUU CPOKA MOATBEPKACHUS FOCY1apCTBEHHOM
perucrpanuu JeKapcTBEHHOI 0 IIpernapara.

8. OcHoBaHMEM [UIsl OTKa3a B IIPOBEJEHUU DKCIEPTU3bl OTHOIICHHS O0XXHMIAEMOM IOJIb3bl K
BO3MO)XHOMY PHUCKY IPHMEHEHHUs JIEKapCTBEHHOI'O Ipernapara SBISETCsl MpeICTaBI€HHE JOKYMEHTOB,
COJIepKALIMX Pe3yJIbTaThl MOHUTOPUHTA 3((PEKTUBHOCTH U 0€30MaCHOCTHU JIEKAPCTBEHHOTO IpemnapaTa, U
(M) B OTHOWIEHUM OMOJOTMYECKHUX JIEKAPCTBEHHBIX IIPENapaToB pe3yJbTaTOB OCYIIECTBICHUS
MEPONPUITHA B COOTBETCTBUU C IUIAHOM YIPABJIECHUS DPHUCKaMH, YTBEPKICHHBIM YIIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCIHOJHUTENIBHON BJIACTU MpPHU OCYLIECTBIEHWU TOCYJApCTBEHHOW pEerucTpalnuu
JIEKapCTBEHHOTO Mperapara, B HEMOJHOM o0beMe, OTCYTCTBHE HMH(OpMaIuu, MOATBEep)KIaromed (akrt
yILTaThl TOCYJAPCTBEHHOMN MOLUIMHBI 33 MOATBEPKACHUE TOCYAAPCTBEHHOM pEerucTpauy JeKapCTBEHHOTO
npenapara, JJu0o HerpeICTaBIeHUE 3asBUTENIEM B YCTAHOBJIEHHBI CPOK OTBETA Ha YKa3aHHBIA B yacTu 6
HACTOALIEH CTaTbH 3alpocC YIOJIHOMOYEHHOTO (heepaabHOr0 OpraHa MCIOJIHUTENbHON BIIACTH, a TaKXkKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX HH(pOpMAIUU, KOTOpasi 10J’KHA ObITh B HUX OTpakeHa.

9. DOkcmeprh3a OTHOUIEHHMS O0XXHMJA€MOW TOJB3bI K BO3MOXXHOMY PHUCKY HpPUMEHEHUs
JIEKapCTBEHHOI'0 IpemnapaTa B LENAX NOATBEP)KIEHHUS IOCYyIapCTBEHHOW PErMCTpalMM JIEKAPCTBEHHOTO
npernapara MpOBOAUTCS KOMHUCCHEH SKCIEPTOB AKCIEPTHOIO YUPEXKACHHUS B CPOK, HE IMPEBBILIAIOIIMMA
COpOKa pabouMX JHEH.

10. B ciaydae HEOOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTY MATEPHAIOB Ul JTa4M 3aKJIFOUECHHS
9KCHEPT oOpalaeTcs K PyKOBOJUTENIO SKCIIEPTHOTO YUPEXKIECHUS O MPEelOCTaBICHUN eMy HeOOXOAMMBbIX
MaTepuaioB. PyKOBOAUTENb 3KCHEPTHOTO YUPEXKIEHHUs OoOpalaercs ¢ COOTBETCTBYIOIIMM 3allpOCOM B
YIIOJIHOMOYEHHBIN (pesiepaibHblii OpraH HMCIOJHUTEIbHON BJIACTH, BBIJABIIUI 3aJaHuEe Ha NPOBEICHHE
9KCIEPTU3bl OTHOIIEHHUS OXHUAAeMOHM IMOJIb3bl K BO3MOXXHOMY PHCKY HPHMEHEHHUS JIEKapCTBEHHOTO
npenapata Ha OCHOBAHMHM JOKYMEHTA, COJEpXKalllero pe3ylbTaTbl MOHMTOPUHTa 3((EKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOIO Npenapara. B Teuenue nsatu pabodyux JHEH co JHS MOCTYIUIEHUs 3ampoca
PYKOBOJIUTENSI SKCIEPTHOTO YUPEKICHUS YKa3aHHbIM (efepaybHbli OpraH MCIOJHUTEIHHON BIACTH
HalpaBiseT 3asABUTENIO 3alpoC O IMPEJACTABICHUHM HEOOXOIUMBIX MaTEpHaOB, KOTOPBI MOET OBITh
nepeJaH yINOJIHOMOUYEHHOMY IPEACTABUTENI0 3asBUTENS JUYHO IOJ PAaclMCKy, HAIpaBJIEH IO IOYTE
3aKa3HbIM IIMCbMOM WU NI€peJaH B AIEKTPOHHOU (popMe 10 TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3H. B
cllyyae HaIpaBJICHHs 3arpoca YIMOJIHOMOYEHHOTO (enepanbHOrO OpraHa HMCIOJHUTENIBHOW BJIACTH I10
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II0YTE 3aKa3HbIM IMCBMOM OH CUMTAETCA ITOJIYyYEHHBIM 10 MCTCYCHHMHM LIECTU JHEU C JaThl HAIPABIICHUS
3aKa3HOro MHUChMa.

11. 3asBurens 00s3aH MPEICTAaBUTh OTBET HA 3alpoC YIMOJHOMOYEHHOro (enepalbHOTO OpraHa
UCIIOJTHUTENIbHOM BJAacTU B CPOK, HE NPEBBIIIAIONIMK IIECTUAECATH pabodyux AHEWH cO JHS MOJy4YEHHS
YKa3aHHOTO 3ampoca. YTOJIHOMOYCHHBIH (henepanbHblii OpraH WCIHOJTHUTEIHLHOW BJIACTH, BBIIABIIUI
3a/laHi€ Ha IIPOBEICHUE SKCIIEPTU3bl OTHOLLIEHUS OKUIAEMOM MOJIb3bl K BO3MOKHOMY PUCKY TPUMEHEHUS
JIEKAapCTBEHHOI'0 IIpernapara HAa OCHOBAHMM JOKYMEHTA, COJAEPIXKAIIEro pe3yJbTaTbl MOHUTOPHUHIA
a¢dexTBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOI'O IpernapaTa, B TEUEHHME ISITH paboyux AHEH co AHS
MOCTYIUICHHUS OT 3asiBUTENSI OTBETA HA 3alpOC YIIOJIHOMOYEHHOTO (peepanibHOTr0 OpraHa UCIOIHUTEIbHON
BJIACTU HANPABIJISIET 3TOT OTBET B 3KCIEPTHOE yupexieHue. B ciydyae HenpencTaBieHUs MO UCTEUCHUH
HIECTUICCATH padOUYNX JHEH 3asBUTEJIEM OTBETA HAa YKa3aHHBIM 3alpOC YIOJIHOMOYEHHBINH (eaepanbHbIit
OpraH UCIOJHUTEIbHON BJIACTH, BHIJABIIMHI 3a/1aHUE HA IPOBEICHHUE SKCIIEPTU3bl OTHOLLIEHUS OXKUAAEMOU
IIOJIB3bl K BO3MOXKHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHMM JOKYMEHTA,
COJIeprKallero pe3yabTaThl MOHUTOPUHTA 3((EKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOT'O Mpernapara, B
TE€YEHUE MATH pabouMX JHEH HampapiseT B AKCHEPTHOE YUPEKICHHE YBEJOMJICHUE O HENpPEACTaBICHUU
3asBUTEJIEM OTBETA Ha 3alpoC YKa3aHHOIo opraHa. BpeMs co AHS HampaBieHHs 3ampoca 3KCIEPTHOTrO
YUPEKACHUSI B YIIOJHOMOYEHHBIA (hefepalibHbIi OpraH WCHOJHHUTENBHOW BIIACTH 1O THS TOJTYYEHUS
3KCHEPTHBIM YUPEXKJACHUEM OTBETA Ha 3alPOC WA YBEJOMIICHHS O HETIPEJCTaBICHUU OTBETA Ha 3alpoC HE
YYHUTBIBAECTCS. IIPU HCYUCIICHMM CPOKa IIPOBENCHMS OKCIIEPTU3bl OTHOIICHMS O0XMAAEMOM MOJb3bl K
BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBAaHUU JIOKYMEHTA, COAEPIKALLEro
pe3yabTaThl MOHUTOPUHTA 3(PPEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO TIpenapara.

12. B cpok, He TpeBbIIAIIINNA AecsITH padounx THEH cO JHS MONyueHUs 3aKII0YEHUS] KOMUCCUU
SKCHEPTOB IO PE3yJbTaTaM 3JKCIEPTU3bl OTHOLICHUS OXUIAAEMOM IOJIB3bI K BO3MOXKHOMY DPHUCKY
IPUMEHEHHs JICKapCTBEHHOI'O Mperapara, COOTBETCTBYIOIIMK YHOJIHOMOYEHHBIH QenepaibHbIil opraH
VICITOJTHUTEJIBHON BIIACTH:

1) ocymiecTBiIseT OLEHKY 3TOr0 3aKJIIOYEHHUsS JJIS ONpENeNIeHUs] ero COOTBETCTBUS 3aJJaHMI0 Ha
IIPOBE/ICHUE YKA3aHHOM DKCIIEPTHU3HI;

2) mpUHUMAaeT peleHHe O TMOATBEPKICHUH TOCYJapCTBEHHON PpEerucTpanuy JIeKapcTBEHHOTO
npernapara UM 00 0TKa3e B MOATBEPKICHNUU TOCYIapCTBEHHON pEeruCcTpaliy JIEKApCTBEHHOTO MIpernapara;

3) BHOCUT 0pHM NPUHATHM pPEIIEHUs O TMOATBEPKACHUU TOCYIapCTBEHHONW perucTpauuu
JIEKApCTBEHHOI'0 IIpernapara CBEAEHUS B I'OCYIApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJICTB U BBIJAET
3asBUTEINI0 OECCPOYHOE PETUCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO Ipernapara.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmw 13 usmenena c 15 uons 2018 . - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3
CMm. npedvloyuyro pedaKyuio

13. OcHOBaHMeEM I OTKa3a B MOATBEPKICHUU TOCYJAPCTBEHHOM PETHCTpalU JIEKAPCTBEHHOTO
npenapara SBJSIETCS  3aKJIIOYEHHE COOTBETCTBYIOIIETO YMOJIHOMOYEHHOTO (efepaJbHOr0 OpraHa
VCIIOJIHUTENIBHOM BJIACTU O TOM, YTO PHUCK NPUYMHEHUS Bpela 3J0pOBBI0 YEJIOBEKAa WJIM >KMBOTHOTO
BCJIEJICTBHE TIpUEMa JIEKapCTBEHHOT'O Mpenapara npeBbimaeT 3¢ (HeKTUBHOCTh €r0 MPUMEHEHHUS.

14. B nmnepuon mnpoBeAeHUS MPOLEAYPBI IOATBEPXKICHHUS TOCYAAPCTBEHHOW PpErucCTparuu
JIeKapCTBEHHOT O Tpernapara ero odpaienue B Poccuiickoii @enepaniui He IPUOCTaHABINBACTCA.

Wudopmanust 06 U3MEHEHUIX:
Yacmw 15 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio
15. Jlomyckaercst oOpallieHne JEeKapCTBEHHBIX TPEMapaToB 10 HCTEUCHUS CpPOKa TOTHOCTH,
IPOU3BENECHHBIX B TEYEHHWE CTa BOCBMMJIECATH KAJCHIAPHBIX JHEH T[OCIE JaThl HPHUHSITHS
YIIOJTHOMOYEHHBIM (peliepalibHbIM OpraHOM HCIHOJHUTENLHOM BIACTH pEIIeHUuss O MOJITBEPKICHUU
rOCYyJapCTBEHHON pErucTpanuy, B COOTBETCTBMM C HUH(OpManuei, conepxamencs B JIOKyMEHTax
PErUCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIN Mpenapar 10 AaTbl IPUHATUSA TAKOTO PEHICHUS.
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'APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 29 HacTOSIIETO (DeﬂepaﬂbHOFO 3aKOHa

Crarba 30. Buecenne n3MeHEHUN B JIOKYMEHTBI, COACPIKAIIMECS B PETUCTPALIMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sk MEAUIIMHCKOTO TPUMEHEHUS

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvuuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

1. B memnsix BHeCEHUS M3MEHEHHWI B JIOKyMEHTHI, COJIEPIKAIIUECS B PETHCTPAIIIOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIM JIGKAPCTBEHHBIM TIpenapar i MEIUIIMHCKOTO TMPHUMEHEHHS, JepXKareilb WIN
BJIAJICNICI] PETUCTPAIIMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO Mpernapara WM YIOJIHOMOYCHHOE UM
Jpyroe I0pPUIUIECKOe JIUIO (Jajiee B HACTOSAIICH CTaThe - 3asiBUTENb) MPEACTABISIET B YIIOJTHOMOYCHHBIH
(denepanbHBI OpraH HMCIOJHUTEIBHON BIIACTH 3asBJICHHE O BHECEHHHM TaKUX HM3MEHEHUWH 1Mo (opme,
YCTAaHOBJICHHOW YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HMCIIOJHUTEIBLHOW BJIACTH, U MPUIIaracMble K
HEMY H3MCHEHHsI B YKa3aHHBbIC OKYMEHTBI, a TaKXe JOKYMEHTBI, MOJITBEPIKAAIONINE HEOOXOAMMOCTh
BHECCHUS TAKUX U3MCHCHUM.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 1.1 usmenena c 1 sneaps 2021 e. - Dedepanvuviii 3axon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio

Cmamusa 30 donoanena uacmoto 1.1 ¢ 15 urona 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
1.1. Ilpu HEOOXOUMOCTH BHECEHHUS B JIOKYMEHTHI, COJIEpKAIUECs B PErUCTPALlMOHHOM JIOChE Ha
3aperuCTpUPOBAaHHBIM  JIEKAPCTBEHHBIM IpemapaT s MEJUIMHCKOrO TPUMEHEHUs, W3MEHEHUH,
yKa3aHHBIX B IMyHKTE 3 yacTu 2 HACTOALIEH CTaTbU M TPEOYIOIMX IMPOBEJCHUS SKCHEPTU3bl KayecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTENIb JOMOJIHUTEIBHO IMPEACTABISET B YINOJIHOMOYEHHBIN (enepalbHbIil
OpraH MCIOJHUTENIBHOM BIACTH KOIUIO JIMIEH3UU HA IIPOU3BOCTBO JIEKAPCTBEHHBIX CPENICTB WM KOIIHIO
3aKJIIOYEHHUS O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CpPEACTB TpeOOBaHUSAM IpPaBUI
Ha/JIeKallel MpPOM3BOJCTBEHHOM MpPAaKTHKH, BbIJAHHBIX YIOJIHOMOYEHHBIM (peepanbHbIM OpraHoM
UCIIOJTHUTENIbHOM BJIACTU B OTHOLIEHUMM W3MEHEHHOW U (WIM) JONOJHEHHOW IpPOU3BOJICTBEHHOU
IUIOLIA/IKK JIEKApCTBEHHOI'O IIpernapara, B CiIy4ae, €CId IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara
ocymectBisieTcs: B Poccuiickoit @enepanuu, 1160 KOMUIO BbIIAHHOW YITOJIHOMOYEHHBIM OPraHOM CTpPaHBI
IIPOU3BOIUTENIS JIMLEH3UN HAa IPOU3BOJCTBO JIEKAPCTBEHHOTO IIPENapara U ee IepeBo Ha PYCCKUM SI3BIK,
3aBEpEHHbIE B YCTAHOBJIICHHOM IOPSIJIKE, a TAK)K€ KOMHIO 3aKJIIOYEHHS] O COOTBETCTBUU IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBAHUSAM IPABIII HAJUIEKAIIEH MPOM3BOJICTBEHHON MPAKTHUKU, BBIAAHHOTO
YIIOJTHOMOYEHHBIM (pe/IepalbHbIM OPIaHOM HMCIOJIHUTEIBHOW BJIACTH B OTHOLIEHUW U3MEHEHHOW U (MIJIM)
JIOTIOJIHEHHON ITPOW3BOJCTBEHHON IUIOIIAJKK JIEKAPCTBEHHOIO IIpernapara, WM KOIHI0 PELICHUs
YIIOJTHOMOYEHHOTO (hefiepaiIbHOr0 OpraHa HCHOJHUTENIbHON BJIAcTH O NPOBEACHUM HHCIIEKTHPOBAHUS
IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €CIM INPOM3BOACTBO JIEKAPCTBEHHOI'O IIpernapara
OCYIIIECTBIIsIETCS 3a npenenamu Poccuiickoi denepanum.

Wndopmarys 06 M3MEHEHHSAX:
Yacmy 1.2 usmenena c 1 sneapsa 2021 2. - @edepanvuviii 3axon om 27 oexabpa 2019 e. N 478-D3
Cm. 6yoywyro pedakyuio

Cmamus 30 dononanena wacmoiro 1.2 ¢ 15 uonsa 2018 o. - @edepanvhviii s3axon om 4 uona 2018 e. N
140-D3
1.2. Ilpu HEOOXOUMOCTH BHECEHHUSI B TOKYMEHTBHI, COJCpKAIMeCs B PErHCTPALlMOHHOM J0ChE Ha
3apeTUCTPUPOBAHHBIN JICKApCTBEHHBIN Mmpemapar [uis MEAMLIMHCKOTO TMPHUMEHEHHs, W3MEHEHMIA,
yKa3aHHBIX B ITyHKTEe 4 4acTW 2 HACTOSIIEH CTaTbu M TPEOYIOUIMX MPOBEACHHS SKCHEPTHU3bI KadecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJHUTEIBHO MPEACTABISIET B YIOJIHOMOYEHHBINH (heaepanbHbIi
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opra” HCITOJTHUTEILHOM BJIACTH KOIIHIO JIMICH3MU Ha IPOU3BOJACTBO JICKAPCTBCHHBIX CPCACTB HUJIM KOIIUIO
3aKJIIOYEHUSI O COOTBETCTBHM IPOU3BOJUTENA JIEKAPCTBEHHBIX CpPEACTB TPeOOBaHUSAM  TIPaABUI
Haﬂnemameﬁ HpOHSBOIICTBCHHOfI IMPAKTHUKHU, BbIJAHHBIX YIIOJIHOMOYCHHBIM q)eﬂepaJIBHbIM OpraHom
WCIIOJIHUTEJIbHOM BJIACTH B OTHOLIEHUM IPOM3BOJICTBEHHOW ILIOIIAJKK JIEKAPCTBEHHOrO IIpernapara, B
cly4dae, €clid MPOU3BOACTBO JIEKAPCTBEHHOIO Ipenapara ocyuectBisiercs B Poccuiickoit denepanuu,
100 KOIMHUIO BBIJAHHOW YIOJHOMOYEHHBIM OPraHOM CTPAHbI MPOU3BOAMUTENS JUIICH3UN HA MTPOU3BOJCTBO
JIEKapCTBEHHOI'O Ipenapara u €€ MepeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOpPSAJKE, a
TaK)Ke€ KOMHUIO 3aKJIFOUEHUS O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUIM
OpaBWI HAAJEKAIIEH MPOU3BOACTBEHHONW TIPAKTHKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM (erepaabHbIM
OpraHOM MCIHOJIHUTEIBbHOM BJIACTU B OTHOLICHWHM IIPOM3BOJCTBEHHOM IUIOIIAJKHA JIEKAPCTBEHHOIO
npernapara, Wik KONHIO PEIICHUs YIOJHOMOYEHHOTo (heepaabHOr0 OpraHa UCIOJHUTEIBLHOW BIACTH O
IIPOBEICHUM MHCIIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHOTO CPEJCTBA B CIIy4ae, €Clid IPOU3BOACTBO
JIEKapCTBEHHOI0 IIpernapara OCyILIeCTBIIAETCS 3a npenesiamu Poccuiickoi denepannm.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 30 dononnena wacmoio 1.3 ¢ 15 uonsn 2018 e. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
1.3. Ilpunsitue pemieHuss O BHECEHMM HM3MEHEHMM WM 00 OTKa3e BO BHECEHHWU W3MEHEHUU B
JTOKYMEHTBI, COJAEpalllhecs B PETUCTPALMOHHOM JOCh€ Ha 3apETUCTPUPOBAHHBINA JIEKAPCTBEHHBII
npenapar JJisi MeIUIIMHCKOTO MMPUMEHEHHUS, B ClIy4ae HeOOXOAMMOCTH MPOBEACHHS SKCIIEPTU3bI KayeCTBa
JICKaPCTBEHHBIX CPEACTB U (WJIM) SKCIEPTU3bl OTHOIIECHHUS OXHAaeMOMl MOJb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHOIO Tpernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUSI OCYIIECTBIISIETCS B CPOK, HE
MPEBBIIAIOIINIA AEBIHOCTA pabOYHX JHEH, a B OCTAIBHBIX CIIy4asX B CPOK, HE MPEBBIMIAIONIIUN TPUALIATH
pabouux OHEW Co AHS MPUHATUS YIMOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HMCIOJHUTEIHLHOM BIACTH
3asBJICHUSI O BHECEHUHU TaKMX U3MEHEHUH.

Wndhopmarrust 06 n3MEHEHUSX:

Cmamows 30 oonoanena wacmamu 1.4 u 1.5 ¢ 1 mapma 2020 2. - Dedepanvruiii 3axon om 27 dekabps
2019 2. N 475-D3

Cm. 6yoywyo pedaxkyuio

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uacme 2 cmamou 30 nacmosueco
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

2. DKcnepTu3a JEKapCTBEHHBIX CPEACTB B YaCTU 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOT'O CPEACTBA
U (MJIH) DKCTIEPTH3BI OTHOIICHHS 0’KUIAEMOM IMOJIB3bI K BO3MOXKHOMY PUCKY ITPHMEHEHHS JIEKapCTBEHHOTO
npernapara Jjas MEAULUHCKOTO MPUMEHEHHs MPOBOJUTCSA B ClIydyae BHECEHUS M3MEHEHMU B JIOKYMEHTHI,
coJepKaliecss B PErHCTPAlMOHHOM JO0Ch€ Ha 3aperHMCTPHPOBAHHBINA JIGKAPCTBEHHBIM TIpenapar, B
OTHOILICHUH:

1) cBeneHmid, yKa3aHHBIX B HMHCTPYKIIMH TI0 MEIHIIMHCKOMY TPHUMEHEHHUIO JIEKapCTBEHHOTO
npemnapara:

a) JIeKapCcTBeHHAs (hopMa C yKa3aHHEM HaMMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JIEHCTBYIOIIMX
BEIIECTB M KaUYeCTBEHHOTO COCTAaBa BCIIOMOTATENIbHBIX BEILECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTAaTeNbHBIX BEUIECTB);

06) ¢apmakonmmHamMMka W (apMaKkOKMHETHKAa (32  HUCKIIOYEHHEeM  (apMaKOKUHETUKU
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MTPETIapaToB);

B) MOKAa3aHUs JUIsl IPUMEHEHHUS,

I') IPOTUBOINOKA3aHUS I IPUMEHEHUS;

1) MEPBI MIPEIOCTOPOKHOCTH MPH MIPUMEHEHHH;

€) YyKa3zaHHE€ BO3MOXXHOCTU M OCOOCHHOCTEH NpPHUMEHEHMs JIEKapCTBEHHOIO Ipernapara s
MEIUIUHCKOTO TPUMEHEHUS OCpEeMEHHbIMM SKEHIIMHAMH, OJKCHIIMHAMH B TEPHOA TPYIHOTO
BCKapMJIMBaHMsI, 1€TbMH, B3pOCIBIMHU, UMEIOIIMMHU XPOHUYECKUE 3a00JI€BaHNS;
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) PEXKHUM J03UPOBAHUS, COCOOBI BBEACHUS M MIPUMEHEHHS, IPH HEOOXOAMMOCTH BpeMs pHUeMa
JIEKapCTBEHHOTO Mpernapara, MpoJo/DKUTEILHOCTD JICYEHHsI, B TOM YHCIIE y JAETed 0 M MOCIe OJHOTO
roja;

3) BO3MOYKHBIE TOOOYHBIE ACHCTBUS M HEKEJIATEIbHbBIC PEAKIIH IPU IPUMEHEHUH JIEKaPCTBEHHOTO
npemnapara;

1) CUMIITOMBI TI€PEJ03UPOBKH, MEPHI TI0 OKA3aHHUIO TOMOIIH IPH MEPEI03UPOBKE;

K) B3aUMOJICHCTBUE C APYTUMH JICKAPCTBEHHBIMH MTpeTapaTaMy U (MJIH) MUILIEBBIMU MPOTyKTaMU;

1) GOPMBI BEIITyCKa JIEKAPCTBEHHOTO TIpeIapara;

M) ykazaHue (Ipu HEOOXOJMMOCTH) OCOOCHHOCTEW JEWCTBHUS JICKApPCTBEHHOI'O Iperapara Hpu
IIEpBOM IIPHEME I IIPU €T0 OTMEHE;

H) CBEJICHHs O BO3MOKHOM BIIMSTHUH JIEKAPCTBEHHOTO Tperapara /i MEJUIIMHCKOTO IPUMEHEHHUS
Ha CIIOCOOHOCTH YNPABIISATh TPAHCIIOPTHBIMU CPEICTBAMU, MEXaHH3MaMH;

0) CPOK TOJTHOCTH M yKa3aHHE Ha 3allpeT MPUMEHEHUS JIEKapCTBEHHOTO Mperapara 1o UCTEUCHUH
CpOKa T'O/IHOCTH;

I1) YCIIOBUSL XpaHEHUS;

p) YCJIOBHS OTITYCKa,

2) cocTaBa JIEKapCTBEHHOTIO Mpenapara Jijisi MeIUIIMHCKOTO IPUMEHECHHUS;

3) U3MEHEeHUs MeCTa IPOU3BO/ICTBA JIGKAPCTBEHHOT'O Mpenapara Juisi MeIUIIMHCKOTO IPUMEHECHNS;

4) n3MeHeHHs MMoKa3aTelel KauecTBa JEKapCTBEHHOTO Mpernapara il MeIUIUHCKOTO TPUMEHEHHUS
¥ (WJIM) METOJIOB KOHTPOJISL KaueCTBa JICKAPCTBEHHOTO Tperapara /Uil MeAUIUHCKOTO TPUMEHEHUS;

5) u3MeHeHus CpoKa rOJJHOCTH JICKApCTBEHHOTO Mperapara Jjsi MeJUIIMHCKOTO IIPUMEHEHUS;

6) cBeleHHMI 0 HEOOXOAMMOCTH BHECEHHSI MHBIX M3MEHEHHH B MHCTPYKIHIO MO MEIUIMHCKOMY
NPUMEHEHHIO JICKapCTBEHHOTO TIperapara, a Takke B HHbBIE JIOKYMEHTBHI, COJEpKalmecs B
PETUCTPAIlMOHHOM JI0ChE€ Ha 3aperucTpUpOBAaHHBIN JIeKapcTBEHHBbINM mpenapar. IIpu sTom pemienue o
NIPOBEICHUH IKCIIEPTHU3HI Ka4eCTBA JICKAPCTBEHHBIX CPEJCTB M (WJIN) DKCIIEPTH3BI OTHOIICHHS OXKHIAeMOM
HOJIb3bl K BOBMOKHOMY PHCKY ITPUMEHEHHsI JIEKApCTBEHHOr0 MpenapaTa A1 MEAUIIUHCKOTO MPUMEHEHHUS
NPUHUMAETCS. B COOTBETCTBHHM C  YTBEP)KACHHOW YMOJHOMOYEHHBIM  (elepalibHbIM  OPraHOM
UCTIOJIHUTENIHOW BJIACTH Kiaccu(uKalyell M3MEHEHWH, BHOCUMBIX B JOKYMEHTBI, COAEp)Kallvecs B
PETUCTPAIIMIOHHOM JI0Che Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar.

Wndopmarys 06 M3MEHEHHSAX:
Yacmws 3 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyo pedaxkyuio

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 3 cmamovu 30 Hacmosweeo
DedepanbHo20 3aKOHA U3N0IHCEHA 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

3. C 3asBNeHHEM O BHECEHWU HM3MEHEHUH B JOKYMEHTHI, COJEpKaIlHecs B PETUCTPAMOHHOM
JI0OChE Ha 3apeTHMCTPUPOBAHHBIA JIGKAPCTBECHHBIA TpermapaT IS METUITUHCKOTO TMPUMEHEHUs, HapsIy C
JOKyMEHTaMH, YKa3aHHBIMU B 4acTy | HACTOSAIIEH CTAaThH, 3asSBUTENb MPEICTABISICT KOMUU JTOKYMEHTOB,
MOJITBEPKIAIONIUX YIIATy TOCYAapCTBEHHOW MONUIMHBI 32 BHECEHUE B JIOKYMEHTBHI, COJEpIKaIIuecs B
PETUCTPAIIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpemapaTr Uisi METUIIMHCKOTO
NPUMCHCHUS, W3MEHCHHWH, TpPeOYIOMUX IPOBEICHUS OSKCIEPTU3Bl JICKAPCTBEHHBIX CPEJICTB B YacTH
9KCIIEPTHU3bI KaueCTBa JIEKAPCTBEHHOTO CPENICTBA U (MJIM) DKCIIEPTU3bI OTHOIICHUS OKUJIAEMON O3Bl K
BO3MOXKHOMY PHCKY TPHMEHCHHS JICKapCTBEHHOTO TMpemnapara Uil MEIUIIUHCKOTO TMPUMEHCHUS,
rOCy/IapCTBEHHOW TOLUIMHEI 32 BHECEHUE B JOKYMEHTBI, COACpXKAIIUECs B PErHCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tperapar s MEAUIHUHCKOTO TPUMEHEHHS, W3MCHCHUW, He
TPeOYIONMX TPOBENCHHUS SKCIEPTU3bl JICKAPCTBEHHOTO CPEICTBa, JHOO BIpaBe MPEACTaBUTH IIO
COOCTBEHHOW WHUIIMATHBE yKa3aHHBIC JOKYMEHTBHL. B ciydae WX HeNpenCTaBICHHS YIIOJTHOMOYCHHBIN
denepanbHBI OpraH WCIOJHHUTEIBHON BIAcTH TpoBepsieT (aKT YIUIaThl TOCYTApCTBEHHBIX MOIUINH
3asIBUTENIEM TIOCPEACTBOM HCIOJIB30BaHUS HMHPOpPMAIMU 00 YyIUlaTe TOCYIAapCTBEHHBIX IOILIUH,
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conepkanieiicst B ['ocymapcTBeHHOM MH(DOPMAIIMOHHOW CUCTEME O TOCYJAPCTBEHHBIX U MYHHIIMITATBLHBIX
IiaTexax, Ha OCHOBAaHMM IPEJCTABICHHBIX 3asSBUTENEM KOMHM JOKYMEHTOB, IMOATBEPKAAIOIINUX YILIATYy
rOCyIapCTBEHHOM IMOILIJIMHBI.

4. B TeyeHue necaTv pabouux JHEH CO JHS MOCTYIUICHHUs YKa3aHHOTO B YacTy | HACTOSIIEH CTaThu
3asIBJICHUS. ¥ HEOOXOJMMBIX JOKYMEHTOB VYIIOJHOMOYCHHBIN (enepanbHblii OpraH HCHOJHUTEIBHON
BJIACTHU:

1) mpoBOIUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEJICHUM, COJIEPKAIIUXCSA B IIPEICTABICHHBIX
3asBUTENIEM MaTepualax;

2) [pUHUMAET pELIEHUE O MPOBEACHUM YKAa3aHHBIX B 4acTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIIUX 3KCIEPTU3 JIEKAPCTBEHHOI'O CPECTBA UK 00 OTKa3e B UX IPOBEICHUH;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nynkm 3 yacmu 4 cmamou 30 nacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
3) yBeIOMIISIET B DJICKTPOHHOW WJIM MHUCbMEHHOW (hopMe 3asiBUTENS O MPUHATOM PEUICHUW WK B
Clly4ae TPHUHATHS DPEIICHUS 00 OTKa3e B IMPOBEJCHUU COOTBETCTBYIONIEH 3KCIEPTHU3BI C yKa3aHUEM
NPUYHH TAKOTO OTKAa3a.

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvs 30 nacmosaweco Dedepanvrozo
3aKona 0onoinena yacmoio 4.1
4.1. B ciydae BBISBJICHUS HEIOCTOBEPHOCTH CBEICHHUH, COACPIKANIMXCS B IPEICTaBICHHBIX
3asIBUTENIEM MaTepuayiax, YIOJTHOMOYCHHBIN (elepallbHbIi OpraH MCIOJHUTEIHPHONW BIACTH HAIpPaBIIsSET
3asIBUTENI0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBeleHui. JlaHHBINM 3ampoc MOKeT ObITh TepenaH
YIIOJTHOMOYCHHOMY TIPEJCTABUTEIIO0 3asBUTENS JMYHO TMOJ PACIUCKy, HANpaBlieH IO IMOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpeJlaH B AJIEKTPOHHOU (opMe MO TeNIeKOMMYHHUKAIIMOHHBIM KaHalaMm CBs3u. B ciydae
HATPAaBJICHUS JIAHHOTO 3ampoca I0 MOYTe 3aKa3HBIM MMMCHMOM OH CUHUTACTCSI IMOJIYYCHHBIM 10 HCTCUCHHH
HIeCTH JHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOTO MUChMA.

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvsa 30 nacmoaweco Dedepanvrozo
3aKoHa 0ONoHeHa Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTAaBUTH OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (heaepaabHOro opraHa
UCTIOJTHUTEIIEHON BJIACTH B CPOK, HE MPEBBIMAIONINN JCBIHOCTA pabdOYMX JHEW CO JHS IONTydeHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B uacTu 4 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBACTCS CO JHS
HATPABJICHUS 3asBUTEIIO 3aIpoca YIOJIHOMOYCHHOTO (efepalbHOIO OpraHa UCIOJHUTEIIBHON BIIACTH 10
THSl TIOJIyYEHHUsT MM OTBETa Ha JAHHBIA 3alpOC U HE YYUTHIBACTCS MPU WCUYHUCICHUU CPOKA MPUHSATHUS
pelleHuss O BHECEHWH HW3MCHEHHWH B JIOKYMEHTHI, COJCpIXAIlhecs B PErHCTPAIlMOHHOM J0Che Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s MEAUIIMHCKOTO TPUMEHEHUS.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 5 cmamou 30 nHacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

5. OcHoBaHueM ISl OTKa3a B MPOBEJACHUW YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaTbU DKCIIEPTH3
SIBJISIETCS] TIPE/ICTABIIEHUE TOKYMEHTOB, IEPEUUCICHHBIX B YacTsX | ¥ 3 HacTosuiell cTaTbd, B HEMOJIHOM
o0beMe, HENpeICTaBIICHHE 3asSBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha YKa3aHHbIM B uactu 4.1
HACTOSAIIEH CTaThH 3alpoC YIOJTHOMOYEHHOTO (heepaabHOr0 OpraHa MCIIOJHUTEIHHON BIIACTH, a TaKXKe
OTCYTCTBHE B NPEACTABIEHHBIX JOKYMEHTaX JOCTATOYHBIX CBEACHUI, OATBEPKIAIOIINX HEOOXOAUMOCTD
BHECEHUS U3MEHECHUM, WM OTCYTCTBHE HH(POPMAIIUH, TIOATBEPKIAIOICH (DAKT yIaThl TOCYAapCTBEHHBIX
MOIUINH, YKa3aHHBIX B YaCTU 3 HACTOSLIEH CTaThH.

6. YKa3aHHbIE B 4acTu 2 HACTOSIIEH CTaTbU HKCIEPTU3BI IPOBOJSATCSA B MOPSAJIKE, YCTAHOBICHHOM
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cratheil 23 Hacrosuiero deaepanbHOro 3aK0Ha.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 6 uacms 7 cmamvu 30 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

7. B cpok, HE TIPEBBIIAOIINANA JECATH padOUnX THEH CO JHS MOJYYCHHUS 3aKITIOYCHHA KOMHCCUN
SKCHEPTOB IO pe3ylbTaTaM YKa3aHHBIX B 4YacTH 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YNOJHOMOYEHHBIN
denepanbHBIN OPraH UCTIOTHUTEILHOMN BIIACTH:

1) mnpuHMMaeT pelieHHEe O BHECEHMHM U3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B
pETUCTPALIMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIA IMpenapar s MEIULUUHCKOTO
MPUMEHEHHUS, WIK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI;

2) BHOCHT B TOCYJapCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJCTB HAa OCHOBAaHUU PEIICHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIUOHHOM JIOChE HA 3apPErUCTPUPOBAHHBIM
JIEKApCTBEHHBIN TIpernapar JUisi MEAUIIMHCKOTO TPUMEHEHHUs, He0OX0AMMble U3MEHEHUSI U BO3BpAIaeT UX
3asIBUTEIIIO;

3) BbIIAeT 3asBUTEII0 HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O Ipernapara B
Cllyyae U3MEHEHUS CBEICHUMN, COIePKAIINXCS B HEM.

8. OcHoBaHMEeM i OTKa3a BO BHECEHMM HM3MEHEHHM B JIOKYMEHTBI, COJep)Kaliuecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar i MEIULUUHCKOIro
MPUMEHCHUS, SBIISICTCS 3aKIIOYCHUE YITOJHOMOYCHHOTO (peiepaibHOTO OpraHa UCIIOJHUTEIIBHOM BIIACTH O
BO3MOXXHOCTH CHIKEHHS 0€30MacHOCTH, KauecTBa, Y(MEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIy4yae
BHECEHUS TAKUX U3MEHECHUM.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 Oekabpa 2014 2. N 429-@3 uwacme 9 cmamou 30 nacmosuwezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu

9. Hlomyckaetcst oOpalleHre JeKapCTBEHHBIX IMPEnapaToB ISl MEIUIHWHCKOTO MPUMEHEHHUs 0
UCTCUCHUsSI CPOKA TOJTHOCTH, IMPOU3BEACHHBIX B TCUCHUE CTa BOCBMUJCCATH JIHEU IMOCIE JaThl IPHHSITHS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOTHUTEIHHOM BIACTH PEIICHUs O BHECEHWU U3MEHEHUH B
JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIMOHHOM JI0ChE, B COOTBETCTBHH ¢ HH(OpMAaIHE, CoiepKaIiecs
B JOKYMEHTaX pErucTpaliOHHOTO JO0Che Ha JIEKApCTBEHHBIA MpemapaT 0 JAaThl MPUHSATHS TaKOTO
pelIeHHUS.

TAPAHT:

Cwm. kommenTapu K ctathe 30 HacTosmero denepanbHOro 3aK0HA

Crarbsa 31. BHeceHne M3MEHEHUN B JIOKYMEHTHI, COJEPKAIINECS B PETHCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIE€KApCTBEHHBIN MpenapaT J1J1sl BETEpUHAPHOTO IPUMEHEHUs
Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3akon om 27 oexadps 2019 2. N 478-D3
Cm. 6y0ywyro pedaxkyuio
Yacmo 1 usmenena c 15 uronsa 2018 2. - Dedepanvruiii 3akon om 4 uions 2018 . N 140-D3

CMm. npedvloyuyro pedaKyuio
1. B mensx BHECEHUsT U3MEHEHUH B IOKYMEHTHI, COJEpKAIIUeCs B PETHCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIM Tpenapar s BETCPUHAPHOTO MPUMEHEHHS, Aep)KaTelb WIIH
BJIAJICNICI] PETUCTPAIIOHHOTO YAOCTOBEPEHHUsS JIEKaPCTBEHHOTO TIpernapara I YIOJTHOMOYCHHOE WM
JIpyTroe IPUINYECKOe JIHIO (Jlanee B HACTOSIICH CTaThe - 3asiBUTENb) MPEACTABISET B YIOJTHOMOYCHHBIN
(denepanbHBI OpraH HMCIOJHHUTEIBHON BIIACTH 3asBJICHHE O BHECCHHHM TaKMX W3MEHEHHMH 10 (opme,

29.01.2020 Cuctema 'APAHT 64/134


http://ivo.garant.ru/document/redirect/70826338/1226
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/307
http://ivo.garant.ru/document/redirect/990941/27485
http://ivo.garant.ru/document/redirect/70826338/1227
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/309
http://ivo.garant.ru/document/redirect/73355371/851
http://ivo.garant.ru/document/redirect/77691569/311
http://ivo.garant.ru/document/redirect/71958560/81
http://ivo.garant.ru/document/redirect/57429135/311

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

YCTAHOBJICHHOHN YIOJHOMOYEHHBIM (heiepabHBIM OPraHOM HCIIOJIHUTENLHON BIIACTH, U IpUJIaraeMble K
HEMY M3MEHEHHUS B YKa3aHHbIE JOKYMEHTBI, a TakKe JIOKYMEHTBI, MOATBEp)KAaolue HeoOX0AUMOCTb
BHECEHUS TaKUX M3MEHEHUH. [Ipy HE0OXOAMMOCTH BHECEHUSI U3MEHEHUN B JOKYMEHTBI, COJIEPIKALLUECS B
PErMCTPAalMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOIO
IPUMEHEHHUS, B CIIy4asiX U3MEHEHUS U (W) TOMOIHEHHS IPOU3BOACTBEHHOM IIJIOLIA/IKH JIEKAPCTBEHHOTO
CpPEelICTBa, a TAKXKE M3MEHEHUs IOKa3aTellell KayecTBa JIEKAPCTBEHHOIrO IMperapara JUisi BETEpUHAPHOIO
IPUMEHEHUS M (WIM) METOJO0B KOHTPOJII KadecTBa JIEKAPCTBEHHOrO IIpernapara Uil BETEPUHAPHOIO
NPUMEHEHUS 3asBUTENb JOMOJHUTEIBHO TPEACTABIsSECT B YIOJIHOMOYEHHBIH (denepaabHblii Opran
VCIIOJIHUTENIHOM BJIACTH CIEAYIOUIUE TOKYMEHTBHI:

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 1 uzmenen c 1 sneaps 2021 e. - @edepanvruiii 3axon om 27 oexaops 2019 o. N 478-D3

Cm. 6yoywyo pedaxyuio
1) xomus JHIIEH3UM Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEJCTB, BBIJIAHHOW MPOM3BOIUTEIIO
JICKapCTBEHHOTO TIperiapara Juisi BETEPHHAPHOTO MPUMEHEHUS, UTSI POCCHUCKHIX TTPOU3BOIUTEIICH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 2 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

Cm. 6yoywyro pedaxyuio

2) Komus JUIEH3UU Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIAAHHOM IPOU3BOJUTEIIO
(bapmarieBTHYECKON CyOCTaHLMHU, BXOJALIEH B COCTaB JIEKApPCTBEHHOIO Iperapara Jjs BETepUHAPHOIO
IIPUMEHEHUS, JUIsl POCCUMCKHUX ITPOU3BOAUTEIICH;

3) Komus AOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpaHbl NPOU3BOJAUTENS IS
KQKJIOM NMPOU3BOJICTBEHHON IUIOIIAJKH JEKAPCTBEHHOI'O Ipernapara JJisi BETEPUHAPHOTO NMPUMEHEHUS U
HOJTBEPKIAIOIIET0 COOTBETCTBUE IPOU3BOJMTENS JIEKAPCTBEHHOIO Ipernapara TpeOOBaHUSAM IIPaBIII
HaJUIeKaIed IPOU3BOJCTBEHHONW MPAKTUKHA, M €ro IIepeBOJ] Ha PYCCKUW S3bIK, 3aBEPEHHBIC B
YCTaHOBJIEHHOM IOPSAJIKE, a TAK)K€ KOIHUS 3aKIYEHHS O COOTBETCTBUU MPOU3BOIUTEINS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHMSAM  MHpaBWJI  HaJUIeXkalled  NMPOM3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIOJIHOMOYEHHBIM (heZiepalibHbIM OpPraHOM HCHOJHHUTEIBHON BIIACTH Ul KaXA0H NpPOU3BOJCTBEHHOU
IUTONIA/IKK JIEKAPCTBEHHOTO TIperapara Jjs BETEPUHAPHOTO NPHUMEHEHUs, JH00 KOMHUS pELIEeHUs o
IIPOBEJCHUN MHCIEKTUPOBAHUS NPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB, MPUHATOTO YINOJIHOMOYEHHBIM
denepanbHBIM  OpPraHOM HCIOJIHUTEIBHOW BIACTH IS KaXJOW TNPOM3BOACTBEHHON IUIOIIAJIKU
JIEKapCTBEHHOTI'O IIpernapaTa Jijisl BETEpPUHAPHOTO NPUMEHEHUS. Y Ka3aHHbIE JOKYMEHTHI IIPEJCTABIIAIOTCS B
Cly4yae, €CIu IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpemapara Uil BETEPUHAPHOIO  IPUMEHEHUs
OCYLIECTBIIsIETCS 3a npeaenamu Poccuiickon @enepanny;

4) Komusg JOKYMEHTa, BBIJAHHOTO YMOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
bapmarieBTHYECKON CYOCTaHIIMU U TMOATBEPKIAIOIIEr0 COOTBETCTBUE MPOU3BOAUTENS (hapMalleBTUIECKOM
CcyOCTaHIIMM, BXOASIICH B COCTaB JIEKApCTBEHHOIO IIpernapara JUisi BETEpPUHAPHOTO IPUMEHEHUs,
TpeOOBaHUSAM TpaBUJ HAJJIEKAIIeH MPOU3BOJICTBEHHOW MPAKTHUKU, U €ro MepeBOj Ha PYCCKUM S3BIK,
3aBEpPEHHbIE B YCTAHOBJIEHHOM MOPsJIKE, B CIIydae, €CiIM MPOU3BOACTBO (papMaleBTUUECKOH cyOcTaHIMu
OCYIIIECTBIIsIETCS 3a npenenamu Poccuiickoi denepanum.

Wndopmarys 06 M3MEHEHHSAX:

Cmamws 31 dononnena wacmoto 1.1 ¢ 15 uonsa 2018 2. - @edepanvhuiti 3axon om 4 uwona 2018 . N
140-D3
1.1. B cnyyae usmeHeHus! U (WJIM) JOTIOJHEHHS MPOU3BOJICTBEHHON IUIOMIAIKU JIEKAPCTBEHHOTO
CpEeICTBAa JIOKYMEHTBHI, yKa3aHHbIE B 4YacTH | HacTOsILEH CTaTbu, MPEACTABISAIOTCA 3asBUTENIEM B
OTHOILLIEHUU M3MEHseMOM U (WIM) JOMOJHSAEMON MPOU3BOJICTBEHHON IUIOMIAJKU JIEKAPCTBEHHOTO
cpencTna. Perenre o BHECEHHHM U3MEHEHUN B JJOKYMEHTBI, CO/IEp KAIllMEcsl B PETUCTPALlMOHHOM JI0Che Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jjis BETEPUHAPHOTO NMPUMEHEHUs, Wi 00 OTKa3e B UX
BHECEHUH NMPUHUMACTCS B ClIy4ae HEOOXOIUMOCTH MPOBEJACHHS SKCIEPTU3bI JEKAPCTBEHHOI'O CPEJCTBA B
CPOK, HE TIPEBBINIAIOIINN JEBSHOCTA PabOUMX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIIHIA
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TpUAUATH PabOYMX JAHEW CO JHS MPHHATHUS YINOJHOMOUYEHHBIM (eiepaabHbIM OPraHOM HCTIOJHUTEILHON
BJIACTH 3asIBJICHUS O BHECEHUH TAKUX U3MEHEHU.

Wndopmarius 06 M3MEHEHUSX:

Cmamuws 31 dononnena uacmoto 1.2 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-D3

1.2. B ciydae peopraHuzanuy JeprKaTessd WM BIJIALENIbLa PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipenapara Juisi BETEpPUHAPHOIO IPUMEHEHUs, pa3pabOoTuMKa WIM I[POU3BOAUTENS
JICKapCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO NPHUMEHEHUS B 3asBJICHUM O BHECEHUM W3MCHEHUH B
JIOKYMEHTBI, COJEp KallMeCs] B PETUCTPAMOHHOM JOChE Ha 3apEerUCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Uil BETEPUHApPHOIO INPUMEHEHUS, YKa3bIBAaIOTCSA [aHHBIE JOKYMEHTA, MOATBEPKIAIOLIETO
BHECEHUE COOTBETCTBYIOLIMX M3MEHEHUI B EAMHBIN rocyaapcTBEHHBIH peecTp IOPUAMYECKUX JUL (11
OpraHu3alii, 3aperucTpupoBaHHbIX Ha Teppuropun Poccuiickoit denepanyu), Ui UHOTO JOKYMEHTa,
MOJITBEP>KIAIOLIETO PEOPraHU3aLUI0 FOPUINUECKOI0 LA (sl OpraHu3alnii, He 3aperuCTPUPOBAHHBIX Ha
tepputopun Poccuiickoit denepannn). 3asBiaeHre 0 BHECEHUN U3MEHEHHUH B JJOKYMEHTBI, CO/IeprKaIluecs
B PETHCTPALlMOHHOM JIOCBE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Uil BETEPHUHAPHOTO
IPUMEHEHUs, U TpUIaraéMble K HEMY JOKYMEHThI MPEACTaBISAIOTCA B YHOJIHOMOYEHHBIH (enepaabHbIi
OpraH HCIOJHUTEIbHOM BJAacTH HE IIO3/IHEE YeM dYepe3 TpUIuaTh padouux IHEH CO JHA BHECEHMUS
COOTBETCTBYIOIIMX M3MEHEHUI B ENMHBIA ToCyZapCTBEHHBIH peecTp IOPUAMYECKHUX JHI  (JUIs
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoir denepauuu) Wik CO AHS MPUHITUS
COOTBETCTBYIOLIIETO JOKYMEHTa, IOATBEPKIAIOIIEr0 pEOpPraHu3alio OpUAWYECKOro Juna (ans
OpraHM3aluii, He 3aperucTpUpoBaHHBIX Ha Tepputopun Poccuiickoit @enepauun). B ciyuae
peOpraHu3alMy  JAepKaTeias WM  BIAAEIbla PETUCTPALIMOHHOIO YIOCTOBEPEHMs JIEKapCTBEHHOIO
mnpenapara Juisi BE€TEPUHApPHOIO IPUMEHEHMS 3asiBJIICHHE O BHECEHHM W3MEHEHHH B JIOKYMEHTHI,
coepaKalMecss B PETUCTPALlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOIO IPUMEHEHHUs, MOJACTCA HOPUAMYECKUM JIMIOM, KOTOPOMY B XOJE€ pPEOpraHU3aALNH

[IEPENAHO MIPaBO BIAJACHUSA TAKUM PErMCTPALIMOHHBIM YIOCTOBEPEHHUEM.

Undhopmarrust 06 n3MEHEHUSX:

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

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

2. B ciyyae BHeCEHUS U3MEHEHHUM B JIOKYMEHTHI, COJAEPKAIIUECS B PETMCTPALIMOHHOM JI0ChE Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpenapar /Jid BETEPUHAPHOTO TMPUMEHEHHS, B OTHOIICHUH
CBEJICHUM, yKa3zaHHbIX B nojnyukrax "e", "x", "k", "n", "u", "c¢", "x" nynkrta 7 wactu 3 crarbu 17
Hactosimiero defepaqbHOTO 3aKOHA, M3MEHEHHsI W (WIHM) JIOMOJHEHHS MPOW3BOJCTBEHHOHN IIIOMIAIKH
JIEKApCTBEHHOT'O CpPEJICTBa, a TakKe B Cilydyae M3MEHEHHMs IOKa3aTeled KadecTBa JIEKAPCTBEHHOTO
nmpenapara Jisi BETEPUHAPHOTO TPUMEHEHWS W (MJIM) METOJOB KOHTPOJIS KadecTBa JIEKApPCTBEHHOTO
npenapara Ajis BETEPUHAPHOIO MPUMEHEHHS! MPOBOJUTCA 3KCIEPTH3a JIEKAPCTBEHHOTO CpPENCTBA A
BETEPUHAPHOTO TpPUMEHEHHUs. B ciydae HEoOXOAMMOCTH BHECEHHS WHBIX M3MEHEHHUHW B JIOKYMEHTHI,
cojepXkalirecss B PErUCTPALlMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar i
BETEPUHAPHOTO MPUMEHEHHUS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA VISl BETEPUHAPHOTO TIPUMEHEHHS HE
MPOBOJIUTCS.

Wndopmarms o6 usmMeHeHmsx:
Yacmo 3 usmenena c 1 smeaps 2021 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Yacmyo 3 usmenena c 13 aseycma 2019 2. - @edepanvruiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro
3. C 3asgBnEHUEM O BHECEHHUU H3MEHEHHUIl B JOKYMEHTBI, COJEpIKAIIMECs B PETUCTPALMOHHOM
JI0ChE Ha 3apeTUCTPUPOBAHHBIM JEKAapCTBEHHBIM Ipenapar A BETEPUHAPHOIO NPUMEHEHUs, Hapsaay ¢
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JIOKYMEHTaMH, YKa3aHHBIMHU B 4acTy | HACTOSIIEW CTAThH, 3asIBUTEIIb MPEICTABISAET KOIUU JOKYMEHTOB,
MOATBEPKIAIOIINX YIUIATy TOCYAAPCTBEHHOM MOILIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEp)Kalllhecs B
pPETUCTPALIMOHHOM JI0OCb€ HA 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar sl BETEPUHAPHOIO
NPUMEHEHHUS, HW3MEHEHUH, TpeOyIoIIUX MPOBEIACHHUS JKCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, WIIHU
W3MEHEHUM, He TpeOYIIUX MPOBEICHUSI SKCHEPTHU3bl JIEKAPCTBEHHOro cpejacTtBa. B ciydae
HEOOXOJUMOCTH HW3MEHEHHUS CBEJIEHUHM, COJEp)KAIMXCAi B  PErHCTPAlMOHHOM  yIOCTOBEPEHHUU
JIEKapCTBEHHOI'0 IIperapara i BETEPUHAPHOIO NPUMEHEHUS, C 3aABJICHUEM, YKa3aHHbIM B dactu |
HACTOSIIEN CTaThM, 3asBUTENb JOMOJHUTEIBHO IPEACTABISAET KOIHUIO JTOKYMEHTA, MOATBEPKIAIOLIErO
yI1aTy TrOCYAapCTBEHHOM MOLUIMHBI 3a BBIJIAYY PETHUCTPALMOHHOTIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara. 3asBUTENIb 1O COOCTBEHHOW HHMIIMATUBE BIPaBE MPEJICTaBUTh JOKYMEHThI 00 yruiare
TOCY/IapCTBEHHBIX TMONLIMH. B ciydae HempencTaBleHUs 3asBHUTEIEM JOKYMEHTOB 00 yIaTe
rOCy/IapCTBEHHBIX MOIUIMH YIOJHOMOYEHHBIN (hefepanbHbli OpraH UCHOIHUTENBLHOM BIIACTH MPOBEPSET
dakT ymuaTel 3asBUTENIEM TOCYJAPCTBEHHBIX IOIUIMH TOCPEACTBOM HCIIOIh30BAHUS HHPOpPMAIUU 00
yIlaTe TOCYJapCTBEHHBIX MOLUIMH, cojaepkaiieiics B ['ocyaapcTBeHHOM MH)OPMAIIMOHHOW cHCTEME O
rOCYJIapCTBEHHBIX ¥ MYHULMNAIBHBIX IUIATEKAaX, HA OCHOBAHWUHU IMPEICTABICHHBIX 3asBUTEIEM KOMUUI
JIOKYMEHTOB, OJTBEPAKAAIOUIUX YIIJIATy FOCYJapCTBEHHBIX IMOIUIMH.

4. B cpok, HEe PEBBIMIAIOIINN 1ecATU pabOYuX THEH CO JTHS MOCTYIJICHUS YKA3aHHOTO B 4acTH |
HACTOAIICH CTaThU 3agBIICHUS W HEOOXOAMMBIX JTOKYMEHTOB, YIMOJHOMOYEHHBIN (heaepaibHbli Opra
WCIIOJTHUTEJIbHOM BJIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U JIOCTOBEPHOCTU CBEICHUMN, COACPIKALIUXCS B TIPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) mpUHUMAET pellleHue O MPOBEICHUHU IKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOTO
MpUMEHEHUS Uil 00 0TKa3e B €€ MPOBEICHUN,

3) yBenomIsieT B MUChbMEHHOU (popme 3asBUTENsI O MPUHSATOM PEHICHUU WU B ClIydae MPUHSATHUS
pemieHuss 00 OTKa3ze B TMPOBEIACHUU HKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA I BETEPUHAPHOTO
IIPUMEHEHUS C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

Wndhopmarrust 06 n3MEHEHUSX:

Cmamuws 31 dononnena wacmoito 4.1 ¢ 15 uronsa 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.1. B ciy4ae BBISIBICHHUS HEAOCTOBEPHOCTU M (MIJIM) HEJOCTATOUHOCTH CBEACHUM, COACPKAIIUKCS
B TPEACTABICHHBIX 3asBUTEIEM JOKYMEHTax, YIOJTHOMOYEHHBIN (efepaabHbIil OpraH MCIOJHUTEIHHOU
BJIACTH HAIPABIISIET 3asBUTENIO 3ampoc 00 YTOYHEHHH YKa3aHHBIX CBEIEHHUI. 3ampoc MOXKeT ObITh
nepeaH yImoJHOMOUYEHHOMY TPEACTABUTENIO 3asBUTEINS MO/ PACHUCKY, HAMpaBJIEH MO TOYTE 3aKa3HbIM
MUCHMOM WJIHM TIEpEJlaH B AJIEKTPOHHOU (opMe MO TeNIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3u. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOUHEHHH YKa3aHHBIX CBEJECHUMU IO MOYTE 3aKa3HBIM MHUCHMOM OH CUHUTACTCS
MOJIYYEHHBIM 110 UCTEYEHUH IIECTH JTHEW C AaThl HAIIPABIEHUS 3aKa3HOTO MHUChMa.

Wudopmanust 00 U3MEHEHUIX:

Cmamuvs 31 dononnena wacmoio 4.2 ¢ 15 uronsn 2018 . - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-D3
4.2. 3asBuTenb 00s3aH MPEACTaBUTH OTBET Ha 3aMpoC YIMOJIHOMOUYEHHOTO (henepambHOro opraHa
WCIIOJTHUTEIIbHOW BJIACTH B CPOK, HE TPEBBIMIAIOIMNWNA JACBSIHOCTA PAadOUYMX JHEW CO JHS TOJyYEHUS
JnaHHoro 3ampoca. CpokH, yka3aHHble B udacTu 1.l Hacrosimiedl cratbu, NMPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJIEHUs 3asBUTENIO 3aIPOCa YIOJHOMOYEHHOTO (eZiepalbHOr0 OpraHa MCHOJHUTENIBHOMN BJIACTH 10
JTHSI TIOTYYEHUs1 OTBETA Ha JaHHBIM 3a1IPOC U HE YUUTHIBAIOTCS IPU UCUUCICHUU CPOKA IPUHATHUS PEIICHUS
O BHECEHUMH W3MEHEHMH B JIOKYMEHTHI, COJAEp)KalllMecss B  PETUCTPAIMOHHOM JOChe Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar uisi BETEPUHAPHOTO IPUMEHEHHUS.

Wndopmarus 06 H3MEHEHHSX:
Yacmov 5 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
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5. OcHoBaHueM Uil OTKa3a B IPOBEICHUM OJKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA s
BETEPUHAPHOIO NPUMEHEHUS SBJIAECTCS MPEICTABICHUE IJOKYMEHTOB, YKa3aHHbBIX B uyacTsax | u 3
HACTOSIIEH CTaThH, B HEMOJIHOM O0BEME MM OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAaX JHOCTATOYHBIX
CBEJICHUI, MOATBEPKAAIOIIUX HEOOXOAUMOCTh BHECEHUSI N3MEHEHMH, JTM00 HeNpeACTaBICHUE 3asBUTEIIEM
B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHbIM B uacTu 4.1 HACTOALIEW CTAaThbU 3alpPOC YIOJIHOMOYEHHOI'O
(enepaabHOro OpraHa UCHOJHUTENbHOM BIACTH.

6. DkcnepTusa JIEKapCTBEHHOIO CPEJCTBA JUIsl BETEPUHAPHOIO NPUMEHEHUS B IIEJIIX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpKaIllMeCs B PETUCTPAMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar Jyisi BETEPUHAPHOTO IPUMEHEHUS, OCYILECTBISETCS B IIOPSAAKE, YCTAHOBIEHHOM
crarbeil 24 Hactosiero deaepaibHOro 3aKoHa.

Wndopmarius 06 M3MEHEHHSX:
Yacmo 6.1 usmenena c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio

6.1. B cpok, He MPEBHIIAONINN TeCATH padOYMX THEH CO JTHS IMOTYICHHS 3aKIIFOUCHUS KOMHCCUU
9KCIIEPTOB MO pe3yiabTaTaM YKa3aHHOW B 4YacTu 2 HACTOSIIEH CTaThU DKCHEPTHU3bI, YMOIHOMOYEHHBIN
denepanbHBIN OPraH UCTIOJHUTEIILHOM BIIACTH:

1) mnpuHMMaeT pelieHHe O BHECEHWHM U3MEHEHUH B JOKYMEHTBI, COJAEp)Kalluecs B
PETHCTPAIIMIOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMpermapaTr il BETCPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI,

2) BHOCHUT B TOCYIapCTBEHHBIH pEECTp JICKApPCTBEHHBIX CPEJICTB HAa OCHOBAaHUU PEHICHHUS O
BHECEHUHU M3MEHEHUH B JJOKYMEHTBI, COJIEPIKAIIUECS B PETHCTPAIIIOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIH
JICKapCTBEHHBIN Tperapar JUisi BETCpUHAPHOTO IPUMEHEHHs, HEOOXOMMbIE U3MEHEHHS U BO3BPAIIACT ITH
JIOKYMEHTBI 3asIBUTEIIO;

Wndhopmarrist 06 n3MEHEHUSX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 e. - @edepanvusiii 3akon om 2 aseycma 2019 o. N
297-@3
3) BBIOACT 3asBUTENI0 HOBOE PErMCTPAIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO Mperapara s
BETEPUHAPHOTO MPUMEHEHHUS B ClIydae HEOOXOIUMOCTH W3MEHEHUs CBEIACHUM, COACPKAIIUXCS B HEM, C
COXpaHEHHEM HOMEpa PaHee BBIIAHHOT'O PErMCTPALMOHHOTO YIOCTOBEPEHUS JEKApCTBEHHOIO IMpenapara
TSl BETEPUHAPHOTO MPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 31 donoanena wacmoio 6.2 ¢ 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 uious 2018 2. N
140-D3
6.2. B ciiydae BHECEHUSI M3MEHEHHUM B TOKYMEHTBI, COAECPKALIUECS B PETUCTPAMOHHOM JIOChE HA
3aperuCTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jyisl BETEpPUHAPHOTO IPUMEHEHUS, B YaCTH, KacaroLeics
U3MEHEHUs W (WJIM) JOTNOJHEHHs] MPOU3BOACTBEHHOM IUIOIMIAKK JIEKapCTBEHHOrO Ipernapara, Ipu
IIPEJICTABICHUN 3aBUTEIEM B COOTBETCTBUM C ITYHKTOM 3 yacTH | HACTOSALIEH CTaTbU KOIHMM PELICHUS
YIIOJTHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCHOJHUTENbHON BJIAcTH O NPOBEACHUM HHCIIEKTHPOBAHUS
IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIM B yactu 6.1 Hacrosend CTaTby,
PUOCTAHABIMUBAETCA CO JHS IOJYyYEHHUS 3aKIIOYEeHHUS KOMMCCHUU DSKCIEPTOB [0 MJHS NPUHSATUA
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOJHUTEIBHOM BIACTH PELIeHUs O Bbliade MU 00 OTKas3e B
BbIJIaye 3aKJIIOYEHHS] O COOTBETCTBUHU IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBaHUSAM ITPABUII
HaJIIeKallei MpoU3BOICTBEHHONM MPAKTUKU, HO HE O0Jiee 4eM Ha CTO BOCEMBJIECAT pabOUMX JHEH.

Wndopmarus 06 H3MEHEHHSX:
Yacmov 7 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utons 2018 2. N 140-D3
CMm. npedvloywyro pedaKyuio
7. OcHOBaHMEM JUisi OTKa3a BO BHECEHMM U3MEHEHUH B JIOKYMEHTBI, COJAEpKalluecs B

pPEerucTpalioHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemapaTr i BETEPUHAPHOIO
NPUMEHEHUS, B CIlydasx, HE TPeOYIOIIUX MPOBEICHUS IKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA, SIBISICTCS
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NpeCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4HacTsX | M 3 HacTOAIIEW CTaThH, B HEMOJHOM OOBbeMe WU
OTCYTCTBUE B IPEACTABICHHBIX JOKYMEHTaX CBEJCHMH, KOTOPbIE TOJKHBI ObITh B HUX OTPAXKEHbI, JIMOO
HENPEJCTaBICHNUE 3asBUTEIIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha YKa3aHHBIM B dactu 4.1 Hacrosiuen
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZiepalbHOTO OPraHa UCIIOJIHUTEIbHON BIACTH.

Wndopmarius 06 n3MEHEHUX:

Cmamus 31 dononnena wacmoto 7.1 ¢ 15 uonsa 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-@3
7.1. OcHoBaHWeM JUIsl OTKa3a BO BHECCHWH W3MEHEHHMH B JOKYMEHTHI, COJIEpIKAlluecs B
PETHCTPAIIIOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpemapaTr i BETCPUHAPHOTO
NPUMEHEHHS, B CIIydasX, TPEOYIOUIMX IMPOBEICHUS SKCIEPTU3bI JICKAPCTBEHHOTO CPEJICTBA, SBIISCTCS
3aKJIIOYCHHE YMOJHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIBHOW BJIACTH O BO3MOXKHOCTH
CHIDKEHHSI 0€30MaCHOCTH, KauecTBa, 3()(HEKTUBHOCTH JICKAPCTBECHHOTO MperapaTta BCICICTBHE BHECEHUS
W3MCHCHUH B yKa3aHHBIC IOKYMEHTHI, OTKa3 YIOJHOMOYEHHOro (peepaibHOTO OpraHa MCIOIHUTEIILHOM
BJIACTH B BBIJAa4ye 3aKJIFOYCHHS O COOTBETCTBUHU IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHUSIM
IPaBWJI  HAJJIeXKAIIEeH TIPOU3BOJACTBCHHOW NPAKTHKU B Cllydae HW3MCHEHUs U (WIH) JTOTIOJTHCHHS
NPOM3BOJICTBEHHOM IUIOIIAJAKU JICKAPCTBEHHOTO IMIperapara, €cCJid IPOU3BOJCTBO JICKAPCTBEHHOTO
npernapara JUisi BETEpUHApHOrO NMPUMEHEHHs OCYIIECTBIsEeTCS 3a mnpenenamu Poccuiickorn denepanuu,
WINA OTCYTCTBHE 3TOTO 3aKIFOUYCHUSI.

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 8 cmamwvu 31 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

8. Jlomyckaercsi oOpalieHHe JeKapCTBEHHBIX MpPENapaToB AJIs BETEPUHAPHOTO MPUMEHEHHS 10
HCTEYEHUSI CPOKA TOJTHOCTH, IPOU3BEJCHHBIX B TEUCHHE CTa BOCHBMUJECSATH THEW IMOCIE JAaThl IPUHATHS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTHU PEIICHUS O BHECEHUU M3MEHEHHH B
JIOKYMEHTBI, COJICpIKaIHECcss B PETUCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIN Mpernapar, B COOTBETCTBUHU C
uH(popMalel, coiepkalieiics B JOKyMEHTaX PErUCTPAllMOHHOTO JI0ChEe Ha JIEKaPCTBEHHBIN Mpemnapar 110
JIAThI IPUHSTHS TAKOTO PEIICHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 31 HaCTOAIICTO <Dez[epaﬂbHoro 3aKOHa

Cratbs 32. OTMeHa rocy1apCTBEHHON PETUCTPALlMU JIEKApCTBEHHOTO Mpernapara

Pemrenne 00 oTMeHe rocynapcTBEHHON pEerHCTpaluy JEKapCTBEHHOTO IMpernapara U UCKIIOUEeHUH
JIEKapCTBEHHOI'0 IpernapaTra W3 TOCyJapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEACTB IMPUHUMAETCS
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM UCTIOJIHUTENIbHON BIACTH B CIydae:

1) MPEACTABIICHUS COOTBETCTBYIOIIIMM  YIIOJITHOMOYEHHBIM benepanbHbIM OpraHoM
UCTIOJIHUTENIHOW BJIACTH 3aKJIIOUYEHUS O pPUCKEe MM 00 Yrpo3e 370pOBbIO, JKHU3HM YeJIOBEKa MU
KUBOTHOTO TpU MPUMEHEHUHU JIEKApCTBEHHOrO Ipemnapara, MpeBhIIAMUX ero 3((EeKTUBHOCTh, IO
pe3yibTaTaM OCYIIECTBISIEMOr0 UM MOHUTOPHHTA 0€301TaCHOCTH JIEKapCTBEHHOI'O IpenapaTa;

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-d3 ¢ nynkm 2 cmamvu 32 Hacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nyHKkma 6 npeovioyujeli pedakyuu
2) mojauu JAepraTesieM WIM BIIAJENIbLIEM PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O
npenapata WIM YIOJHOMOYEHHbIM MM JIpPYTMM IOPUAMYECKMM JIMIOM 3asBiIeHUs 00 OTMEHe
roCyIapCTBEHHON PETUCTPALINU JIEKAPCTBEHHOTO NIpenapara;
3) HEMOATBEPXKIECHUS rOCYJapCTBEHHON PErMCTpaLuy JIEKAPCTBEHHOrO IMpernapara Mo UCTeYeHUU
CpOKa JEMCTBUS pErMCTPALIMOHHOTO YAOCTOBEPEHNUS, BBIIAHHOTO Ha AT JIET;
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4) wHempexacTaBieHUs 3asBUTENEM HH(OpMAIMHM, KOTOpas MOXET IOBJIeYh 3a CO0Oi
HEOOXOIMMOCTh BHECEHHs W3MEHEHHH B JOKYMEHTBI, COJEp)Kallhecs B PEruCTPAalMOHHOM JIOChE Ha
3aperuCTpUPOBAaHHBIM JIEKApCTBEHHBIM IpenapaT, B TEYEHHE TpPUIALUATH pabouux JAHEH Cco JHS
HACTYIUICHUSI 3TUX U3MEHEHUH;

Wndopmarius 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-d3 ¢ nynkm 5 cmamvu 32 Hacmosuezo
DedepanvbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu
5) OCyIIeCTBJIICHUS] TOCYIAPCTBEHHON PETUCTpAIMH JIEKAPCTBEHHOIO Iperapara IMmoj TOPrOBbIM
HAUMEHOBAHHEM 3apErHCTPUPOBAHHOTO paHee MOJ ATUM TOPrOBBEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
npernapara, OTIMYAIONIET0Css Ka4YeCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIIECTB;

Undopmarist 06 n3MEHEHUX:
Ilynkm 6 uzmenen c 15 uronsn 2018 2. - @edepanvrviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
6) OCYILIECTBIICHUS TOCYJAPCTBCHHOM PErHCTPALMU OJTHOTO U TOTO YK€ JICKAPCTBEHHOTO Iperapara
B OTHOIICHWH OJHOTO W TOTO JK€ JepKaTels WM BIAJCSNIbIAa PETUCTPANUOHHOTO YIOCTOBEPECHUS
JICKApCTBCHHOTO TIpenapara B BHUAC JBYX M 0oJiee JIGKAPCTBEHHBIX MPENapaToB IO Pa3IHYHBIMU
TOPTOBBIMU HAMMECHOBAHUSIMU;
7) BBIHECEHUS CyIOM pCIICHWs O HapylmIeHHWH TpaB MpaBooOiagatelis  00bBEKTOB
WHTEIICKTYyaTbHOW COOCTBEHHOCTH TP OOPAICHUH JICKAPCTBEHHBIX CPEJICTB;

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 32 nacmosueco Dedepanvroco
3aKoHa oononneHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
8) oTCyTCTBUS JIEKApCTBEHHOTO TpernapaTta B oOpamiennn B Poccuiickoit denepanuu B TeUeHUE
Tpex u Ooiee JeT;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamuvsa 32 nacmosuwezco DedepanvHoco
3aKOoHa 0ononena nyHkmom 9, scmynarowum 6 cuny ¢ 1 uronsa 2015 e.

9) HEBBIIONIHEHHUS Jep)KaTeleM WM  BIAAENbIEM PErucTPAllMOHHOTO  YAOCTOBEpPEHUs
JIEKapCTBEHHOTO MperapaTa JIM00 YIOJIHOMOYEHHBIM UMH JAPYTUM IOPUAHNYECKUM JTUIIOM MEPOTIPUATHN 110
obOecrieyeHHI0  0E30MACHOCTH  JIEKApPCTBEHHBIX MPENaparoB, YCTAHOBJICHHBIX  YIOJTHOMOYEHHBIM
dbeneparTbHBIM OPraHOM HCIIOTHUTEIHHON BJIACTU B COOTBETCTBHH C YacTsiMU 3 U 4 cTaThu 64 HACTOSIIIETO
®denepallbHOTO 3aKOHA, B paMKax OCYIIECTBICHHS (apMaKkoHAA30pa;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 32 nacmoswezo Dedepanvrozo
3axona oononnena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

10) oTkaza paepskaTens WM BIAJeNiblla PETUCTPAIMOHHOTO YJOCTOBEPEHUS JEKAPCTBEHHOTO
mperapaTta 00 YIOJHOMOYCHHOTO MMH JPYTroro IOPHJIMYECKOTO JUIla OT BHECEHWS H3MEHEHWH B
WHCTPYKIIMIO TI0O TPUMEHEHHUIO0 JIEKApCTBEHHOTO IIperapaTa, KacalolIUXCs HOBBIX TMOATBEPKIACHHBIX
JTAHHBIX O TOM, YTO PHCK NMPHYWHEHHUS Bpeaa 3J0POBBIO YEIOBEKA HIIM JKHBOTHOTO BCIICJICTBUE MpHEMa
JIEKapCTBEHHOTO Tpernapara mpeBsiaeT 3h(GEeKTUBHOCT €ro MpUMEHEHUSI.

Wudopmanust 06 U3MEHEHUIX:

Cmamuws 32 oonoanena nynkmom 11 ¢ 1 sneaps 2023 2. - edepanvuviii 3akon om 27 dexabps 2019 e.
N 475-D3

Cm. 6yoywyro peoakyuro
TAPAHT:

CM. koMMeHTapuu K cTarbe 32 HacTosero denepalbHOTO 3aKOHa
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Crarba 33. ['ocyapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB
TAPAHT:

Cwm. [lonoxenue o I'ocyaapcTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB, YTBEPKIACHHOE MUH3IpaBoM
P® 1 nexabps 1998 r. N 01/29-15
1. T'ocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEICTB COJCPXKUT IEpPEUYeHb JIEKApPCTBEHHBIX
IpenapaToB, MPOMIEAIINX TOCYAaPCTBEHHYIO PETUCTPAIHIO, NepedyeHb (apMaleBTUYECKUX CyOCTaHIIHIA,
BXOJIAINX B COCTaB JIEKAPCTBEHHBIX MIPEMAapaTOB, U CIEAYIOIIYI0 HHPOPMAIIUIO:
1) B OTHOIIIEHHUH JIEKAPCTBEHHBIX MPENapaTOB:

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 ¢ noonyukm "a" nynkma 1 yvacmu I cmamwu
33 nacmosweeo PedepanrbHoco 3aKoHA BHeCeHbl usMeHenus, ecmynarouue 6 cury ¢ 1 uroas 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaKyuu
a) HAWMMCHOBaHWE JICKAPCTBCHHOTO Ipemaparta (MEXIyHApOJIHOE HEMaTeHTOBAaHHOEe, WIIH
IPYNIAPOBOYHOE, HITU XUMHUECKOE U TOPIOBOE HAUMEHOBAHS);
0) nekapcTBeHHas popMa ¢ yKazaHHEM J03WPOBKH JIEKAPCTBEHHOTO MpeTapara u ero KOJIMYecTBa B
NOTPEOUTEIBLCKON YITaKOBKE;

Undopmaris 06 n3MEHEHUAX:
Iloonynkm "8" usmenen c 1 sineaps 2018 2. - @edepanvuwiii 3axkon om 28 oexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

B) HAMMEHOBAHHUE JICPHKATENS WU BJIAJIENIbIIa PETUCTPAIIMOHHOTO YIOCTOBEPCHHUS JICKAPCTBEHHOTO
npernapara M CBEJCHHS O PErHCTPalli JepiKaTellsh WIM BJaJellblla PErHCTPAMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Tpernapara Al MEIUIIMHCKOTO MPUMEHEHHUS B KaueCTBE HAIOTOIUIATENbIINKA B CTpaHe
peructpanuu (JUisl pOCCHMCKUX FOPHINYCCKUX JIHIl - UICHTU(PUKAIMOHHBI HOMEp HAJIOTOTUIATEIBINKA
(MHH), nnst m”HOCTpaHHBIX IOPUANYECKUX JIUI[ - CTPaHa PETUCTpAllii, HAMMEHOBAHUE PErHCTPUPYIOLIETO
OpraHa, perUCTPANMOHHBIA HOMED, KOJT HAJIOTOIUIATEIIbIIUKA B CTPAHE PETUCTPANNH (MHKOPIIOPAIINN) WITH
€ro a”asor);

Wndhopmarrust 06 n3MEHEHUSX:
TIloonynkm "2" usmenen c 1 aueaps 2018 2. - @edepanvusiii 3akon om 28 dexabpsa 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
T') HAUMECHOBAHUE U aJIpeC MTPOU3BOTUTEIIS JICKAPCTBEHHOTO MPerapaTa U CBEACHHS O PETUCTPAIHH
MPOU3BOIUTENS  JICKAPCTBEHHOTO  TpemapaTta s  MEAMIIMHCKOTO TMPUMEHEHHsT B  KadyecTBe
HAJIOTOIUIATEIIBIIMKA B CTPAHE PETHCTPAIK (JIIT POCCUHUCKUX IOPUINYCSCKUX JIUIL - HICHTU(DUKAITMOHHBIN
HoMmep Hanororarensimuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX IHUI[ - CTpaHa PETUCTpPALUU,
HAaUMEHOBAaHHE PETHCTPUPYIONIETO OpraHa, PerUCTPAllMOHHBIA HOMED, KOJI HAJIOTOIUIATEIBIIINKA B CTPAHE
peructpanuu (MHKOPIIOPAIIMH) UITH €T0 aHaJIor);

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 noonynkm "0" nynkma 1 vacmu 1 cmamou
33 nacmosweeo DedepanvHoc0 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeti peoaxyuu

) dapmakoTepaneBTHUECKAs rpyInma, KOJ JIEKAPCTBEHHOIO npenapara o
aHaTOMO-TEPANEeBTUYECKO-XUMUUECKON Kiaccu(UKaIMK, peKOMEHI0BaHHOW BcemupHON opraHusanueit
31paBOOXPAHEHNS;

€) MOKa3aHMs U MPOTUBOMNOKA3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;

) MOOOYHBIE JICHCTBUS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK FOJTHOCTH JIEKAPCTBEHHOT'O Mpenapara;

1) YCIIOBUSI XpaHEHUS JIEKapCTBEHHOTO Mpenapara;
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K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOI'O IIPENapara;
J) HOMep dapMakoneilHol CcTaTbl WIM B CiIy4ae €€ OTCYTCTBHSI HOMEpP HOPMaTHBHOI
JIOKYMEHTAIH JT100 HOPMATHUBHOTO JIOKYMEHTA;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ noonyukm "m" nynkma 1 uacmu I cmamwvu
33 nacmosaweeo PedepanrbHoco 3aKOHA HECeHbl UsMeHeHUs, ecmynarouue 6 cury ¢ 1 uroas 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxkyuu
M) JlaTa TOCYJapCTBEHHON pETHCTpAaIlMU JICKAPCTBEHHOTO Mpernapara M €ro pPervucTparimoHHbII
HOMEp, Jara 3aMeHbl PErHCTPAlMOHHOTO YAOCTOBEPEHHUs JICKAPCTBEHHOTO Iperapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  YIOCTOBEpEHHE JIGKAPCTBEHHOTO IpemapaTta, JaTa TOJadd  3asBICHHUS O
NOJTBEPXKICHUM  TOCYJApCTBEHHON  pErucTpal  JIGKAPCTBEHHOrO  Mpernapara, Jara  OTMEHBI
rOCyIapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara;

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwezo
DedepanbHo2o 3akona dononer noonyukmom "n'", ecmynarowum 6 cuny ¢ 1 urons 2015 .
H) KaueCTBEHHBIM COCTAaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB M Kaue€CTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mperapara;

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DedepanbHo20 3axona dononer noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
0) nH(pOpMaIus 000 BCEX pa3pelIeHHbIX BUaX BTOPUYHOHN (TOTPEOUTENBLCKOM) YIAaKOBKH;

Wndopmarys 06 W3MEHEHHSAX:

Hoonynkm "n" usmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabps 2019 2. N 475-D3
Cm. 6y0ywyro peoakyuio

DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo20 3axona dononer noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urons 2015 .
) JaTa HPUHATHS PEIIEHUS O BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Ipenapar Mpu
roCyJapCTBEHHOM perucTpaliy B KayecTBe OppaHHOTO JIEKapCTBEHHOI'O Mpenapara;

Wndhopmarist 06 n3MEHEHHSX:

Hloonynkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabps 2019 2. N 475-D3
Cm. 6y0ywyro peoakyuio
DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu I cmamou 33 Hacmosiwe2o
DedepanbHo2o 3axona donoiner noonyukmom "p", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
p) HajgW4Yue JIEKAPCTBEHHOTO TpermapaTa B TEpeYHEe >XKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamou 33 nacmoswezo
DeoepanvHoeo 3akoHa donoanen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 a.

C) HAJIMYKE B JIEKAPCTBEHHOM IIperapaTe HapKOTHUECKUX CPEACTB, ICUXOTPOMHBIX BEUIECTB U UX
MPEKYPCOPOB, MOIeKAIIUX KOHTPOIt0 B Poccuiickoit denepannn, B COOTBETCTBUU C 3aKOHOAATEILCTBOM
Poccuiickoit @enepannu, MeXIyHapoAHbIMU toroBopamu Poccuiickont denepanuu, B ToM uncie EnnHoi
KOHBEHIIMEN O HapKOTHYecKuX cpeAacTBax 1961 roma m KonpeHniueil o NcMXoTponHbIX BemecTBax 1971
roja;

Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axonom om 22 oekabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswezo
DeodepanvHoeo 3akoHa donoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
T) uHbOpMAIlUI O TOM, SIBISIETCS JIM JaHHBIM JIEKAPCTBEHHBIA MpemapaT pedepeHTHBIM
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JIEKapCTBEHHBIM IPENapaToM;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwezo
DeodepanvHoeo 3akoHa donoanen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
y) CBEACHHsI O TOJaye 3asBJICHHUS O BHECEHUM W3MCHCHHMU B JIOKYMEHTHI, COJIEpKallHecs B
PETUCTPAIIMIOHHOM JIOChE Ha JIEKAPCTBEHHBIN Mpernapar;

Wndopmarius 06 H3MEHEHUX:

Dedepanvrvim 3akoHom om 27 dexabdps 2019 2. N 475-D3 noonyuxkm "¢" npuznan ympamueuwium cumy
¢ 1 mapma 2020 .

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmosiwezo
Deodepanvroeo 3akoHa oonoanen noonyukmom "¢", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
&) cBeleHUs 0 B3aMMO3aMEHIIEMOCTH JIEKAPCTBEHHOTO MpeTapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiuje2o
DedepanvHozo 3akoHa dononnen noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
X) CPOK BBEACHHUS JIEKAPCTBEHHOT'O MIperapaTa B rpaKIaHCKUi 000poT;
2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 6 noonynkm "a" nynkma 2 wacmu I cmamou
33 nacmosweeo Pedepanrbhoco 3aKoHA HeCeHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 uroas 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu

a) HauMeHOBaHHE (apMaleBTUUECKON CyOCTaHIIUK (MEXIyHApPOJHOE HEMAaTEeHTOBAHHOE, WM
IPyNIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) HauMEeHOBaHME U apec MPOU3BOAUTENS (papMalleBTUUECKON cyOcTaHIUY;

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHIUY;

T) yCJIOBUS XpaHeHUs (apMaleBTUYECKON cyOCcTaHIINu;

) Homep ¢apMakomeiHoil cTaTbM MM B Cllydyae ee OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIUH JTH00 HOPMAaTHBHOTO JIOKYMEHTA;

Wndopmarys 06 W3MEHEHHSX:

DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 2 yacmu 1 cmamou 33 Hacmoswe2o
DedepanbHo2o 3axona dononner noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
€) Hanuuue (hapMmarieBTUUYEeCKON CyOCTaHIIMM B IepeyHe HAPKOTHYECKUX CPEJCTB, IMCUXOTPOMHBIX
BEIIECTB U MX IPEKYpCOpOB, MOANEKAIMX KOHTpoito B Poccuiickoit ®denepanuu, B COOTBETCTBUU C
3aKOHOAATeNbCTBOM Poccniickoit @enepannn, MexIyHapOAHbIMU AoroBopamu Poccuiickont denepanum,
B TOM uucie EnnHON KOHBeHIMel O HapkoTHueckux cpexncrtBax 1961 roma m Kossenuumeil o
MICUXOTPONHBIX BenlecTBax 1971 roxa.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacms 2 cmamvu 33 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOUL pedakyuu, écmynaroueli 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. @apMmareBTHYeCKasi CyOCTaHIIMS, IPOU3BEIEHHAs JIsl pealu3alii, MOXKET ObITh BKJIIOYEHA B
rOCYJapCTBEHHBII pPEecTp JEeKapCTBEHHBIX CpEACTB HAa OCHOBAaHUM 3asBJICHUS pa3paboTyMKa WIN
MIPOU3BOJIUTENS JIEKAPCTBEHHOT'O CPEACTBA JIMOO YMOJHOMOYEHHOTO HMMHM IOPHIMYECKOTO JIMLA IpHU
YCIOBUM TIPOBEJCHHUS B OTHOIICHHMM TaKOH (hapManeBTHUECKOW CYOCTAaHIIMM SKCIEPTU3bl KadecTBa
dapmareBTUUECKOW CyOCTaHIIMM B TIOPSIIKE, YCTAHOBJIEHHOM craThell 34 Hactosmero denepaibHOTo
3akoHa. B oTHOmeHMu (apmaneBTHUECKUX CYOCTaHIMM, TNPOU3BEACHHBIX JJIs pealu3alud, B
roCy/IapCTBEHHOM PEecTpe JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS CIAeAyIoLas HHPOpMaIus:

1) nammeHoBaHHME (papMaleBTUUECKON CyOCTaHIMHM (MEXIyHApOAHOE HEMaTeHTOBAaHHOE, WU
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IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 uzmenen c 1 sneaps 2018 e. - @edepanvhuiii 3axon om 28 oexaops 2017 e. N 425-D3

CMm. npedvloyuyro pedaKyuio

2) HauMEHOBaHUeE, aJpec MPOU3BOANUTEINS (PapMaLleBTUUECKOM CyOCTaHIIMM, a TAKKE B OTHOLIEHUHU
JIEKaPCTBEHHBIX CPEACTB Ul MEIWULHMHCKOIO NPUMEHEHHUS CBEICHHUS O PETUCTPALUU MPOU3BOAUTENS
(apMmanieBTUYECKON CyOCTAaHIIMM B KauyecTBE HAJIOTOIUIATENbIIMKAa B CTpPaHe perucTpauuu (ams
POCCUICKMX IOPHIMYECKUX JHUI - WACHTU(GUKAMOHHBIA HOMep Hamoromnarensinuka (MHH), s
MHOCTPAHHBIX FOPUAMYECKUX JIMIl - CTpPaHa PErucTpalid, HAUMEHOBAHUE PErMCTPUPYIOLIETO OpraHa,
pEerucTpaliOHHbI HOMEp, KOJ HAaJOrOIUIATENIbIMKA B CTPAHE PETUCTPAaLUU (MHKOPIIOPALMK) WIH €ro
aHajor);

3) cpok rogHOCTH (hapMaIeBTHUECKON CYyOCTaHINN;

4) ycnoBusi XpaHeHus papMalieBTUYECKON CyOCTaHINH;

5) Homep (apmakomeiiHONH craThbu MO0 B Cly4ae €€ OTCYTCTBUSI HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIIUN UM HOPMATUBHOT'O JOKYMEHTA;

6) Hanmuue (papmManeBTUUECKON CyOCTaHIMU B TiepeuHe HAPKOTUYECKHX CPEICTB, IICUXOTPOITHBIX
BEIECTB U MX IPEKypCOpOB, MOAJIEKAIIMX KOHTposito B Poccuiickoit ®enepaunu, B COOTBETCTBUU C
3aKoHOAATenbCcTBOM Poccniickoit @enepannn, MexIyHapOoAHbIMU goroopamu Poccuiickonn denepanum,
B TOM uucie EjauHoll koHBeHIMeW O HapKoTHUeckux cpeactBax 1961 roma u KonBenuwueir o
IICUXOTPONHBIX BemecTBax 1971 rona;

7) naTta BKIOYEHUs (apMalleBTUYECKON cyOCTaHLMU B FOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEJCTB, JlaTa BHECEHUS M3MEHEHUN B JIOKYMEHTHI (apMaleBTUUYECKOW CYyOCTaHLIMM, AaTa UCKIIOUYEHUS
(bapMmareBTHYECKON CYOCTAHIIMM U3 TOCYAapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPECTB.

3. Ilopsaok BeneHUs TOCYJApCTBEHHOTO pEecTpa JIEKApCTBEHHBIX CPEIACTB ISl MEIULMHCKOIO
NPUMEHEHUS U TIOPS/JI0K BENEHUS TOCYAApPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB  JUIA
BETEPUHAPHOTO MPUMEHEHUS YTBEPHKIAIOTCAd COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heepaabHbIM
OpPraHOM HCIIOJHUTEIBHOU BIIACTH.

FAPAHT:

CMm. koMmMeHTapuu K ctatbe 33 HacTosero denepabHOTO 3aKOHA

Wndopmarys 06 H3MEHEHHSAX:
Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamovu 34 Hacmosuje2o
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMeHOBaHUs 8 NPeOblOYWel pedaKyuu
Crartbs 34. BxitoueHHe B TOCYIapCTBEHHBIA PEECTpP JICKAPCTBEHHBIX CPEACTB U HCKIKOYEHUE U3
TOCY/IapCTBEHHOTO peecTpa JEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKOH CYOCTaHIIHMH,
MIPOU3BEICHHOM /IS peaTn3aliuu
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmo 1 cmamou 34 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
1. Hmst BrmroueHus (apMareBTHYECKON CyOCTaHIMK, TPOU3BEACHHON sl peanu3alud, B
roCyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, MPOBOAUTCS IKCIIEPTU3A €€ KaueCTBa.

Wndopmarus 06 H3MEHEHHSX:
Yacms 2 usmenena c 1 saneaps 2021 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Deodepanvhvim 3akonom om 22 oexkabps 2014 2. N 429-D3 (8 peoaxyuu Pedepanvroco 3akona om 13
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urons 2015 e. N 241-®3) uacmo 2 cmamou 34 nacmosuweco PedepaibHo20 3aKOHA U3NIOHCEHA 6 HOBOU
pedaxyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
2. DkcmepTH3a KadecTBa YyKa3aHHOHM B wacTu | Hacrosmed cratbu (hapMareBTHUECKOM
CcyOCTaHIIMM, COCTAaBJICHHE KOMHUCCUEH HKCIEPTOB 3aKIFOUEHUM IO pe3ylbTaTaM 3TOW 3KCIEPTHU3bl U UX
HalpaBJICHUE B YIOJIHOMOYCHHBIH (hefepanbHblii OpraH HMCIOJHUTEIBHON BIIACTH OCYILECTBIISIOTCS B
CPOK, HE IPEBBIIAOUINN ECTUAECATH pabOYuX AHEH CO JHs MOJIyYEHHs SKCIEPTHBIM YUpEkKACHUEM
COOTBETCTBYIOUIETO 3aJaHHsl YHNOJIHOMOYEHHOTO (DefepalbHOr0 OpraHa MCHOJIHUTENbHOH BIACTH U
CJICAYIOLIMX IOKYMEHTOB:

Undopmaiis o6 u3MeHeHusX:
Ilynkm 1 usmenen c 1 sansapsa 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedaxyuio
Ilynkm 1 usmenen c 15 uionsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

Cm. npedvloywyro pedaKyuio
1) xomwsi JMIEH3WH HA TPOM3BOJCTBO JICKAPCTBEHHBIX CPEICTB MM KOMHS 3aKJIHOUYCHHS O
COOTBETCTBUU  TPOW3BOAMTENS  JICKAPCTBEHHBIX  CPEJICTB  TPeOOBAHWSAM  TIPABWII  HaJJICXKAIICH
NIPOM3BOJICTBEHHOM TMPAKTHKH, BBIIAHHBIX YIIOJIHOMOYCHHBIM (DeJiepaibHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH, B CJy4ae, €CIIH TPOM3BOACTBO JIEKAPCTBEHHOI'O CPEACTBA OCYIICCTBIsICTCS B Poccuiickoii
®enepanuu;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 2 uzmenen c 15 uronsn 2018 2. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) Komus JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHoOM CTpaHbl IPOU3BOJIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPIKAAIOIIEr0 pa3pelieHue IPOU3BOICTBA JIEKAPCTBEHHOI'O CPEACTBA, U
€ro MepeBoJl Ha PYCCKHI S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSJIKE, a TaKXKe KOMHS 3aKJIIOUEHUs O
COOTBETCTBUM  IPOM3BOJAUTENS  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHMAM  IPaBUI  HaJUIeXallen
IPOU3BOJICTBEHHON MPAaKTHUKH, BBIIAHHOTO YMOJHOMOYEHHBIM (peliepabHbIM OpraHOM HCIOJIHUTEIbHON
BJIACTH, JMOO KOMHUS PELICHHs YIOJIHOMOYEHHOro (eepalbHOr0 OpraHa HMCIOJHUTEIbHOM BIACTH O
IPOBEJCHUN HHCIEKTUPOBAHUSI TMPOU3BOAUTENS JIEKAPCTBEHHOI'O CpPEJCTBA. YKa3aHHBIE JOKYMEHTBI
IIPEJICTaBIISIFOTCS B ClIydae, €CJIN IIPOU3BOJICTBO JIEKAPCTBEHHOIO CPEICTBA OCYIIECTBISIETCA 3a NIpEAeIaMu
Poccuiickoit ®enepanuu;

3) TOKYMEHT, coaepKalluil cIeIylonue cBeJeHUs 0 (papmMaleBTH4IecKoi cyOcTaHIuu:

a) HauMeHoBaHue (papMaleBTHYECKON CyOCTaHIINM, €€ CTPYKTypa, 00Ilre CBOMCTBa;

0) HaMEHOBAaHUE U AJPEC MPOU3BOIUTENS;

B) TEXHOJIOTHS MPOU3BOJICTBA C ONMUCAHUEM CTaJW{ MPOU3BOJICTBA U METOJIOB KOHTPOJISI Ha BCEX
CTalusAX MPOU3BOJCTBA;

I) onucaHue pa3paboTKu Mpolecca MPoru3BOJICTBA;

J) ONHMCAaHWE KOHTPOJS KPUTHYECKHUX CTaauil Ipolecca IMPOU3BOACTBA U MPOMEKYTOUHOM
TIPOJYKLIMH;

€) TOKYMEHTaJIbHOE TIOJITBEPKACHUE (BaIMIallMsl) MPOIIECCOB U (WUJIM) UX OLIEHKA,

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHUKA IPUMECEH;

1) cnernuukanus Ha GapMaIleBTHUECKYI0 CyOCTaHIIUIO ¥ €€ 00OCHOBAHME;

K) aHAJIUTUYECKHME METOJIMKH, HCIOJIb3YEMbIE IIPU OCYILIECTBICHUM KOHTPOJS KadecTBa
dbapmareBTUUECKON CyOCTaHIINH;

J) NOKYMEHTAJIBHOE IOATBEPKACHUE (BAIMIALMUA) aHAIUTUYECKUX METOAMK, UCIOJIB3YEMBIX MPHU
OCYIIIECTBIIEHUU KOHTPOJISl KauecTBa (papMalieBTUYecKoi cyOCTaHIuY;

M) pe3yJbTaThl aHAIM3a cepuil (papmaneBTHUECKOl cyOCTaHIINN;
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H) TIEpPEYCHb CTAaHJAPTHBIX 00Pa3I[0B WIN BEIIECTB, UCTIOIB3YEMbIX MPU OCYIIECTBICHUU KOHTPOJIS
Ka4yecTBa;

0) OMHMCAHNE XaPAKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEPHUATIOB U YKYIIOPOYHBIX CPE/ICTB;

1) JJaHHBIC O CTAOMIILHOCTHU (hapMaIleBTUUECKONW CyOCTaHIINH;

P) CPOK F'OJIHOCTH;

Wndopmarus 06 H3MEHEHHSX:

Yacmo 2 dononnena nywkmom 4 ¢ 1 saneaps 2018 2. - @edepanvuviii 3akon om 28 oexaops 2017 e.
N 425-@3

4) NOKYMEHT, COJICpXAIIUi CBEJICHUS O PETUCTPAILlMU TPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB JIJIS
MEJMIIMHCKOTO MPUMEHEHHUs B KayecTBE HAJOTOIIATeNbIINKa B CTpaHe perucrpauuu (A pOCCHHCKUX
IOPUIMYECKUX JIMIl - WACHTH(HUKAIMOHHBIM HOMep Hamoromuatenbiuka (MHH), nns wHOCTpaHHBIX
IOpUIMYECKUX JIULL - CTpaHa PErucTpalii, HAMMEHOBAHUE PErMCTPUPYIOLIETO OpraHa, perucTpaliOHHbII
HOMED, KOJI HAJIOTOTUIATENBIINKA B CTPAaHE PerucTpanuu (MHKOPIOpAIMK) WIK €T0 aHAJIOT).

3. Jlns mpoBedeHMsT SKCHEPTU3bl KayecTBAa YKa3aHHOM B dacTu | HAcTOALIEH CTaTbU
(dapmanieBTHYeCKON CYOCTaHIIMM 3asBUTENb TPEJACTABIACT B YIOJIHOMOYEHHBIH (eaepasbHbli OpraH
VCIIOJIHUTEJIbHOW BJIACTH:

1) 3asBneHHME O BKIIOYEHHWHM B TOCYJAPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
dapmalieBTUYECKOM cyOCcTaHIINN;

Undopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamou 34 nacmosue2o
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedaKkyuu, scmynatowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu

2) Komus JOKYMEHTa, MOATBEP)KIAIOIIEro YIUlaTy TOCYAapCTBEHHOM MOLUIMHBI 32 BKIIOYCHHE B
rOCy/IapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEACTB (hapMalleBTHUECKON CyOCTaHIIMH, IPOU3BEACHHON TS
peanu3aiu, JMb0 Mo cCOOCTBEHHONW MHMIIMATHBE yKa3aHHbBIN TOKYMEHT. B ciiyuae ero HempeacTaBieHHs
3asiBUTENIEM YIIOJIHOMOYEHHBIH (heiepaabHblii OpraH HCIOJHUTENbHON BJIACTU HPOBEPSieT (PAKT yIUIaTh
roCyJapCTBEHHON MOUUIMHBI 3asBUTENEM C HCHOJIb30BaHHEM MH(pOpMaluu o0 yIjare rocynapcTBeHHON
NOLUIMHBI, cojaepkaiieiics B ['ocynapcTBeHHONM HMH(OPMAllMOHHOW CHCTEME O TIOCYJIapCTBEHHBIX U
MYHULIUIAIBHBIX I[IJIATEKAX, HAa OCHOBAHUM IIPEICTABICHHOM 3asBUTENEM KOIHUU JOKYMEHTA,
MOATBEPKIAOIIETO YIUIATy TOCYAApCTBEHHOM MOLIUIMHBL

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 wacmu 3 cmamvu 34 nacmosiue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
3) JOKYMEHTBI, yKa3aHHBIC B 4aCTH 2 HACTOSIICH CTaThH;

Wudopmanust 06 U3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 3 cmamvu 34 nacmoswezo
DeodepanvbHoeo 3aKOHA OONONHeHA NYHKMOM 4, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
4) 3adBieHHE O BbIJaye paspelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM MapTHU
HE3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPENICTBA, MPETHA3HAUYCHHOTO [IJIsi TMPOBEACHUS YKa3aHHOU
SKCHEPTHU3BI.

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacmv 4 cmamvu 34 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
4. B Tedenue necsatu pabouux JHEH CO JHS MPUHSITHUS 3as8BJICHUS O BKIIIOUYCHUN YKAa3aHHOM B 4acTH
| mHacTosimiel cTtaThM (papManeBTHYECKOW CyOCTaHIIMM B TOCYIApPCTBEHHBIH PEECTp JIEKApPCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUYMCIEHHBIX B 4YacTH | M nyHKTe 2 yacTu 3 HACTOSIIEH CTaThHy,
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YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU JIAHHBIX, COAEPIKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pEIIEHUE O HANpaBJIEHUH B HKCIEPTHOE YUPESKICHHE 3aJaHUs Ha IPOBEJCHUE
OKCIIEPTHU3BI KAYECTBA YKAa3aHHOW B 4acTH | HACTOAIIEH cTaThu (hapMaleBTHUECKON CYOCTaHIIMU WIH 00
OTKa3e B TAKOM HAaIIpaBJICHUH;

3) yBeZOMIISIET B RJIEKTPOHHOW WIJIM MUCHbMEHHOW (hopMe 3asiBUTENSI O MPUHSATOM PEUICHUU WU B
Clly4ae OTKa3a ¢ yKa3aHUEM NIPUYMH TaKOro OTKasa.

Wndopmarius 06 H3MEHEHUX:

Deodepanvrvim 3axonom om 25 noabps 2013 2. N 317-D3 cmamvs 34 nacmosawezo Dedepanvrozo
3aKOHA 0ONoIHeHa Yacmuio 4.1
4.1. B ciydae BBISBJICHUS HEIOCTOBEPHOCTH CBEIACHUMN, COJCPXKALIMXCSA B IPEICTABICHHBIX
3asIBUTEIIEM MaTepuayiax, YIOJTHOMOYCHHBIH (elepallbHbIi OpraH MCIIOJHUTEIHPHONW BIACTH HAIpPaBIISET
3asBHTENIO 3alpoC 00 YTOYHEHWM YKa3aHHBIX CBeJeHWH. JlaHHBIA 3ampoc MOXET OBITh TepenaH
YIIOJTHOMOYCHHOMY TIPEJCTABUTEIIO 3asBUTENS JUYHO IOJ PACIHCKY, HAIMPABJICH IO IOYTE 3aKa3HBIM
NUCHbMOM WJIHM TIEpE/IaH B DJIEKTPOHHOW (opMe MO TEIeKOMMYHUKAIMOHHBIM KaHajlaM CBsi3u. B ciydae
HAIPAaBIICHUS JIAHHOTO 3arpoca M0 IMOYTe 3aKa3HbIM MMCHMOM OH CUUTACTCS MOJIYYCHHBIM 10 HCTCUCHHUH
IIECTH JTHEH C IaThl HAIPABJICHUS 3aKa3HOTO MTUChMA.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 25 noaops 2013 e. N 317-@3 cmamvs 34 nacmosaweco Dedepanvrozo
3aKOHa 0ONOHEeHA Yacmoio 4.2
4.2. 3asBuTenb 00s13aH MPEACTaBUTh OTBET Ha 3alpoC YMOJIHOMOUYEHHOrO (henepaabHOro opraHa
UCTIOJTHUTEIIEHON BIACTH B CPOK, HE MPEBBIMIAIONINN JCBIHOCTA pabdOYMX JHEW CO JHS TONTYYCHHS
naHHoro 3ampoca. Cpok, yKa3aHHbIM B uacTu 4 HACTOSIIEH CTaThU, MPHOCTAHABIMBAETCS CO JHS
HATPABIICHUS 3asBUTEIIO 3aIpOca YIOJHOMOYCHHOTO (e[epaTbHOIO OpraHa UCIOJHUTEIIBHON BIIACTH 10
TTHS TIOTYYEeHHUS] UM OTBETa Ha JAaHHBIM 3alpoc M HE YYUTHIBAETCS MPU MCUUCICHUU CPOKa DKCTIEPTU3BI
KauecTBa (hpapMaleBTUYECKON CYOCTAHIIMHM, HEUCIOIb3YeMOW TIPU TIPOU3BOJICTBE JIEKAPCTBEHHBIX
MpemnapaToB.

Undhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uwacme 5 cmamvu 34 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvioyuell pedaxKyuu

5. OcHOBaHUEM I OTKa3a B HAIIPaBIEHUM B DKCIIEPTHOE YUPEKJEHUE 3aJlaHUS Ha IPOBEJICHUE
9KCIIEPTHU3bl KAUeCTBA YKA3aHHOM B yacTy | HacTosAIIeH cTaTby apMaleBTUYECKO CyOCTaHIIUNU SBISETCS
HEMpe/ICTaBIEHUEe JOKYMEHTOB, YKa3aHHBIX B 4acTH 2 HACTOSINEH CTaThbH, OTCYTCTBHE HH(pOpMAIMH,
MOJATBEPXKJAIOMIEH (QakT YIUIaThl TOCYJapCTBEHHON TMONUIMHBI 3a BKIIOYEHHE (apMaleBTUYECKOU
CcyOCTaHIIMM, TMPOM3BEACHHOW I pealn3alud, B TOCYIApCTBEHHBIM PEecTp JIEKapCTBEHHBIX CPEJCTB,
HEIPEACTABICHUE 3asIBUTEJIEM B YCTAHOBJICHHBI CPOK OTBETAa Ha YKa3aHHbIM B uacTu 4.1 Hacrosmen
CTaThU 3aMpOC YMOJHOMOUYEHHOTO (e/lepalbHOT0 OpraHa MCIOJHUTENbHON BJIACTH WM MpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKALUX NCUYEPIBIBAIOIIETO MePeUHs HEOOXOIUMBIX CBEICHUM.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-@3 @ uacmv 6 cmamvu 34 nHacmoswe2o
DeodepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
6. B Teuenme mnsATHaAUATH pPabOUYMX IHEH CO JHSA MOJYYCHHS PEIICHHUS YHMOJIHOMOYEHHOTO
denepanbHOro opraHa MCHOJHUTENLHOM BIACTH O HANpPaBIEHUU B 3KCIIEPTHOE YUpEXKICHUE 3a/laHus Ha
MPOBEJICHUE OSKCIEPTU3bl KadyecTBa YKa3aHHOHW B dYacTu | Hacrosmed cratbu (hapMareBTHUECKON
CyOCTaHIIMM 3asBUTENb MPEACTABISET B OKCIEPTHOE YUPEKICHHUE ISl MPOBEICHUS TAHHOW SKCIEPTU3bI
o0pa3iisl papMareBTUIECKO CyOCTaHIIMM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BEICHUS METOJIOB
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KOHTPOJISI KadecTBa. OKCIEPTHOE YUPEKICHHE MpPHU MOJydyeHHH OOpas3loB yKa3aHHOH B dacth 1
HACTOsIILEH CTaTbu (papMaleBTUUECKOW CyOCTaHIMM BBIJAET 3asBUTEII0 JOKYMEHT, HOJATBEP KIAOIIUN
MOJIy4EeHHUE 3TUX 00pa3IoB, U B CPOK, HE MPEBBIIIAIOIINI TpeX padounx JHEH, YBEAOMIISET B JIEKTPOHHON
WIN MUCbMEHHOHM (popMe 00 3TOM YHNOJIHOMOYEHHBIN (hefepalbHblii OpraH UCHOJIHUTENIBHOW BIAaCTH. DTH
CPOKH HE BKJIIOYAIOTCS B CPOK IIPOBEICHUSI TAHHOM DKCIIEPTU3BI.

7. JIOKyMEHTBI, IOCTYNHUBIINE B 3KCIEPTHOE YUPEKICHUE IS IIPOBEACHUS DKCIIEPTU3bl KauecTBa
yKa3zaHHOH B yactu | HacrosAmiel craTbu (PapMaleBTUYECKOH CyOCTaHIMM, MOJJIekKAT BO3BpaTy B
YIOJIHOMOYEHHBIH (hefepanbHblii OpraH MCIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSMHU IO
pe3yabpTaTaM IIPOBENCHHON SKCIIEPTU3BL.

8. B cpok, He mpeBbIIIAOIIMN MATH PabOYMX AHEH CO JHSA HOJYYEHHUs 3aKIIOYEHUsS KOMHCCUU
AKCIEPTOB IO pe3yJibTaTaM »JKCIEPTHU3bl KAauecTBAa YKA3aHHOM B 4YacTu | HACTOSWIEH CTaThbu
(dapMmarieBTUYECKON CyOCTaHIIMH, YIIOJHOMOUYEHHBIN (eliepanbHblil OpraH UCIOJIHUTEIBHON BIAaCTH:

1) ocyiiecTBIsIET OLIEHKY TaKOTO 3aKJIIOUEHUS ISl ONPEJENICHUs €ro COOTBETCTBUS 3aJaHMIO Ha
IIPOBEJCHUE JTAHHOU DKCIIEPTU3BI,

2) DOpUHMMaeT peuleHHEe O BKJIIOYEHWHM YKa3aHHOM B yacTu | Hacrosied CTaTbu
(bapmarieBTHYECKON CyOCTaHLIMU B IrOCYJapCTBEHHBIH PEECTp JEKApCTBEHHBIX CPEJICTB WM pelieHHe 00
OTKa3€ B TAKOM BKJIIOUCHHH;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 28 dexabps 2019 e. - Dedepanvusiii 3axkon om 27 dexabps 2019 2. N 462-D3

Cm. npedvloyuyro pedakyuio
3) BHOCUT NpHU NPUHATUM PELICHUS O BKJIIOYEHUM YKA3aHHOW B uacTW | HacTosIIEeH cTaThu
(dapmarieBTHYeCKOi CyOCTaHIIMN B TOCYAAPCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPENICTB MPEAYCMOTPEHHYIO
yacTbio 2 craThbu 33 Hacrosimero dexepalpHOro 3akoHa WHGOPMALMIO U YBEAOMIIIET 00 3TOM B
3JIEKTPOHHON WJIM MUCbMEHHOU (hopMe 3asiBUTES.

Wndopmarys 06 H3MEHEHHSAX:
Yacmo 9 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio
9. OcHoBanueMm i OTKa3a BO BKJIIOYEHMHM YKa3aHHOM B  dactu | Hacrosien
cTaThu (papMalleBTUUECKONH CYOCTaHIIMM B TOCYJAApCTBEHHBIM PeecTp JIEKapCTBEHHBIX CPEJICTB SIBIISETCS
3aKIIFOYCHHE COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOTO (hefepalbHOTO OpraHa HCIOJHHUTEIBHON BIIACTH O
TOM, YTO KayecTBO (papMalieBTHYECKON CyOCTaHIIMK HE MOATBEPKACHO MOTyYSeHHBIMH JaHHBIMH.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 34 nacmosweeo DedepanbHoco
3akoHa oonoanena wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.
10. He nomyckaeTrcsi BKJIIOYEHHE B TOCYIApPCTBEHHBIN pEeCTp JEKAPCTBEHHBIX CPEICTB OIHOU
dapmareBTUUeCKOr CyOCTaHIIMM, TTPOU3BEIACHHOW ISl pean3alldd M BBITYCKAEMOW OJHUM M TEM JKE
MPOU3BOUTENIEM, B BUJIE IBYX U 00Jiee peeCTPOBBIX 3aIHCEH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamovsa 34 nacmoswezo DedepanvHoco
3aKkoHa oononnena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 utona 2015 a.
11. BHecenue m3MeHeHUI B JOKYMEHTHI Ha (hapMalieBTHUECKYI0 CYOCTaHIIUIO, MPOU3BEACHHYIO
JUTSL peasu3aliii U BKITFOUEHHYIO B TOCYAAPCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEACTB, OCYIIIECTBIISETCS B
nopsiike, ycraHoBieHHOM crtatbamu 30 wu 31 Hactosmero ®denepalibHOro 3aKkO0Ha, C YIJIATOM
rOCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTeIbecTBOM Poccuiickoi deaepanuu 0 Hajorax
u cbopax.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamovsa 34 nacmoswezo Dedepanvroo
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urona 2015 a.
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12. Tommyckaercst oOpamieHne (GpapManeBTUIECKUX CyOCTaHIIHMA, TIPOU3BEICHHBIX ISl pealU3allii,
B TEUEHHUE CTa BOCBMHUICCATU JTHEW O W TMOCJE MPUHITHS YIIOJIHOMOYCHHBIM (helepalbHbIM OpraHOM
WCTIOJTHUTEIILHON BIACTH pEHICHUS O BHECEHWU WM3MCHEHHMH B JOKYMEHTHI Ha (DapMareBTHYECKYIO
CyOCTaHIIMIO, TPOW3BEINCHHYIO JUISI pealu3allii W BKIIOYCHHYIO B TOCYIApCTBEHHBIH peectp
JICKAPCTBCHHLIX CPCACTB.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 34 nacmoswezo Dedepanvroco
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

13. Pemenne 00 WCKIIOYEHWH U3 TOCYIApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB
dapmaleBTUYECKON CyOCTaHLMK, MPOU3BENCHHOW Ui peav3allii, NPUHUMAETCS YIMOJIHOMOYEHHBIM
denepatbHBIM OPTaHOM UCTIOJTHUTEILHOM BIACTH B CIyYae:

1) nmpeacTtaBieHUST ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalbHBIM  OpraHoOM
WCIIOJTHUTEIIbHON BJIACTH 3aKJIIOYCHHUS O PUCKE WM 00 Yrpo3e >KM3HM WIM 3[0POBBIO UelIOBEKa JIMOO
YKUBOTHOT'O IIPU UCIOJIb30BAaHUU JIEKAPCTBEHHOTO CPEJICTBA;

2) nojmauu pa3pabOTUMKOM JIEKAPCTBEHHOT'O CPEJICTBA WM IPOU3BOAUTEIEM JIEKAPCTBEHHOI'O
CpelcTBa JUOO0 YHNOJTHOMOYEHHBIM UMHU JAPYTUM IOPUIUYECKHM JIMIIOM 3asBJICHHUS 00 HMCKIIIOUEHUU U3
TOCY/IapCTBEHHOT'O PEecTpa JIEKAPCTBEHHBIX CPEICTB (hapMareBTUYECKOW CyOCTaHIIUU, TPOM3BEIACHHON
JUISL pealli3alivi;

3) otcyTcTBUS (hapMarleBTHIECKON CyOCTaHITNH, IIPOU3BEACHHOMN IS pean3alliy, B OOpamieHuu B
Poccuiickoit @enepaiuu B TeueHUE Tpex U Oomee JeT.

TAPAHT:

CMm. komMmeHTapuu K ctatbe 34 HacTosero denepanbHOro 3aKkoHa

Cratba 35. Yrpatuia cuiy ¢ 1 uronsg 2015 r.

Wndopmarys 06 M3MEHEHHSAX:

Cm. mexkem cmamou 35

Cmamuws 36 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaopsa 2019 e. N 475-D3
Cm. 6yoywyro pedaxyuio

Deodepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamuvsa 36 nacmosuwezco Dedepanvroo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamvu 6 npeodvloyujel peoaKyuu

Crarbs 36. OOxanoBaHue pemieHus o0 OTKa3e B BbIaue pas3pelieHHs Ha IpPOBEACHUE
KJIMHUYECKOTO MCCJIEOBAHUS JIEKapCTBEHHOIO IIpernapara, pelieHuss o0 OTkaze B
rOCy/IapCTBEHHOW pEerucTpanuy JEKapcTBEHHOIO Ipernapara, 3aKJII0UeHUs KOMHCCHUU

AKCIEPTOB IKCIEPTHOTO YUPEKACHUSI UITU 3aKITIOUEHHSI COBETA 110 ITUKE
Pemennie cOOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (efiepaibHOr0 OpraHa UCIOJHUTEIbHON BIAacTU
00 OTKa3e B BbIJaY€ pa3pelleHUs] Ha NPOBEIECHUE KIMHUYECKOTO HCCIIEAOBAHUS JIEKapCTBEHHOTO
mpenapara, pelleHHe YyKa3aHHOro (QelepalibHOro OpraHa HCIOJHUTENbHOM BiacTh 00 OTKaze B
TOCY/IapCTBEHHOW PETUCTPALlMM JIEKapCTBEHHOIO Ipenapara, 3akiIlo4eHHE KOMHCCHUHM 3KCIIEPTOB
9KCIIEPTHOTO YUPEKICHUS WIM 3aKII0YEHHE COBETa IO 3THKE MOXKET OBITh 00KajJOBaHO B MOPSIKE,
YCTAHOBJICHHOM 3aKOHOAaTesbcTBOM Poccuiickoit @enepanuu. 3akioueHne skcnepra, opopmMiIeHHOE 10
UTOTaM 3KCIIEPTU3BI B IIEJISAX ONPENEICHUS B3aUMO3aMEHAEMOCTH 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, MOKET ObITh 00XKaJIOBaHO JIeprKaTesleM HIIM BIIAJENbIEM PErUCTPAMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOT'0 IpenapaTa B KOMUCCHIO 3KCIIEPTOB HKCHEPTHOIO YUPEKICHUA. 3aKIH0UEHHUE KOMUCCHU
OKCHEPTOB HKCHEPTHOTO YUPEXKICHHs, O(GOPMICHHOE [0 HTOTaM IepecMoTpa 00KaJIOBAaHHOTO
3aKJIIOYEHUsI HKCIEepPTa, MOXKET OBbITh OCIOPEHO JepXaTejleM WIM BIAAEibleM pPErucTPallMoOHHOIO
yJIOCTOBEpEHHs JIEKAPCTBEHHOT0 TpenapaTta JIMOO YIOJTHOMOYEHHBIM HMH JIMIIOM B TOpSAKE,
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YCTAHOBJICHHOM  3aKOHOAATenbcTBOM  Poccmiickoit  @enepanmu. Ilpm  00KajgoBaHUHM — pEIICHUS
YIOJIHOMOYEHHOT0 (heZiepalibHOro OpraHa UCIIOJIHUTENbHON BIIACTH, 3aKJIIOYEHUS HKCIIEPTa WIM KOMHCCUU
DKCIIEPTOB JKCIIEPTHOIO YUYPEXKACHMS, 3aKIIOYCHHMS COBETa II0 JTHUKE JepKaTellb WIH BIIaJeliel
PErUCTPallMOHHOIO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipenapara JIn00 yroJIHOMOYEHHOE UMH JIULIO BIPaBe
IIPEACTABUTL  PE3YNbTaThl JKCIEPTU3bl JICKAPCTBEHHOI'O IIpenapara, IIPOTOKOJbl  IOJYyYEHHBIX
AKKpPEIMTOBAHHBIMU ~ UCIHBITATEIbHBIMU  Ja0opaTopusMu (LIEHTpaMu) pe3yiabTaToOB HCCIEelO0BaHUl,
WCIIBITAHU.

TAPAHT:

CwMm. KOMMCHTApHUU K CTAThC 36 HACTOSIICTO (DeI[epaJ'IbHOFO 3aKOHa

Crarba 37. Undopmauus, cBsf3aHHAsg C OCYILIECTBIEHHEM TOCYIApCTBEHHON perucrpaunuu
JICKapCTBCHHBIX TIperaparoB, WHGOpMANUS O 3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX
mpernaparax u JICKapCTBEHHBIX IpernapaTax, HCKIIOYEHHBIX U3 FTOCYAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wuopmarus 06 H3MEHEHHSIX:
Yacmw 1 usmenena c 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

1. CoOTBeTCTBYIOIIMI YIMOJTHOMOUYEHHBIH (enepanbHblii OpraH HWCHOJHHUTEIBHON BIACTH
pa3Meriaer Ha cBoeM odunmaibHoM caiite B cetn "HHTepHer" wuH(poOpMalMio, CBSI3aHHYIO C
OCYILIECTBJIEHUEM TOCYJApCTBEHHOM pErucTpaluy JIEKapCTBEHHBIX IIpernaparoB, B TOM UHUCIE
MPOBEJICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB (BKIIOYASI PE3YJIbTATHI €€ MPOBEICHUS ), UH(POPMALIHIO
0 3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpernaparax M JIEKAPCTBEHHBIX IpernapaTax, UCKIIOUYEHHBIX W3
rOCYJapCTBEHHOT0 peecTpa JEeKapCTBEHHBIX CPEJCTB, HE MO3JHEE YeM uepe3 MATh pabouMx JHEH co THS
MOJIyYEHUSI YIOJIHOMOYEHHBIM (eepaabHbIM OpPraHOM HCHOJHUTENBbHOW BIACTH COOTBETCTBYIOLIEH
UHpOpMaLIUH.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 2 cmamvu 37 HaAcmosue2o
DedepanvbHo20 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu
2. Cpoku u TOpSJOK pa3MeIlleHUs yKa3aHHOM B uacTu | HacTosimied cTaThbll HHQPOpPMAIUH
YCTaHABIUBAIOTCS YIOJHOMOYEHHBIM (peiepaibHbIM OpPraHoOM HCHOJHUTEIBHON Biactu. Mubopmarius,
yKa3aHHasg B 9acTu | HAcTOsIIENH CTaThH, SBISETCS OTKPHITOM M OOIIEIOCTYIMHOW M MPEIOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu.
TAPAHT:

CM. xoMMeHTapuu K cTatbe 37 HacTosmero denepalbHOTO 3aKOHa

I'masa 7. KiinHn4eckue uccjie10BaHUA JTEKAPCTBEHHBIX NIPENapaToB i1 MEeAUIUHCKOI0
NPHUMEHEeHHs, J0T0BOP 00 MX NPOBEACHHUH, IPABA MAMEHTOB, YYACTBYIOIIMX B ITHX HCCJIEJ0BAHUAX

Crarbsa 38. KimHuueckue wcciaenoBaHUs JIEKAPCTBEHHBIX TMPENapaToB IS MEIUITMHCKOTO
MPUMEHEHUS
Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms I cmamvu 38 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.
Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
1. Kinuanueckne mccienoBanus JEKapCTBEHHBIX MPENapaToB Uil METUITMHCKOTO MPUMEHEHUs, B
TOM YHCJIE€ MEXIYHAPOJHbIE MHOTOLIEHTPOBBIE, MHOTOLICHTPOBBIE, MOCTPETUCTPALIMOHHBIE, ITPOBOJIATCS B
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OI[HOﬁ WM HCCKOJIBKMX MCIUIHWHCKUX OpraHu3aluidx B COOTBCTCTBUH C IIpaBUJIaMU Ha):[nexcameﬁ
KJIMHUYECKON MPAKTUKH, YTBEP)KICHHBIMH YIIOJTHOMOYEHHBIM (eIepalbHbIM OPraHOM HMCHOJHUTEIbHOM
BJIACTH, COOTBETCTBEHHO B CIEIYIOLIUX LIEJIAX:

1) ycranoBneHne O€30MAaCHOCTH JIEKAPCTBEHHBIX IPENApaToOB sl 310POBBIX JTOOPOBOJIBLEB H
(WIM) NEepEeHOCMMOCTH HUX 3J0pPOBBIMH JOOpPOBOJIBIIAMH, 34 HCKIIOUYEHHEM TaKUX HCCIIeI0OBaHUN
JIEKapCTBEHHBIX MPENapaToB, IPOM3BEICHHBIX 3a peaenamu Poccuiickoit @enepanny;

2) moa0op ONTHUMANILHBIX JO3UPOBOK JICKAPCTBEHHOTO Mpernapara u Kypca JISUSHHs IS TAIllCHTOB
C OIpeleNIiCHHBIM 3a00JIeBaHWEM, ONTHMAIBHBIX 03 M CXE€M BaKIMHALUK HMMYHOOMOJIOTMYECKUMHU
JIEKapCTBEHHBIMH ITpETiapaTaMy 310pPOBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHE O€30IaCHOCTH JIEKAPCTBEHHOTO Ipenapara 1 ero 3 ¢GeKTUBHOCTH IS TAIUEHTOB
C ONpeAeNeHHbIM 3a0oJieBaHMEM, MNPOMYUIAKTHUECKOW HPPEKTUBHOCTH HMMYHOOHOIOTHUYECKHX
JIEKapCTBEHHBIX MPENapaToB It 3I0POBBIX JOOPOBOIIBIIEB;

4) wu3ydyeHUEe BO3MOXKHOCTU pACIIMPEHUS IIOKAa3aHUWM Il MEIUIMHCKOrO NPUMEHEHUS W
BBISIBJICHUS paHEe HEM3BECTHBIX MOOOYHBIX JICHCTBHH 3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPETapaToB.

2. B orHomeHnun BOCIIPOM3BCJCHHBLIX  JICKAPCTBCHHLIX  IIperapartoB Ml MCIUIHUHCKOI'O
NPUMEHEHHS  IMPOBOJATCS  WCCIEJOBAaHMS  OMOPKBUBAJICHTHOCTM W (WIM)  TepameBTHYECKOMH
OKBUBAJICHTHOCTH B IopAIKe, YCTAaHOBJICHHOM YIIOJIHOMOYCHHBIM Q)eﬂepaHI)HI)IM Oopranom
UCTIOJTHUTEJIEHON BIIACTH.

3. OpraHmaumo MMPOBCACHUA KIIMHUYCCKUX I/ICCJICI[OBaHI/H\/JI JICKApCTBCHHOT'O IIpfliapaTta IJid
MEIUIIMHCKOTO IIPUMEHEHUS BIIPABE OCYIIECTBIISATH:

1) pa3paboTuuk JeKapCTBEHHOT'O Ipernapara Wik yIoJIHOMOYEHHOE UM JIULO;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 2 uions 2013 2. N 185-DP3 nynkm 2 wacmu 3 cmamvu 38 Hacmosiwe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
2) oOpa3oBarenbHbIE OpraHU3aIlMU BBICIIETO OOpa30BaHUs, OpPraHU3AIMH JOMOIHUTEIHHOTO
npodecCHOHATBLHOIO 00pa30BaHMS;
3) Hay4HO-UCCIIE0BATENbCKUE OpraHU3aIiH.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 13 wuronn 20152, N 241-D3 6 uacmv 4 cmamovu 38 Hacmosuweco
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

4. KnuHudeckue HWCCIeNOBaHMs JIEKAPCTBEHHOTO Mpemnapara i METUIIMHCKOTO MPUMEHEHHUS
MPOBOISITCS HA OCHOBAHHWH pa3pellieHds Ha MPOBEJCHUE KIMHUYECKOTO HCCIICTOBAHUS JICKAPCTBEHHOTO
mpernapaTta, BBIIAaHHOTO  YIIOJIHOMOYEHHBIM  (efiepadbHbIM OpPraHOM  HWCIHOJHUTENBHON  BIIACTH.
YrnonHoMoueHHBIH (henepaabHbld OpraH MCIIOTHUTEIBHONW BIACTH BEAET PEECTP BBIIAHHBIX pa3pelieHuit
Ha TIPOBEJICHUE KIIMHWYECKUX HMCCIIEIOBAHUIN JICKApCTBEHHOTO TIperapara, CojAepiKalui yka3aHue Ha uX
1eJIb UJTH [IeTTU, B YCTAHOBICHHOM THUM OPTaHOM IOPSIJIKE.

5. Yrparuna cuny ¢ 1 uronst 2015 r.

Wndopmarys 06 M3MEHEHHSAX:

Cm. mexcm uacmu 5 cmamou 38

6. K opranmsanum mnpoBeieHUs KIMHMUYECKUX HCCIEIOBAHUM JIEKapCTBEHHOIO Ipenapara s
MEIUIUHCKOTO TMPUMEHEHHUs] pPa3pabOoTUMKOM JIEKAPCTBEHHOTO TIperapara MOTYT —IpUBJIEKaTbCs
IOpUAMYECKUE JIUIa J1I000i OpraHu3allMOHHO-TIPABOBOM (POPMBI MPU YCIIOBUU 00ECIIEUEHHS] COOTBETCTBHS
ATHUX MCCIIE0BaHUH TpeOoBaHUAM HacTosero depepaabHOro 3aK0Ha.

7. KnuHudeckue HcciaeqoBaHUs JIEKAPCTBEHHBIX NPENapaTroB Uil MEIWLIHMHCKOTO IMPUMEHEHUs
IOPOBOJATCS B MEAMLMHCKUX OpraHM3alusAX, AaKKPEIUTOBAHHBIX YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIOJIHUTEJIBHOM BJIAaCTH B TMOpsAJIKe, YycTaHOBJIeHHOM [IpaButenbctBOoM Poccuiickoi
denepanuu.
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8. IlepeueHp MEAMUIMHCKMX OpraHM3allMii, HUMEIONIMX I[PaBO IPOBOJUTh KJIMHUYECKUE
UCCIICIOBAaHMsl JIEKaPCTBEHHBIX IIPEnapaToB JUIsl MEIUIMHCKOIO IMPUMEHEHMs, U PpEeecTp BbIJAHHBIX
paspelieHuii  Ha  MpPOBEJEHUE  KIMHUYECKMX  MCCIEAOBAaHUN  JIEKAPCTBEHHBIX  MPENaparoB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAOTCs YIIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJIHUTEJIBHON BIacTH
B YCTaHOBJICHHOM UM TOpPSAIKE Ha CBOeM o(puiinanbHOM caiite B cetr "MHTepHeT".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 38 HacTOAIICrO CDez[epaanoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 cmamovsa 39 nacmoswezo DedepanvHoco
3AKOHA UBI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mekcm cmamou 8 npeodvioyujell peoaxKyuu
Crarbs 39. PenieHue o mpoBeqeHHHM KIMHUYECKOTO MCCIICIOBAHMS JICKAPCTBEHHOrO Iperapara
JUTSL METUITUHCKOTO TIPUMCHCHHSI

1. KimHudeckoe ucclenoBaHHE JIEKAPCTBEHHOIO Mpernapara Jjis MEAMIUHCKOTO TPUMEHECHUS
MIPOBOJIMTCS HA OCHOBAHWH DPA3PCUICHHS HA MPOBEJCHHE KIMHUYECKOTO HCCIIEAOBAHUS JICKAPCTBEHHOTO
npernapara, BBIJAHHOTO YIOJHOMOYECHHBIM (elepaibHbIM OPraHOM HCIIOJHUTEIBHONH BIACTU I10
pe3ysbTataM 3KCHEPTU3bl JIOKYMEHTOB, HEOOXOIMMBIX JUJIS TOJYYCHHSI pa3pelieHUs Ha IPOBEICHUE
KJIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara U STHYECKON IKCIIEPTU3BI.

2. Jlns mosrydeHUsl pa3pelieHusi Ha MPOBEICHUE KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBECHHOTO
npernapara Jisi MEIUIIMHCKOTO MPUMEHEHHS 3assBUTENb TPEACTABISICT B YIOJIHOMOYCHHBIH (eepaibHbIi
OpTaH UCIIOJIHUTEIFHON BIIACTH:

1) 3asgBieHHe O BblIade pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOTO HCCIeIOBaHUS
JICKapCTBEHHOTO TIperapara Jyisi MeTUITUHCKOTO IPUMEHEHHS;

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 2 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. 6yoywyro pedaxkyuio

2) KOMHUU JTOKYMEHTOB, MOJTBEPKIAIOUINX YIUIATy TOCYJApPCTBEHHOW MOILIHUHBI 32 MPOBEIACHHE
STUYECKON HKCIEPTU3bI, IKCIEPTU3Bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM Tpemapar uisi MOJy4YeHUs
pa3penieHuss Ha NPOBEJICHUE KIMHUYECKOTO HCCIENOBaHUs JIEKAapCTBEHHOIrO Ipemapara IS
MEJUIIMHCKOTO MPUMEHEHHS, 3a BbIJady pa3pelieHHs Ha TPOBEICHUE KIMHUYECKOTO HCCIICIOBAHUS
JIEKApCTBEHHOIO MpernapaTa sl MEAUIIMHCKOTO IIPUMEHEHHS], 33 TPOBEACHUE IKCIIEPTU3BI JOKYMEHTOB Ha
JIEKapCTBEHHBIM TIpemapar Juisl TOJy4YeHUs paspelieHuss Ha TMPOBEICHHE  MEXIYyHApOIHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Tpenapara s MEIULHUHCKOro
MPUMEHEHHS, 32 BbIIauy pa3pelieHns Ha TPOBEICHUE MEXTYHAPOIHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOrO IMpemnapara JJisi MEIUIMHCKOTrO MPUMEHEHHUs, 32 TPOBEICHUE ITHUYECKOU
AKCTEPTU3BI, IKCIEPTHU3HI JOKYMEHTOB Ha JICKAPCTBEHHBIM IMpemapar Uil MOJyYeHHUsS pa3penieHus Ha
MPOBEICHUE MOCTPErHMCTPALIMOHHOTO KIMHUYECKOTO MCCIEOBAaHUsl JIEKAPCTBEHHOrO TMperapaTta s
MEIUIIMHCKOTO TIPUMEHEHUS, 3a BbIauy pa3pelieHus Ha MPOBEJACHUE IMOCTPETUCTPAIMOHHOTO
KJIMHUYECKOT0 HKCCIEAOBAHUS JIEKApCTBEHHOTO Mperapara sl MEIUIMHCKOTO NPUMEHEHUs, WIH 0
cOOCTBEHHOW WHUIIMATUBE YKa3aHHBIE JOKYMEHTHI. B ciydae HempencTaBiIeHHs 3asBUTENEM YKa3aHHBIX
JOKYMEHTOB YIOJTHOMOYEHHBIN (peepanbHbIii OpraH MCIOTHUTEIHHOM BIACTU MPOBEPSET (aKT YIUIaThI
rOCYJapCTBEHHOM TONIIMHBI ¢ MCMOJIb30BaHUEM HH(OpMaIuu 00 yriaTe rocylapCTBEHHOW MOIUIAHEI,
conepkarieiicst B ['ocymapcTBeHHOM MHDOPMAIIMOHHONW CUCTEME O TOCYAAPCTBEHHBIX U MYHHUIIUTIAIBHBIX
I1aTexax, Ha OCHOBaHHH IPE/ICTABJICHHBIX 3asBUTENIEM KOMHUI TI0KYMEHTOB;

3) HpOTOKOJ KIMHUYECKOrO MCCIIEOBAaHUs JIEKAPCTBEHHOTO Ipemnapara [Jjisi MEIUIUHCKOTrO
MPUMEHEHUS;

4) OporIropy Bccaea0BaTeNs;
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5) uaopMarMOHHBIN JIMCTOK NAIIUEHTA;

6) cBeneHuss 00 ombITe pabOTHl HCCIEAOBATENEH MO COOTBETCTBYIOIIMM CHELMAIBHOCTSIM M HX
OTIbITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX MCCIIEIOBAHUN;

7) cBemeHUsT O MEOUIMHCKUX OpraHM3alMsIX, B KOTOPBIX MPEINoJaraercs IpoBeIeHue
KJIIMHUYECKOI'0 MCCIEN0BAaHUs JIEKAPCTBEHHOI'O IpernapaTta A MEIUIUHCKOTO IPUMEHEHHUs (IIOJIHOE U
COKpAaIllECHHOE€ HAaWMEHOBAaHMs, OPTraHU3alMOHHO-MIpaBoBast ¢opMa, MECTO HAXOXKACHUS M MECTO
OCYILIECTBIICHUS JCSITEIBHOCTH, TeIedoH, Tenedake, aapec 3JIEKTPOHHON MOYTHl KaKJOW METUIIMHCKON
OpraHu3aIm);

8) cBemeHHMA O IPENOJaraéMbIX CpOKax IPOBENEHUS KIMHUYECKOI'O  HCCIEOBaHUS
JICKapCTBEHHOT'0 IIperapara Jisi METUIIUHCKOTO TPUMEHEHUS;

9) xomui0 AOroBOpa 00S3aTENBHOIO CTPAXOBAHMSA, 3aKIFOYEHHOTO B COOTBETCTBHH C THUIIOBBEIMU
npaBuiaMy  00s3aTEIPHOTO CTPAaxXOBaHHUS, C yKa3aHUEM TMpEJeNIbHOM YHMCICHHOCTH TalMeHTOB,
YYaCTBYIOIIMX B KJIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Ipemnapara Uil MEIULUHCKOTO
MPUMEHEHUS;

10) uadopmaruio o coctaBe JIEKapCTBEHHOTO MpernapaTa ik MEIUIIMHCKOTO TPUMEHEHUS;

11) moKyMeHT, COCTaBJICHHBI MPOU3BOAUTENEM JIEKAPCTBEHHOI'O Mpernapara Ui MEAUIIMHCKOTO
NPUMEHEHUS U COJAEpXallui IoKa3aTeau (XapakTEepUCTUKM), a TaKKe CBEJCHHUS O JIEKApCTBEHHOM
mpemnapare Ui MEAMIMHCKOTO TPUMEHEHUs, [POU3BEACHHOM [UIsl MPOBEACHUS KIMHUYECKUX
HCCJICIOBAHNIA;

MH(opmaus 06 u3MEHEHHAX:
Ilynxkm 12 usmenen ¢ 1 saneaps 2021 e. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 478-D3
Cm. 6yoywyro pedarkyuio
Ilynxkm 12 usmenen ¢ 15 urons 2018 e. - @edepanvhwiii 3akon om 4 uionsn 2018 . N 140-D3

Cm. npedvloywyro pedaKyuio
12) KOIWIO JIMIIEH3WH Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB B CiIy4ae, €ClId MPOU3BOICTBO
JIEKapCTBEHHOT'0 TpemapaTta ocyulecTBisiercs B Poccuiickoit ®epepanuu, WM KOMUIO 3aKIIOUEHUS O
COOTBETCTBUHU IPOM3BOJUTENS JICKAPCTBEHHOTO TMpernapara TpeOOBaHHWSIM TPABWI  HaJJIeKarei
MPOU3BOJCTBEHHONW TMPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOJIUTEINS
JIEKapCTBEHHOTO TIperapara.

Wndopmarys 06 H3MEHEHHSAX:

Cmamuws 39 donoanena wacmoio 2.1 ¢ 1 sneaps 2021 e. - @edepanvuviii 3axon om 27 dexaobps 2019 e. N
478-D3

Cm. 6yoywyro pedaxyuio

3. B cpok, He nmpeBbIIaONNi IsITH pabodyrXx JHEH co AHS NPUHATHS YKa3aHHOTO B ITyHKTE | "yacTu
2 HacToslIel CTaTbM 3asBJICHUS M HEOOXOJIUMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIN (penepanbHblii opran
VICITOJTHUTEJIBHON BIIACTH:

1) npoBOANT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEIECHUM, COAEPIKAIIUXCS B IIPEICTaBICHHbIX
3asBUTEJIEM JOKYMEHTaX;

2) IpUHMMAET PELIEHUE O MPOBEACHUM SKCIIEPTU3bl JOKYMEHTOB /ISl MOJYYEHHS pa3pelIeHUs Ha
IIPOBE/ICHNE KIMHUYECKOTO NCCIEA0BaHUS JIEKAPCTBEHHOIO MpernapaTa AJisi MEAUIIMHCKOTO MPUMEHEHHUS U
THUYECKON IKCIEPTH3BI WM 00 OTKa3e B MPOBEACHUN YKAa3aHHBIX dKCIIEPTU3;

3) yBemomusIeT B DJEKTPOHHOW ¢dopme wiMm Ha OyMaXKHOM HOCHUTENE 3asgBUTENSI O TPUHITOM
pemeHnn au00 B Cilydae NMPUHATHS PELIeHUs 00 0TKa3e TaKkKe C yKa3aHHEeM IMPUYMH TaKOro 0TKa3a,

4) MOAroTaBIMBAET U HAIMpPABJISET B JKCIEPTHOE YUPEKIECHHE U COBET MO 3TUKE 3aJaHuE Ha
IIPOBEICHUE COOTBETCTBYIOLIUX JKCIIEPTHU3.

4. B ciyyae BBISBJICHHS HEMOJHOTHI M (WJIM) HETOCTOBEPHOCTH MH(OpPMALMH, COJAEpKaIlelcs B
NPECTAaBICHHBIX 3asBUTENEM JTOKYMEHTaX, YHMOJHOMOUYEHHBIH (eaepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH HAIPaBIISIET 3asBUTEINIO 3alpOC 00 YTOUHEHUU yKa3aHHOUM MH(popmaiuu. JJaHHBINA 3ampoc MOXKeET
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OBITH TIEpE/IaH YIIOJHOMOYEHHOMY MPEICTABUTEIIO 3asiBUTEISI JIMYHO IO PACIHUCKY, HAIIPaBJeH MO MOYTe
3aKa3HBIM MTUCHMOM HJIM TEpeiaH B AJICKTPOHHOU (opMe MO TEICKOMMYHHUKAIIMOHHBIM KaHajgaM CBs3u. B
Clydyae HaIpaBJIEHUs AAHHOIO 3ampoca IO MOYTE 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJIYYEHHBIM IO
WCTEUCHUH IIECTH JAHEH C JaThl HAlPaBJIEHHUS 3aKa3HOTO MUChMA. 3asBHUTENb 00S3aH MPEICTABUTH OTBET
HAa 3aMpoc YIOJIHOMOYEHHOTO (eIepalIbHOTO OpraHa UCIIOTHUTEILHOM BIACTUA B CPOK, HE MPEBBIMIAIONTNI
JIeBSTHOCTAa pabouyux JHEW co AHs ero mosydeHus. Cpok, yKa3aHHBIA B 4YacTh 3 HACTOSIIIEH CTaThH,
MPUOCTAHABIMBACTCS CO JIHS HAMPABJICHHS 3asiBUTEIIO 3aIpoca YIIOJTHOMOYEHHOTO (be/iepaabHOro opraHa
WCIIOJHUTEJIBHOW BJACTH J10 JHS MOJIYYEHHS MM COOTBETCTBYIOLIETO OTBETa M HE YUMTHIBACTCS MPHU
UCYHCIICHUN CpPOKA TPUHSATHS YIOJIHOMOYCHHBIM (efepaibHbIM OpPraHOM WCIOJTHUTEIBHOW BIACTH
peuieHusT O TMPOBEACHUU HKCHEPTU3bl JOKYMEHTOB JUJISI TMOJYYEHUs pa3pelleHuss Ha MPOBEICHUE
KIIMHUYECKOT'0 UCCIIEA0BAHUS JIEKAPCTBEHHOIO Mpenapara it MEAUIUHCKOTO IIPUMEHEHHS.

5. OcHOBaHMEM [UIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB ISl TIOJYYEHHS pa3pelieHus
Ha TMPOBEACHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKQPCTBEHHOrO IIpernapara Uil MEIULIMHCKOrO
MPUMEHEHHUS U 3TUYECKON SKCIEPTU3BI SBJSAETCS MPEACTABICHUE JOKYMEHTOB, IPEYCMOTPEHHBIX YaCThIO
2 HACTOSIICH CTaThbH, B HEMOJIHOM O0BbEME, HEMIPEACTABICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIA CPOK OTBETA
HAa YKa3aHHbIH B dYacTu 4 HACTOSIIEW CTAaTbU 3alpoc YHMOJIHOMOYEHHOro ¢eAepanbHOro OpraHa
UCTIOJTHUTEIILHON BIACTH JINOO OTCYTCTBHE B IMPEACTABICHHBIX JOKYMEHTAX MCUEPIBIBAIOIIETO TEPEUHS
HeoOXoauMol HWHGOpMaMK WIM HWHPOpMaluHU, KOTOpas JOHKHA OBITh OTpak€Ha B HHX, a TaKkKe
OTCyTCTBHE MH(pOpPMAINH, TOATBEPKAAOMIEeH (PaKT YIjaaThl TOCYIapCTBEHHOM MOIUIMHBI 32 MPOBEACHUE
STUYECKOM HKCIEPTU3bl, HKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Mpemnapar uisl MNOJy4YeHUs
paspelieHus Ha OPOBEACHUE KIMHUYECKOTO HCCIENOBaHUA JICKAPCTBEHHOTO IMpenapara Ui
MEIUILMHCKOrO MPUMEHEHMS, 3a BblAauy pa3pelleHHs Ha IPOBEACHHE KIMHUYECKOTO HCCIEI0BAHMS
JIEKapCTBEHHOIO Tperapara g MEAUIUHCKOTO MIPUMEHEHUS, 3a TPOBEJACHUE IKCIIEPTU3bl JOKYMEHTOB Ha
JEKApCTBEHHBIM Tpenapar Juisl [OJYy4YEHUs pa3pelieHuss Ha MPOBEICHUE  MEXIYHAPOAHOTO
MHOTOIEHTPOBOIO0  KJIIMHUYECKOIO0 MCCIEAOBAaHUS JIEKQPCTBEHHOrO IMpenapara sl MEIULIMHCKOrO
MIPUMEHEHHS, 32 BbIIauy pa3pelieHNs] Ha TPOBEACHHE MEXTYHAPOJHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
WCCIIEIOBAHMS JIEKAPCTBEHHOIO Tpernapara JJisi MEAUIMHCKOIO MPUMEHEHUS, 32 MPOBEICHUE 3TUYECKOMN
SKCHEPTU3bI, FKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar AJid MOJIY4YEHUs pa3pelieHus Ha
MPOBEJICHUE MOCTPETHUCTPALMOHHOIO KIMHUYECKOTO HCCIENOBaHUs JIEKAPCTBEHHOTO Ipenapara AJist
MEIUIMHCKOTO TPUMEHEHUs, 3a BbAauy pa3pelieHus Ha MPOBEACHUE MOCTPETUCTPALMOHHOTO
KIIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOIO Mpenapara JJisi MEAUIUHCKOTO PUMEHEHHS.

6. IlpoBeneHue »>KCHEpTU3bl JOKYMEHTOB JUIsl TOJYYEHHsS pa3pelieHuss Ha IPOBEICHUE
KJIMHUYECKOT'0 MCCIIEIOBAHUS JIEKAPCTBEHHOTO Tpemnapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUSI U ATHYECKOM
SKCHEPTU3bI, COCTABICHUE KOMUCCUEN HKCIIEPTOB U COBETOM IO 3TUKE 3aKJIFOUEHHM O BO3MOXKHOCTU WITU
HEBO3MOYKHOCTH MPOBEJACHUS TAKOTO KIMHUYECKOTO MCCIEIOBAHUS M HAMPABJICHUE ITUX 3aKIIOYCHUN B
YIIOJTHOMOYEHHBIN  (peepanbHblii OpraH HWCHOJHUTENBHON BIIACTH OCYHIECTBISAIOTCS B CPOK, HE
MPEBBIMIAOIINN TPUANATH pabOYnWX JTHEH CO MHS TOJYYCHHS SKCHEPTHBIM YUPESKICHUEM 3aJIaHHs
YIIOJTHOMOYEHHOTO (heJIepadbHOTO OpraHa WCIOJHUTEIBHOW BIACTH C MPHIOKEHHEM JTOKYMEHTOB,
yka3zaHHbIX B nyHktax 3, 4, 10 m 11 wactu 2 HacTOsIEW CTAaThbH, M COBETOM IO 3THKE 3aJaHUs
YIIOJTHOMOYEHHOTO (heJiepadbHOTO OpraHa HCIOJHUTEIBHOW BIACTH C MPHIOKEHHUEM JTOKYMEHTOB,
YKa3aHHBIX B MyHKTax 3 - 6, 8 U 9 yacTu 2 HACTOAIIEH CTaThU.

7. B cpok, He MPEBHIMIAIMNN MATH Pabounx THEH cOo THS MOTYYSHUS 3aKIIOUEHUH, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTaThbH, YIIOJTHOMOYEHHBIHN (erepalbHblil OpraH UCIOTHUTEIbHON BIACTH:

1) ocymecTBisieT OLEHKY MOCTYNMBIIMX 3aKIIOUEHHH JUIsl OMNpEeNeieHUsT HUX COOTBETCTBUS
3aIaHUSAM Ha TPOBEJECHUE COOTBETCTBYIOIINX IKCIEPTHU3;

2) MpUHUMAET pEIICHHE O BblJaue pa3pelieHUsi Ha MPOBEACHHE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOT'O TIpernapara i MEIUIIMHCKOTO MPUMEHEHUsS WM 00 OTKa3e B BbIAaY€ YKa3aHHOTO
paspeuieHus;

3) BBIIAaET pasperieHre Ha MPOBEACHUE KIMHUYECKOTO MCCIICIOBAHUS JICKaPCTBEHHOTO Ipernapara
JUTSE METUITUHCKOTO TIPUMEHEHUS WIIN pPellieHue 00 OTKa3e B BhIIa4e YKa3aHHOTO Pa3pelieHUs ¢ yKa3aHueM
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HNpUYUH OTKa3a.

8. OcHOBaHMEM JJIs OTKa3a B Bbladye pa3pelIeHUs Ha IPOBEIEHUE KIMHUYECKOTO HUCCIIEIOBAaHUS
JICKApPCTBCHHOT'O Ipfrapara Ajd MCAUIHWHCKOrO IMPpUMCHCHUS ABJIACTCA HAJIMYUC 3aKIIFOYCHHUA KOMUCCUU
9KCHEPTOB WM 3aKJIIOYEHUS COBETa I10 O3TUKE O HEBO3MOXKHOCTU IPOBEJEHHS] KIMHUYECKOIO
UCCIIEIOBaHMs JIEKapCTBEHHOI'O Ipenapara JUlsi MEJUIMHCKOrO IIPUMEHEHHS 10 pe3yjbTaTaMm
IPOBEICHHBIX SKCIIEPTU3, IPEAYCMOTPEHHBIX YacThi0 6 HACTOALIEH CTAThU.

9. Pemenne 06 oTkaze B MPOBEACHUM AKCHEPTH3BI TOKYMEHTOB JUISl TOJTYYEHHUsl pa3peuieHus Ha
IPOBE/ICHUE KIMHUYECKOr0 UCCIIEJOBAHMUS JIEKAPCTBEHHOIO Mpenapara JJis MeJIUIUHCKOI0 IPUMEHEHUS U
STUUYECKOH OKCIICPTHU3BI W B BbIAAYC pa3pCliCHUAd Ha MHOPOBCACHUC KIMHHUYCCKOI0 MCCICIOBAHUSA
JIEKapCTBEHHOI'0 IIperapara Ui MEIUIMHCKOIO NMPUMEHEHHsS MOXeT ObITh 00KaloBaHO B HOpSJIKE,
YCTaHOBJICHHOM 3aKoHozAaTenbcTBOM Poccuiickoit denepanuu.

T'APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 39 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
cmamovet 39.1, scmynaroweu 6 cuny c 1 uroaa 2015 e.

Cratbs 39.1. DTudeckas sKCriepTu3a

1. DTnueckas 3KcrepTU3a NPOBOJUTCS COBETOM I10 3TUKE, CO3AAHHBIM B MOPSAKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCIIOJTHUTEIBHOW BIACTH, B IEJSIX BBIIAYM 3aKIIOYCHHS 00
ATUYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH MPOBEACHHS KIMHHYECKOTO HCCIEIOBAaHUS JIEKapCTBEHHOTO
npenapara Jjisi MEIUIMHCKOTrO TPUMEHEHUS.

2. DkcmepraMH coBeTa IO ATHKE MOTYT OBITh MPEICTAaBUTENH MEIUIIMHCKUX OpTraHHU3allHii,
HAy4YHBIX OpraHu3aIui, 00pa3oBaTEIbHBIX OPraHU3alMN BBICIIETO 00pa30BaHUs, a TAKXKE MPEACTaBUTETN
OOIIECTBEHHBIX OpraHU3allui, PEIUTHO3HBIX OpPTaHU3alUi U CPeACTB MaccoBoi mHpopmanuu. J[aHHbIE
SKCHEPTHl HE JOHKHBI HAXOAMUTHCS B KAKOW-TMOO 3aBUCUMOCTH OT pPa3padOTUYMKOB JIEKAPCTBEHHBIX
MpenapaTroB U APYrux JIML, 3aMHTEPECOBAHHBIX B PE3YyJbTaTaX 3THUECKOMN 3KCIIEPTU3HI.

3. Omuara yciIyr SKCIEpPTOB COBETa MO H3THUKE OCYIIECTBIISETCS Ha OCHOBAaHWUU JOTOBODA,
3aKJTFOYEHHOTO MEXKIY YIOJHOMOYEHHBIM (efepalbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH, KOTOPHIM
CO37IaH COBET II0 O9THUKE, W OIKCIEPTOM COBETa IO JTHUKE, 3a CYET OIJPKETHBIX ACCUTHOBAHUH,
MPEyCMOTPEHHBIX YIIOJTHOMOYEHHOMY (hefiepaTbHOMY OpraHy HCIOJHUTEIHHON BJIACTH, KOTOPBIM CO3/IaH
COBET I10 ATHKE, B (perepanbHOM OIO/KETE HAa COOTBETCTBYIOIIUM o/l Ha 00ecreueHre ero AesTeIbHOCTH,
B pa3mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit denepanum.

4. DKcnepThl COBETa MO ITUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOIATEIHLCTBOM
Poccuiickoit @enepanuu.

5. CocTaB coBeTa 1Mo 3THKE, MOJ0KEHUE 00 3TOM COBETE, MOPSAIOK €ro ACITEIHLHOCTH, TPEOOBAHUS
K KBaIU(UKAIMK U OMBITYy pabOThl MO SKCIEPTHOW OIIEHKE HAyYHBIX, MEAMIMHCKHX M 3TUYECKUX
ACIMEKTOB KJIMHUYECKUX HCCIEAOBAaHUM JIEKAPCTBEHHBIX MNPENapaToB Uil MEIUIIMHCKOTO MPUMEHEHUS,
NpEeAbSBISIEMbIE K DKCIIEPTaM COBETa IO H3THUKE, MOPSJI0K OpPraHM3aluyd M TPOBEICHUS] ATHUYECKOM
AKCTEePTU3bl, (hopmMa 3aKIIOUCHUS] COBETA IO ITHUKE YCTAaHABIMBAIOTCS YIOJTHOMOYEHHBIM (hemepaabHbIM
OpraHOM HCIIOJHUTENbHOW BIacTH. YMCIIO mpeAcTaBUTENEH MEIUIMHCKUX OpraHu3aluii HE MOXKET
MIPEBBINIATH MOJOBUHY OT OOIIEro YMCia SKCIEPTOB COBETA O DTHKE.

6. Uudopmaius o coctaBe coBeTa MO JTHUKE, MaHaX €ro paboThl U TEKYIIeH AesaTeIbHOCTH
pa3Meniaercs Ha O(ULHATBLHOM CaliTe YIIOJIHOMOUYEHHOTO (efiepaibHOr0 OpraHa UCIOJHUTENBHOM BIacTu
B ceTH "MHTEpHET" B yCTAaHOBIEHHOM UM IOPsI/IKE.

TAPAHT:

Cwm. xommeHnTapuu K ctatbe 39.1 HacTosiiero denepanbHOrO 3aKOHA

Crarbs 40. IlpoBeneHue KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOIO Ipenapara ajs

29.01.2020 Cuctema 'APAHT 85/134


http://ivo.garant.ru/document/redirect/70826338/1032
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/12181165/1
http://ivo.garant.ru/document/redirect/12125267/1926
http://ivo.garant.ru/document/redirect/12178437/1000
http://ivo.garant.ru/document/redirect/12178437/2000
http://ivo.garant.ru/document/redirect/71806572/1000
http://ivo.garant.ru/document/redirect/71952238/1000
http://ivo.garant.ru/document/redirect/57344188/3901

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

MCIUIUHCKOI'0 MPUMCHCHUA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvruvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms I cmamvu 40 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxKyuu

1. PykoBoauTenp MEIUMLMHCKON OpraHu3aliy, KOTOpas MPOBOIUT KIMHUYECKOE MCCIIEI0BaHUE
JIEKapCTBEHHOTO Mpenapara Juii MeAULUHCKOro IPUMEHEHHs], Ha3Ha4yaeT McClel0BaTessl, OTBETCTBEHHOIO
3a TIPOBEICHUE TAKOIO MCCIIEAOBAHUS M HMEIOLIETO JICUeOHYI0 CIEHUAIbHOCTh, COOTBETCTBYIOILYIO
IPOBOJUMOMY KJIMHUYECKOMY HCCIEIOBaHMIO JIEKApCTBEHHOIO IIpernapara, cO CTakeM paboTsl 10
IporpaMMaM KJIMHMYECKUX HCCIIEIOBaHUM JEKapCTBEHHBIX IPENapaToB HE MEHEE YEM TPU Iojia U IO €ro
IPEUI0KEHUIO Ha3HaYaeT COMCCIIeIoBaTeNe U3 yicia Bpadyel 3Toi MeAMLIMHCKOW OpraHu3aIiHy.

2. HccnenoBaTenb OCYIIECTBISET BBHIOOP MAIMEHTOB, KOTOPHIE MO METUIIMHCKAM IOKa3aHUAM
MOTYT OBITh HPUBJICUEHBl K YYACTHUIO B KJIMHUYECKOM MCCIEJOBAHUHU JIEKApCTBEHHOTO IpenapaTa IJis
MEAMIIMHCKOTO IPUMEHEHHUS.

3. HccnenoBarenb W COMCCIEIOBATEIM JOJDKHBI OBITh O3HAKOMIIEHBI C pe3yJbTaTaMH
JOKJIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOI'O CPEICTBA, COAECPKALIMMHUCA B OPOILIOPE UCCIIE0BATENS,
IPOEKTOM IMPOTOKOJIAa KIMHUYECKOTO0 HCCIICOBAaHUS JIEKAPCTBEHHOrO Npenapara Uil MEAULUHCKOTO
NPUMEHEHHS, Pa3pabOTaHHBIM Pa3padOTYMKOM JIEKAPCTBEHHOTO Ipernapara WA WHBIM IOPHIUYECKUM
JMILIOM, TPHUBJIEKAEMbIM K OpraHu3allid IPOBEIEHUS KIMHUYECKOI'O HCCIEIOBaHMs JICKapCTBEHHOI'O
npernapara Juisi MEJUIUHCKOTO PUMEHEHUS, U JPYTUMU MaTepruagaMy TaKoro UCCIIEeI0BaHUS.

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 40 nacmosiweco Dedepanvroco
3aKkoHa oonoanera wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 ausaps 2011 e.
3.1. PykoBoauTens MEAUIIMHCKONW OpraHU3alliy B CPOK, HE MPEBBILIAIONIMN TpeX pabouux AHEH co
JIHS Haydaja MPOBEIEHUS KIMHUYECKOIO MCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipernapara Uil MEJUIMHCKOTO
INPUMEHEHHUs, cooOuiaer o0 3TOM B YIIOJIHOMOYEHHBIH (eaepanbHbIi OpraH HCIOJHUTENbHON BIIACTH,
BBIJIaBIINI pa3zpelleHre Ha MPOBEJCHUE TAKOT0 UCCIIeI0BaHMs, TI0 YCTAaHOBJICHHOM UM (opme.

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 4 cmamou 40 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mekcm wacmu 6 npeovioyuell pedaxKyuu
4. OpraHu3alnuy, OCYIIECTBISIOLUIME OPraHU3alMI0 IPOBENEHUS KIMHUYECKOTO HCCIEA0BAHUS
JIEKapCTBEHHOI'0 IpemnapaTra Uil MEIWLMHCKOIO INPUMEHEHMs] M YKa3aHHblE B 4YacTu 3 craThbu 38
Hactosmero denepanbHOro 3aKOHA, B Cilydae HEOOXOIMMOCTH BHECEHMS W3MEHEHHH B IPOTOKOJ
KJIMHUYECKOT'O MCCIIE0BAHMSI JIEKAPCTBEHHOTO Mperapara A MeIUIUHCKOTO IPUMEHEHHsI COOOIA0T 00
9TOM B YIOJHOMOYEHHBIH (efepanbHbIi OpraH MCIOJHUTEIbHON BIIACTH, BBIJIABLIMI pa3pelleHue Ha
IPOBE/IEHUE TAKOTO UCCIIEI0BAHUS, 110 YCTAaHOBIEHHON UM (hopMme.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 11 okmsaopsa 2010 2. N 271-@3 cmamovs 40 nacmosiwezo Dedepanvroco
3aKOHA OONoIHeHA Yacmoio 4.1

4.1. ®opma cooOIIeHUST O BHECEHHH W3MEHEHHH B TMPOTOKOJN KIMHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHOTO TIperiapara JUisi MeIUIIMHCKOTO MPUMEHEHHSI JTIOJDKHA COACPkKATh CIICTYIOIINE CBEICHUS:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIM HOMEpP U JlaTa MPOTOKOJIa KIMHUYECKOTO UCCIIeIOBAHUS;

2) naTa BHECEHUsI '3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0OBAHUS;

3) HaMMEHOBaHUE U MECTO HaXOXKICHUS 3asIBUTEIISA,

4) HaMEHOBAHWE OPraHU3allMM, MPHUBICYCHHOW pa3pabOTUYMKOM JIEKAPCTBEHHOIO Mpernapara K
OpTraHHU3aINH MPOBEICHUS KIMHUYECKOTO UCCIIeOBaHMs (TIPH HATTMYNN );

5) HaMMEHOBAaHHS M MECTa HAXOXKIACHUS MEAUITMHCKHX OpPTaHU3aIfii, B KOTOPBHIX MPOBOJUTCS
KIIMHUYECKOE UCCIIEIOBAHUE;
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6) nata BbIIaYM pa3pelieHUss Ha MPOBEICHHUE KIMHUYECKOTO HCCIEIOBAHUS M HOMEp 3TOTO
paszperieHus;
7) ©3MEeHEeHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO HCCIIEIOBAHUS.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®@3 6 uacms 5 cmamvu 40 nacmosuezo
DedepanvbHoeo 3aKOHA BHEeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu

5. B cpok, He MpeBBIIAONINN TPUAATH pabouux JAHEH cO AHSA MOJTYYEHHUS YKa3aHHOTO B yacTu 4
HACTOSIILEH CTaTbU COOOILEHMs, YHNOJHOMOYECHHBIH (eaepaibHblii OpraH MCIOJHUTEIbHOM BJIACTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAHOBICHHOM MM IIODPS/IKE M NPHHUMACT pEIICHHE O BHECCHHH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO MCCIIEI0BAHUS JIEKAPCTBEHHOI'O IperapaTta sl MEIULMHCKOTO
NpUMEHeHHs Wi 00 OTKa3e BO BHECEHMHM Takux u3MeHeHwid. [Ipm paccMmoTpeHum cooOmeHus o
HEOOXO/JMMOCTH BHECEHUS HM3MEHEHUH B IPOTOKOJ KIMHUYECKOTO HCCIEIOBaHMS JIEKapCTBEHHOTO
npernapara sl MEIUIIMHCKOTO IPUMEHEHHS B LIEJIAX OLIEHKM 000CHOBAHHOCTH MPEIaraéMbIX U3MEHEHUH
Y ONPEJEIICHUs CTEIIEHU PUCKA Ul MALlMEHTOB, IPUHUMAIOIIMX y4aCTHE B KIIMHUYECKUX MCCIIEIO0BAaHUsAX,
YIIOJTHOMOYEHHBIM (pe/lepallbHbIM OpPraHOM HCIOJIHUTEIBbHOM BIACTH MOTYT IPHUBJIEKAThCS SKCIEPTHI
COBETA 110 ITHUKE.

6. KnuHuueckoe wuccienoBaHuE JIEKapCTBEHHOI'O Ipernapara A MEAULIMHCKOrO IPUMEHEHUs
MOXET OBbITh NPUOCTAHOBJIEHO WM IPEKpalleHo, €CIM B Mpolecce €ro IpOBEACHUs OOHapyKeHa
ONAaCHOCTH JUIsl ’KU3HH, 370POBbs NALMEHTOB. B cilydyae BOSHUKHOBEHUS ONACHOCTH JUIS KU3HM, 310POBbS
NALUEHTA, YYaCTBYIOLIETO B KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Npenapara AJis MEJULMHCKOTO
NPUMEHEHHS, HCCIeNoBaTenu O00s3aHbl MPOMH(POPMHUPOBATE 00 3TOM PYKOBOIUTENS METUIIMHCKON
OpraHu3alliil W OpraHu3alMio, MOJYYMBIIYIO pa3pelleHHe YINOJIHOMOUYEHHOIo (QelepaibHOro opraHa
VICITOJIHUTENIBHOM BJIACTH HAa OPTaHU3ALMIO NPOBEIACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara. Pemenue o NpUOCTaHOBIIEHUH KIIMHUYECKOIO UCCIEAOBaHUs JICKAPCTBEHHOTO IIpenapara Jis
MEIMIIMHCKOTO TMPUMEHEHUS MPUHUMAIOT PYKOBOAMTEIb MEIUIMHCKOW OpraHu3auud | (Uin)
OpraHu3aiysi, MOJIyYyuBIIAs pa3pelleHUe YHNOIHOMOYEHHOTo (QeepaIbHOro OpraHa MCIOJHUTEIbHON
BJIACTM HA OPraHU3aLMIO IPOBEIACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpenapara ajis
MEJULUHCKOTO IPUMEHEHHUs, PCIICHHE O IMPEKpPaleHUd TAKOr0 HCCIENOBaHUSA IPUHUMAET
YIIOJTHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIbHON BJIACTM HAa OCHOBAHHWU COOOIIEHUS B
NUCbMEHHOH (opMe pPYyKOBOAMTENST MEIUIMHCKON OpraHu3ald WM OpraHu3alus, MOJy4YHMBIIAs
paspelieHrne yHnoJHOMOYEHHOTo (enepaqbHOro oOpraHa WCIOJIHUTEIbHOW BIIACTM Ha OpraHU3aLUIo
IIPOBEICHUS KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOT'O IIpemnapara Juisi MEIULIMHCKOIO IPUMEHEHUS.

7. B cpok, HE MPEBBIMAIOIMNWNA TATH pab0odnX JHEW CO JTHS 3aBEepIICHUs, MTPUOCTAHOBICHUS HIIN
IPEKpaIlCHUsl KIMHUYECKOIO  HCCIENOBaHUS JIEKapCTBEHHOIO Ipenapara id  MEIULUHCKOrO
IPUMEHEHHUs, COOOIIeHHe 00 3TOM HaINpaBlIIE€TCs OpPraHU3alMsSMU, YKAa3aHHBIMH B 4YacTu 3 cTaTbu 38
Hacrosero denepaibHOro 3aKOHA, B YIIOJIHOMOYEHHBIN (hefiepalibHbIi OpraH HCIOJHUTEIBHON BIACTH
M0 YCTAHOBJICHHOU UM (opMme.

8. ®opma cooOuieHHs O 3aBEpUICHHWH, MPUOCTAHOBICHWU WM MPEKpAIlEHUH KIMHUYECKOTO
MCCJIEIOBAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO IPUMEHEHHUS IOJKHA COAECPKATh:

1) napOpMaLIUI0 O MEAUIIMHCKONW OpPraHU3aMK WIM MEAULIMHCKUX OpPraHU3aIMsIX, POBOAUBIINX
JTAHHOE MCCIIEI0BAHNUE;

2) onKcaHKe JAHHOTO UCCIIEJOBAHMSI;

Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axkonom om 11 oxmsabps 20102. N 271-@3 6 nynkm 3 uwacmu 8 cmamou 40
Hacmosweeo PedepanrbHo2o 3aKOHA BHEeCeHbl U3MEHEHUs.

Cm. mexcm nyHKkma 6 npeovioyujeli pedakyuu
3) nanuble uccnenoBarens ((paMuius, UMs, OTUECTBO, MECTO pabOThHI, 3aHMMaeMasi JOJHKHOCTbD,
CIHELHANBHOCTb, CTAX PabOTHI IO MpOrpaMMaM KIMHUYECKUX MCCIIEOBAHUH JIEKapCTBEHHBIX MPENaparos,
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nepevyeHb KIMHUYECKUX HMCCIEIOBAHUHN JICKApPCTBEHHBIX MPEMapaToB, B KOTOPBHIX OH NMPUHUMAJ y4acTHE
(mepuoAbl y4acTHsl) B Ka4eCTBE MCCIIEI0BATENS UM COMCCIIEI0BATES);

4) pe3ysbTaT JaHHOI'O UCCIIEI0BaHMS (3aBEpILEHUE, IPUOCTAHOBICHUE WU IPEKPAILEHUE JaHHOTO
UCCIICIOBaHMs C yKa3aHMEM MX IPUYUH U BIUSHMSA HA OLEHKY €ro pe3ysibTaToB, OOLIYI0 OLIEHKY pUCKa U
OKU/IaeMOW  TOJIB3BI OT TNPUMEHEHHUS HUCCIEAYeMOIo JIEKApCTBEHHOTO IMperapara, a Takke
npeanosaraeMbie JaabHEHIITNE TSHCTBUA).

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-D3 uacme 8.1 cmamvu 40 nacmoswezo
DeodepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

8.1. Ilpu BbiABIEHUU (eaeparibHbIM OpPraHOM HCIIOJHUTEIBHONW BIACTH, OCYIIECTBIISIOIIUM
(GyHKIMU TIO KOHTPOJIO M Ham30py B cdepe 3ApaBOOXpAHEHHUS, HAPYHUICHWH MpaBU HaAJeKalen
KJIMHUYECKOW NPAKTUKH NPU MPOBEACHUM KIMHUYECKOTO HCCIEAOBaHUS JIEKApCTBEHHOI'O IMperapara,
BIMSIOUIMX Ha IOJHOTY M (MJIM) JOCTOBEPHOCTH JIAHHOTO KJIMHUYECKOIO HCCIIEIOBaHUS, yKa3aHHBIN
denepanbHbI OpraH HUCIOJHUTENBHON BJIACTH MPHOCTAHABIMBAET MPOBEIECHUE AAHHOTO KIMHHYECKOTO
WCCIICIOBAHUS Y BBIHOCUT MEJIUIIMHCKOW OpraHu3alud, B KOTOPOM MPOBOJMTCS JAHHOE KIMHHYECKOE
UCCIIEIOBaHME, TMpeAnucanue o0 YCTpaHEHHWU BBIABIEHHBIX HapymeHuil. [Ipy HeycTpaneHuu
MEJULUHCKOW OpraHM3alyell BBIABICHHBIX HApPYLICHUHA B YCTaHOBJICHHBIM B IIPEINHCAHHH CPOK
yKa3aHHbIN (enepanabHbIi OpraH HCIOJHUTENBHON BIACTH NPUHUMAET pEIIeHHWe O MpeKpalleHun
NPOBENCHUS KIMHUYECKOTO MCCIIECOBAHUS JICKAPCTBEHHOTO Mperapara M HamlpasBisieT B (enepaabHbIi
OpraH UCIHOJHUTENbHOM BIACTH, OCYIIECTBISIOMMK (YHKIUU 1O BBIPa0OTKE U  peanu3aluu
roCy/1IapCTBEHHOW MOJUTHUKUA W HOPMAaTHBHO-IIPABOBOMY DETYJIHMPOBAHUIO B cdepe 37ApaBOOXpPaHEHMUS,
3aKJIIOUYEHUE O BBISIBJICHUU NPU MPOBEACHUU JAHHOTO KIMHUYECKOIO MCCIIEOBAHUS HAPYIICHHI MpaBUII
HaJyIeKaIeld KIMHUYECKOW MPAKTUKH JJI MPUHATUS perieHus 00 OTMEHE pa3pelieHus] Ha OPTaHU3aIrIo
MPOBECHUS JAHHOTO KIMHUYECKOTO HUCCIENIOBAHMS C JAThl NPUHATUS PELICHUS O MPHUOCTAHOBIECHUU
IIPOBEICHMS KIIMHUYECKOTO UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIperapara.

9. VYmnonHOMOYEHHBIN (enepanbHbIi OpraH MHCIOJHUTEIHHON BJIACTH OMYyONUKOBBIBACT U
pa3Meniaer Ha cBoeM o¢uuuanbHOM caite B ceTd 'MHrepHer" cooOlieHue O 3aBepIICHUH,
MPUOCTAHOBIICHUHM WM MPEKPANICHUN KIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Npernapara aiis
MEJUIIMHCKOTO MPUMEHEHHUSI B CPOK, HE MPEBBIIAIONINN MATH padouux THEH CO JHS ero MoJy4eHHs, B
YCTaHOBJICHHOM UM TMOPSAKE.

10. YnmomHomoueHHBIN (enepaibHbIi OpraH HCIOJIHHUTEIBHOW BJIACTH OCYIIECTBISIET BEICHHUE
peecTpa ucciieoBaTeNnei, NPOBOASAIIMX UM MPOBOJMBIINX KIMHUYECKHE MCCIEAOBAaHUS JIEKAPCTBEHHBIX
MpenapaToB Jjisi MEIUIMHCKOTO MPUMEHEHHUs, B COOTBETCTBHHM C YTBEP)KIECHHBIMH WM TMpaBWIAMU H
pa3Merniaer ero Ha cBoeM odunuambHOM caiiTe B ceTH "VIHTepHET" B YCTaHOBICHHOM UM TOPS/IKE.
Yka3zaHHBIN peecTp COACPKUT UH(POPMAITUIO, TPETYCMOTPEHHYIO TTYHKTOM 3 4acTH 8 HACTOAIIEH CTaThH.

11. Ortuer o0 pe3ynbTarax KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO Mpernapara it
MEJIUIIMHCKOTO MPUMEHEHHUSI COCTABIISIETCS OpraHW3allel, YKa3aHHOM B YacTU 3 CTaThbu 38 HACTOSIIETO
®denepanbHOr0 3aKOHA, Ha OCHOBAaHUMU 3aKJIIOUEHUM MEIUWLMHCKUX OpraHu3alui, MpPOBOAUBIIMX 3TO
UCCJIEIOBAaHHUE, U TPEACTABISAETCS B YMOJIHOMOYEHHBIH (enepalibHblil OpraH HMCIONIHUTEIBHON BIIACTH,
BBIJIABIINI pa3pelleHre Ha MPOBEJIEHUE 3TOTO MCCIEAOBAHMS, B CPOK, HE MPEBBIIIAIOIINN TPEX MECSALEB
CO JHS €ro 3aBepUIeHUs, NPHUOCTAHOBJICHUS WIH NPEKpalleHUus, B IMOPSIAKE, YCTAaHOBIECHHOM
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCTIOTHUTEIHHOU BIACTH.

Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axonom 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. mexcm wacmu 6 npeovioyujeri peoaxkyuu
12. Hapymienue mnpaBuil HaajeXalled KIMHUYECKOM MpaKTUKH, (albCUPUKAIMS pPE3yJbTaTOB
KIIMHUYECKOI0 MCCIEAO0BAaHUA JIEKAPCTBEHHOIO IIpernapara A MEIULUHCKOTO NPUMEHEHHS BIEKYT 32
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c000i1 OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 odexabps 2014 2. N 429-D3 6 uacme 13 cmamou 40 nacmoswezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm wacmu 6 npeovioyujeti peoaxkyuu
13. Ilpu npoBeneHUM KIMHUYECKOIO MCCIEAOBaHUS JIEKAPCTBEHHOIO Ipernapara s
MEAMIIMHCKOTO MPUMEHEHUs JOMycKaeTcs 3a00p y MalMeHTOB OMOJIOTMYECKUX MaTepuanioB (00pasiibl
OMOJIOTMYECKUX KHUJIKOCTEH, TKaHEW, CEKPeTOB U IMPOAYKTOB JKU3HEIEATEIBHOCTU 4YEJIOBEKA,
(GU3MONOrMYeCKUX U TMAaTOJIOTMYECKUX BbIACNEHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPIaHM3MOB,
OuorcuitHbIi MaTepuai) s ux uzydenust B Poccuiickoit denepanuu u (win) 3a npeaenamu Poccuiickoit
denepanyu.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 odexabpsa 2014 2. N 429-D3 6 uacmv 14 cmamou 40 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
14. Tlopsnox BBo3a B Poccuiickyro @exnepanuio 1 BbiBo3a 3a mpeneisl Poccuiickoit denepaunu
OMOJIOTUYECKHX  MaTepUaIOB, TMOJNYYEHHBIX TPU  NPOBEACHHH  KIMHUYECKOIO  HUCCIIEOBAHUS
JIEKapCTBEHHOI'0 Ipenapara Juisi MEAMLIMHCKOIO IpUMEHEHUs, ycraHaBiauBaercs IIpaButenbcTBoM
Poccuiickoit @enepanuu.
TAPAHT:

CwMm. xommeHTapuu Kk ctatbe 40 HacTosero denepaibHOro 3aK0Ha

Cratbs 41. JloroBop 0 MpOBEACHUH KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOTO Mpemnapara
JUI. METUIIUHCKOTO IPUMEHEHUS

1. KnuHnueckoe wucCcleqoBaHHWE JIEKAPCTBEHHOrO Mpernapara Uisi MEIUWIMHCKOrO MPUMEHEHUS
MPOBOJUTCSA B COOTBETCTBUU C JOTOBOPOM O IMPOBEAEHUH KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O
npernapara Uil MEIUIMHCKOrO MPUMEHEHHUS, 3aKII0YAaeMbIM MEXKIYy OpraHu3aluend, MOJyYUBIIEH
paspelieHue yImoJTHOMOUYEHHOTo (heJepaibHOr0 OpraHa HWCIONHUTENBHON BIACTH Ha OPraHU3AIUI0
MPOBEJICHUS] TAKOTO MCCIEAOBAaHUS, U MEAULUMHCKOMW OpraHu3aluend, OCYLIECTBIISIIOICH IPOBEICHHUE
TaKOTO UCCIICIOBAHUS.

2. JloroBop O TMpOBENEHUU KIMHUYECKOTO UCCIEIOBAHMS JIEKAPCTBEHHOTO IIpernapara s
MEJIULIMHCKOTO IPUMEHEHUS TOJKEH CONEPKATh:

1) ycioBus ¥ CpOKU MPOBEACHUS JAHHOTO MCCIICIOBAHUS,

2) ompeneneHue OOIIEH CTOMMOCTH MPOrPaMMbI JaHHOTO HMCCIEAOBAHUS C YKA3aHUEM CYMMBI,
IIpeHA3HAYaIOMIEN s JUIs BBIIUIAT UCCIEA0BATENSAM, COUCCIIEI0BATEISM;

3) onpenenenue HOpMBI IPEICTABICHHS PE3YyIbTATOB JAHHOTO MCCIEAOBAHUS B YIIOTHOMOYSHHBIN
dbenepanbHBI OpraH UCTIOJHUTEITLHON BIACTH.

TAPAHT:

CM. xomMeHTapuu K ctatbe 41 HacTosmero denepalbHOTO 3aKOHA

Cratbs 42. ®unaHcoBoe oOecrieueHue KIMHUYECKOTO UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO Mpernapara
JJIsT MEOIUITUHCKOI'O HpI/IMeHeHI/IH

OuHaHCOBOE OOECIeueHUEe KIMHUYECKOTO WCCIeIOBaHUsl JICKAPCTBEHHOTO TMpemnapara s
MEUITMHCKOTO MPUMEHECHHS OCYIIECTBIISICTCS 3a CUET:

1) cpencTB denepanibHOTO OOIKETA;

2) CpenCTB OpraHu3aluii, TMOJYYHMBIIMX pa3peliecHue Ha OpPraHU3aIHMI0 TPOBEACHHUS IaHHOTO
HUCCIICA0OBaHUsA, B COOTBETCTBHU C yCJIOBI/ISIMI/I I[OFOBOpa 0 €ro HpOBGI{CHI/II/I;

3) MHBIX HE 3aNpEIICHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoit deneparini ICTOYHUKOB.

29.01.2020 Cuctema 'APAHT 89/134


http://ivo.garant.ru/document/redirect/70826338/1335
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/413
http://ivo.garant.ru/document/redirect/70826338/1336
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/414
http://ivo.garant.ru/document/redirect/12178570/10000

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

'APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 4?2 HACTOSIIETO CDeL[epanLHoro 3aKOHa

Crarbs 43. HpaBa MManMEHTOB, YYAaCTBYHOIIHUX B KIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O
npemnapara 4jis1 MCAUIUHCKOIO NPUMCHCHU A
1. VYwuacrtue MNanUMEHTOB B KIMHHUYECKOM HMCCIICAOBAaHHUH JICKAPCTBCHHOI'O IIp€rapara i
MCIUIIMHCKOI'O0 MPUMCHCHUA SABJIACTCA I[O6pOBOJIBHBIM.
T'APAHT:

OO0 opranuzanuy OTAEICHUM KIMHUYECKUX HCIBITAHUM JIEKAPCTBEHHBIX IPENapaToB Ha 3/I0POBBIX
no0poBoJbIIax cM. ipuka3 Munszapasa PO ot 25 aBrycra 1992 r. N 235

2. TlanpeHT WM €ro 3aKOHHBIA TMPEICTaBUTENb HOJDKEH OBITh MH()OPMUPOBAH B MHCbMEHHOU
dbopwme:

1) o nexapcTBEHHOM Mpemnapare i MEAUIMHCKOTO MPUMEHEHMS] U CYHUIHOCTH KIMHHUYECKOIO
HCCJIEIOBAHMSI 3TOTO JIEKAPCTBEHHOTO Mpernapara;

2) o 6e30mMacHOCTH JIEKAPCTBEHHOTO Iperapara Uil MEIUIIMHCKOTO IPUMEHEHHS, €T0 0KUIaeMOn
3¢ (HEeKTUBHOCTHU U CTETIEHU PUCKA IS MAIlUEHTA,

3) 00 ycIoBHSIX y4acTusi AMEHTa B KIMHMYECKOM MCCIIEIOBAaHUH JICKAPCTBEHHOTO Mperapara Jyis
MEAUIIMHCKOTO TPUMEHEHHUS;

4) o HenM WM UENSIX U NPOAOKUTENBHOCTH KIMHUYECKOI'O MCCIIEI0BAaHUS JIEKAPCTBEHHOIO
npemnapara Jisi METUIIUHCKOTO IPUMEHEHUS;

5) o pAelcTBUSX MAIMEHTa B Clydae HENpeABUACHHBIX 3()()EKTOB BIMSHUS JIEKAPCTBEHHOTO
npernapara Jisi METUIIUHCKOTO MPUMEHEHUS Ha COCTOSIHUE €T0 37I0POBbS;

6) 00 ycioBHsIX 0043aTEILHOTO CTPaXOBaHUS )KU3HH, 310pPOBbs MAIIUCHTA;

7) 0 rapaHTHsX KOH(QUACHUUATBHOCTH Yy4yacTus MAIMEeHTa B KIMHUYECKOM MCCIIEIOBAHUU
JIEKapCTBEHHOTI'0 Ipernapara s MEJUIIMHCKOTO IPUMEHEHHUS.

3. lo6poBosIbHOE corjacue MaieHTa Ha y4acTHe B KIMHUYECKOM HCCIIET0BAaHUM JICKapCTBEHHOTO
npenaparta JUisi MEIUIUHCKOTO NPUMEHEHUS MOATBEP)KIAeTCSd €ro MOJANUCHI0O WM TMOAMNHMCHIO €ro
3aKOHHOTO MPEeCTaBUTENs Ha HH(OPMAIIMOHHOM JIUCTKE MallUeHTa.

4. TlanyeHT WiIM €ro 3aKOHHBIM IMPEACTAaBUTENb HMEET IMpPaBO OTKAa3aThCi OT Yy4yacTHs B
KJIMHUYECKOM MCCIIEJJIOBAHUU JICKApPCTBEHHOT'O Ipernapara Juls MEIUIMHCKOIO NMPUMEHEHUs Ha Jr00i
CTa/IuY MIPOBEJICHUS TAKOTO UCCIIEI0BAHUSI.

Wndopmarys 06 H3MEeHEHHSAX:

DedepanvHvim 3akoHom om 22 okmsaops 2014 2. N 313-@3 6 uwacme 5 cmamwvu 43 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCmynaowue 8 CUILY No UCHeYeHUuU mpuoyamu OHel nocie
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu

5. TlpoBeneHne KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOIO Mpenapara JUisi MEAMIMHCKOIO
IPUMEHEHHS C y4acTHEM B KayecTBe MAIlMEHTOB JETel J0omycKaeTcs TOJIbKO C COrjacHsi B MUChMEHHOU
dopme ux poauTenel, ychlHOBUTENeH. J[eTM MOryT paccMaTpuBaTbCs B KauyecTBE IMOTEHIIMAIBHBIX
MAIMEHTOB TaKOTO HCCIIEI0BaHUS, TOJIBKO €CIIU €ro MPOBEIEHUE HEOOXOAUMO ISl YKPETIIEHUS 3/I0POBBS
neteil win npoUIaKTUKA WHPEKIMOHHBIX 3a00JIeBaHUM B I€TCKOM BO3pacTe JIMOO0 €ClU LEeNbI0 TaKoro
HCCJIEIOBAHMSI SBJIIETCS MOJY4YEHHE JaHHBIX O HaWJIydyllled JO03MpPOBKE JIEKAPCTBEHHOTO MperapaTa JUis
JedeHus Aered. B 3THX ciydasx TakoMy HCCIIEOBaHUIO JOJDKHO IPEAIIECTBOBATh KIMHUYECKOE
HCCIIEIOBAaHUE JIEKAPCTBEHHOI'O IMpernapara Al MEAUIIMHCKOTrO TMPUMEHEHHUS Ha COBEPIIEHHOJIETHUX
rpaXkAaHax, 32 UCKIIIOUEHUEM CIIy4aeB, €CJIM UCCIIEyEMbIH JIEKapCTBEHHBIN IIpenapar A1 MEJULIMHCKOTO
MPUMEHEHHUS MpeIHa3HauYeH UCKIIIOUUTENbHO AJIs UCTIOJIB30BaHUSI HECOBEPIICHHOJIETHUMHU IPaXIaHaMU.

6. 3ampemaercss NPOBEIECHUE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOI'O Ipenapara s
MEAMIIMHCKOTO MPUMEHEHHUS C y4aCTHEM B KaueCTBE NAI[CHTOB:

1) nereif-cupoT u gerei, ocTaBIIMXCs 0€3 MOMEUYEeHUs pOAUTENeH;
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2) KEHIIMH B TNepuoJ OEpeMEHHOCTH, J>KEHIIMH B TIEPHOJA TPYAHOTO BCKAapMJIMBAHUA, 32
UCKJIIOYCHUEM CIIy4acB, €CIM IPOBOAMUTCA KIMHUYECKOE HCCIECNOBAHME JICKAPCTBEHHOI'O IIperapara,
NpPEIHA3HAYCHHOTO I yKa3aHHBIX JKEHIIWH, IPU YCIOBMM HEOOXOJMMOCTH IOJy4eHHUS UH(POPMALHH
TOJIBKO BO BpeMs INPOBEACHHS COOTBETCTBYIOIIMX KIMHMYECKUX MCCICNOBAaHUN M IPHUHATHA BCEX
HEOOXOIMMBIX MEp M0 HCKIIOYECHUIO PHUCKAa HAHECEHHs Bpela >KEHIIMHE B TEpPHOJ OCpEeMEHHOCTH,
KEHIHE B IEPUOJI TPYAHOI0 BCKapMIIMBAHUS, IJIOJY HIIM PEOCHKY;

3) BOEHHOCIYXallMX, 33 HUCKJIIOUEHHEM CIIy4yacB IPOBEICHUS KIMHUYECKOIO MCCIEJOBAHUS
JIEKapCTBEHHOT'0 IIpernapara, CHeLHalbHO pa3pabOTaHHOIO [Uld NPUMEHEHHUS B YCJIOBUSAX BOEHHBIX
NeMCTBUHM, Ype3BBIYAMHBIX CUTYallMid, NPOQWIAKTUKA M JIeueHUs 3a00JIeBaHUNl W TOPaKCHHIA,
IOJYYEHHBIX B  pe3ylbTaTe BO3JACHCTBUS  HEOJAronpUATHBIX  XUMHUYECKUX, OHOJOTHMYECKUX,
panuanuoHHbIX (akTopoB. KimHHMYEcKoe HCClieZloOBaHUE TAaKOrO JICKApPCTBEHHOTO Mpernapara MOXeET
IIPOBOAMTHCA C yYAaCTHUEM B KA4E€CTBE MALlMEHTOB BOEHHOCIYKAIIMX, 3a UCKIOYEHUEM BOCHHOCIYKAILUX,
IPOXOISANINX BOCHHYIO CIIYXOy IO MPHU3BIBY, C COONIO/ICHNEM TPeOOBaHU, YCTAaHOBICHHBIX HACTOSIIUM
®denepallbHBIM 3aKOHOM B OTHOUICHUH I'PAKAAHCKUX JIMLL;

4) cOTpYIHUKOB [TPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nuu, oTOBIBAIOIIMX HAaKa3aHHE B MECTax JIMIIEHHUsS CBOOOMBI, a TAKXKe JIML, HAXOIALIUXCS MOA
CTpa)Ke! B CIEICTBEHHBIX U30JIITOpaX.

7. Jlomyckaercs IpOBeJEHUE KIMHUYECKOTO HCCIIENOBaHMUS JIEKAPCTBEHHOIO IIpernapara ajis
MEIUIIUHCKOTO TIPUMEHEHUS, TPETHAZHAYCHHOTO JUISl JICYCHHS TICHXHYECKUX 3a00JIeBaHUH, C y9acTHEM B
Ka4yecTBe MaLUEHTOB JIUIL] C TICUXUYECKUMU 3a00JI€BaHUAMH, IPU3HAHHBIX HEJEECIIOCOOHBIMU B TOPSIIIKE,
YCTaHOBJIIEHHOM  3akoHojarensctBoM  Poccuiickoit  ®enepanuu.  KnumHudeckoe — mcciieqoBaHue
JIEKapCTBEHHOT'O IIpernapara B 3TOM Cilydae NMPOBOAMTCS NMPH HAIWYMU COIJIacus B NMHUCBMEHHOH (opme
3aKOHHBIX MIPE/ICTaBUTENEH YKA3aHHBIX JIMII.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAaTbC 43 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-D3 cmames 44 nacmosiweco Dedepanvroco
3AKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 ausaps 2011 e.

Cm. mexkcm cmamou 8 npedbloyuell peoaxKyuu
Crarbst 44. OO0Os3aTenbHOE CTpaxOBaHUE KHU3HHU, 3/I0POBbS MAlMEHTAa, Y4YacCTBYIOIIETO B
KIIMHUYECKOM  KCCIIEIOBAHUU  JIEKAPCTBEHHOTO  Tpemapara Uil  MEIUIIMHCKOTO
MPUMEHEHUS

1. Opranuzamusi, TOJyYWBIIAs pa3pelICHHE HA OPTraHU3aAIMI0 TIPOBEICHUS] KIMHUYECKOTO
WCCIICIOBAHMsI JIEKAPCTBEHHOTO TMpemnapara JUisi MEIUIMHCKOTO MpPHUMEHEHHUs, o0s3aHa B KadyecTBe
CTpaxoBaTessi CTpaxoBaTb PHCK TPUYMHEHUS Bpela >KW3HHU, 3/I0POBbIO IMAlIMEHTa B PE3yJIbTaTe
MIPOBEICHUS KIIMHMYECKOTO MCCIIEIOBAHMSI JIEKAPCTBEHHOTO MperapaTa Jyisli MeIUIIMHCKOTO TTPUMEHEHUS
3a CBOH CUET MyTeM 3aKIIF0UeHUSs JOrOBOpa 00s3aTEIbHOTO CTPAXOBAHUSI.

2. OOBEeKTOM 0053aTeTPHOTO CTPAaxXOBaHMS SIBJSIETCS HMMYIIECTBEHHBIM WHTEpPEC TMAIlMEeHTa,
CBSI3aHHBIN C MPUYMHEHHEM Bpea €ro *U3HHW WIM 3J0POBBI0 B PE3yJbTaTe MPOBEICHUS KIMHUYECKOTO
MCCJIEIOBAHMS JICKAPCTBEHHOTO TIperapara Jyisi MEUITMHCKOTO TPUMEHEHHUS.

3. CTpaxoBbIM CIy4aeMm IO JOTOBOPY 00S3aTETLHOTO CTPaXOBAHUS SBJISETCS CMEPTh MAlIMEHTa WIIN
YXYIIICHUE €r0 3/I0POBBS, B TOM UHCJIE BJICKYIIEe 3a COO0H yCTaHOBIEHNWE MHBATUIHOCTH, TIPH HATUIHHI
MPUYUHHO-CICICTBEHHOW CBS3M MEXKAYy HACTYIJICHUEM JTOrO0 COOBITHS W Y4YacTUEM IMallueHTa B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOIO MIperapara.

4. TpebGoBanusi O BO3MEIICHUU BpelIa, NPUIMHEHHOTO >KU3HU WA 3I0POBBIO TMAIlMEHTA,
OPEeIbSABISAIOTCS B TEUYEHHWE  CPOKOB  HMCKOBOM  JAaBHOCTH,  YCTAHOBJICHHBIX  I'DaKIaHCKUM
3aKOHOJ1aTEIbCTBOM.

5. Pa3zmep cTpaxoBoii BRIIIATHI IO JOTOBOPY 00S3aTEIHHOTO CTPAXOBAHUS COCTABJISET:
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1) B ciiyuae cMepTH MayeHTa JABa MIUIHOHA pyOJei Ha KaXIoro MalueHTa, y4acTBOBABILIETO B
KJIMHUYECKOM HCCIIeI0BAaHUHU JIEKAPCTBEHHOTO IIpenapara;

2) npu yXyALLIEHUU 3]J0POBbs MALIUEHTA!

a) MOBJIEKIIEM 3a cOOOM yCTaHOBJIEHHME MHBAIMIHOCTH | Ipynmbl, OJUH MUJUIMOH HSATHCOT ThHICSY
pyOsieii Ha KaXIOro NAalMeHTa, YYacTBOBABLIETO B KIWHUYECKOM HCCIIEJOBAHUU JIEKAPCTBEHHOTO
npenapara;

0) moBnekmeM 3a co0oil ycraHOBIeHHE WHBaIMAHOCTU I rpynmbl, oguH MWIIHOH pyOiei Ha
Ka)/10T0 MaleHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIEI0BAaHUM JIEKApCTBEHHOTO IIpernapara,;

B) TOBJEKIIEM 3a co0oii ycraHoBieHHEe MHBaMUAHOCTH III rpynmsl, mATHCOT ThICSY pyOJei Ha
Ka)/10T0 MaleHTa, y4acCTBOBABIIETO B KIMHUYECKOM MCCIIEI0BAaHUM JIEKApCTBEHHOTO IIpernapara;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 22 oekadbps 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou

44 nacmoswezo DedepanvHo2o 3aKOHA U3N0JNCEH 8 HOBOU pedaxyuu, ecmynaiowel ¢ cuny ¢ I uions
2015 2.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu
') HE MOBJIEKIIIEM 32 CO0O0I yCTaHOBIICHUSI MHBAJIMIHOCTH, HE 00Jiee YeM TpUCTa ThIcAY pyOJel Ha
Ka)KIOT0 MallMeHTa, yYaCTBOBABIIETO B KIIMHUYECKOM HCCIEOBaHUHU JIEKAPCTBEHHOTO Mpernapara, UCX0oIs
U3 HOPMATHBOB, OTPAXKAIOMIMX XapaKTep W CTENCHb MOBPEKICHHUS 3JI0OPOBBS, a TaKkKe (PaKTUICCKH
MOHECEHHBIX MAIMEHTOM PAaCcXO0JI0B, BBI3BAHHBIX MOBPEKICHUEM 3/I0POBbs, HA MEIULUHCKYIO MOMOIIb,
PHOOpETEHNUE JIEKAPCTBECHHBIX MPEIapaToB.
6. Yrparuna cuny ¢ 1 urosst 2015 1.

Undopmaris 06 n3MEHEHUSX:

Cm. mexem yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTEIBLHOTO CTPaXOBAaHMS HE MOXKET OBITh MEHEEe, YeM CPOK MPOBEICHUS
KJIMHUYECKOT'0 UCCIIEOBAaHUs JIEKapCTBEHHOIO Mpenapara.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 8 cmamvu 44 nacmosuezo
DedepanbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvioyuell pedaxKyuu

8. YcnoBus noroBopa o0s3aTE€IbHOTO CTPaxXOBaHMs, B TOM 4YHUCIE CTPaxoBble Tapu(bl IO
00513aTeIbBHOMY CTPaxOBAaHHIO, NEpeuYeHb HEOOXOIUMBIX JIOKYMEHTOB MJIsi OCYIIECTBIEHHS CTPaxOBOMH
BBIIVIAThl, MOPSAJIOK YCTAHOBJIEHMSI CTpPaxoOBaTeleM WHIUBUIYAIbHOTO HIEHTU(UKALMOHHOTO KoJa
HalyeHTa, Mopsa0K UHGOPMHUPOBAHUS CTPAXOBATENIEM CTPaXOBIIMKA O MPHUBJICYEHHBIX K KIMHHYECKOMY
HCCJIEIOBAHUIO JIEKAPCTBEHHOrO TMpernapara Ui MEIUIUHCKOTO NpPUMEHEHUs MalueHTax, MHOpsA0K
YILIaThl CTPaxOBOW MPEMUH, MOPSIOK pPeaTu3alil ONpeneIeHHbIX HacToAmMM denepanbHbIM 3aKOHOM U
apyrumu  ¢defepanbHbIMU 3aKOHAMH MpaB W O0S3aHHOCTEW CTOPOH IO JIOTOBOPY 00s3aTeNbHOTO
CTpPaxOBaHMs, a TaKXE HOPMATHUBBI, OTPAKAIOLUIME XapaKTep U CTENEHb IOBPEKICHMS 310pPOBbS,
YCTaHABIMBAIOTCA TUIIOBBIMU ITPaBUIaMi 003aTEIBHOTO CTPaXOBaHUS.

9. B ciny4ae npuuMHEHNs Bpeia ®KU3HN NALMEHTA, yYaCTBOBABILETO B KIIMHUYECKOM UCCIIEI0BAHUU
JIEKapCTBEHHOI'0 IpernapaTa, BBIFOJONPUOOpETaTeNsIMU 10 JOrOBOPY O00S3aTENbHOIO CTpaxOoBaHUs
SIBIIIIOTCSL TpaXkJaHe, HMEIOIME IIpaBO Ha BO3MELIEHME Bpela B Cilydae CMEPTH KOpMUIbIa B
COOTBETCTBUM C I'PAKIAHCKUM 3aKOHO/IATEILCTBOM, IMPU OTCYTCTBHM TaKUX TPaKJIaH - POJUTEINH, CYNPYT,
JETH YMEPILIETO MAllMEeHTa, Y4aCTBOBABILIErO B KIMHUYECKOM MCCIIEA0BAHUU JIEKAPCTBEHHOTO Mpenapara,
B Cllyyae CMEpTH MalMeHTa, yI4aCTBOBABILEIO B KIMHUYECKOM HCCIIEJOBAaHUH JIEKApCTBEHHOTO IMpenapara
U HE HMMEBILIEr0 CaMOCTOSITEILHOTO N10XOAd, - TpakJaHe, Ha M)KIMBEHHWU KOTOPBIX OH HaXOAWICH, B
OTHONIIEHUHM BO3MEIICHHUS pPACXOJ0B Ha TNorpeOeHue TMalKueHTa, YYacTBOBABLIETO B KIMHUYECKOM
MCCJIEJOBAaHUH JIEKAPCTBEHHOI'O IIPETapara, - JINLO, IOHECIIEE TAKUE PACXOBI.

10. CrpaxoBas BbIIUIaTA B CYET BO3MEIICHMS BpeAa, MNPUYMHEHHOTO JKU3HM NAaIHeHTa,
y4acTBOBABUIETO B KJIMHMYECKOM MCCIEA0BAaHUU JIEKAPCTBEHHOI'O IpenapaTra, paclpefessieTcs Mexay
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BBII‘O[[OHpI/IO6peTaTCJI$IMI/I MMPOMOPLHHUOHAIIBHO X KOJIMYCCTBY B PABHBIX OOJIAX.

11. HpI/I HaACTYIUICHUHW CTpaxoBOro ciay4dasd IIallMCHT, yLIaCTBOBaBH_II/Iﬁ B KIIMHUYCCKOM
HCCIICA0OBAaHNH JICKAPCTBCHHOI'O IIp€Iiapara, BbIFOl[OHpI/IO6peTaTeJIB BIIpaB€ NPECABABUTE HETOCPEACTBEHHO
CTpaXxOBIIUKY Tpe60BaHI/Ie 0 BO3MCHICHUHU IMPUYHMHCHHOI'O BpEaa. CTanOBa}I BbIIZIaTa OCYIICCTBIIACTCA
CTPAaxXOBIIUKOM B TCUCHUC TpUALATHU IIHGI>’I CO OHA MPECACTABJIICHHUA HCO6XOI[I/IMBIX AOKYMCHTOB. HaI_II/ICHT,
y‘laCTBOBaBH_II/Iﬁ B KIIMHHYCCKOM HMCCIICIOBAaHUH JICKAPCTBCHHOI'O IIpfriapara, Uuin BLIFOI[OHpI/IO6peTaTeJ'II)
00s13aH COOOIIUTh CTPAXOBIIMKY JUISI OCYIICCTBICHHS CTPaxOBOW BBIIUIATHl  WHIAMBHIYaJTbHBIN
I/I,Z[CHTI/I(l)I/IKaI_II/IOHHHﬁ KOJ ImalucHTa, YCTaHOBHeHHBIﬁ CTpaxoBaTcjiIcM B COOTBCTCTBHHU C THIIOBBIMHU
IIpaBuJIaMu 00513aTEeIHLHOTO CTpaxOBaHUA.

12. I[O IIOJTHOr'0 ONPEACICHHUA pasMeEpa IIOMJICKAIEIO0 BO3MCIICHHIO BpEAa CTPAXOBIIHUK II0
3as4BJICHUIO MMAIUCHTA, YYACTBOBABLICTO B KIMHHUYCCKOM HCCJIICAOBAHUUN JICKAPCTBCHHOI'O IIpcriapara, UJin
3asBJICHUIO BLIFO,Z[OHpI/IO6peTaTeJI}I BIIPAB€ OCYIICCTBUTH YacCTb CTanOBOﬁ BBIIIAThI, COOTBETCTBYIOIIYIO
(axTHUeCKH OnpeaesIeHHON YaCcTh TPUIHMHEHHOTO Bpea.

13. CTanOBa}I BbIIIaTa B COOTBETCTBHHM C JOT'OBOPOM 00s13aTEIHLHOr0 CTpaxoBaHUA
OCYHICCTBIACTCA HE3aBUCUMO OT BBITLIAT, IPUYUTAOIINXCA IO APYTUM BHUAaM CTPAXOBaHU.

14. He AJOIMYCKACTCd Y4YaCTHC MalKdEHTa B IIPOBCACHHHW KIHMHHYCCKOIO HCCICOOBAHUA
JICKapCTBCHHOT'O IIpEriapara Ipru OTCYTCTBHUHU JOTOBOpa 00513aTeJILHOIO CTpaxoBaHUA.

15. KOHTpOJ’IB 3a HCIIOJJHCHHEM opraHnaauHeﬁ, HOJ'Iy‘lI/IBI_Heﬁ paspCiCHUC Ha OpraHu3aluro
IMMPOBCACHUA KIMHUYCCKOTO HCCICAOBAHMUA JICKAPCTBCHHOI'O IMperapara Al MECAUIMHCKOI0 NpruMCHCHUS,
YCTaHOBHeHHOﬁ HACTOSIIEH cTaThell O0O0SI3aHHOCTH IO OGHBaTCHBHOMy CTPaxXOBaHHUIO JKHU3HH, 310POBbI
manueHTa, y4aCTBYIOIIECTO (yqaCTBOBaBHIeFO) B KIIMHAYCCKOM HUCCJICIOBAHUHN JICKAPCTBCHHOI'O IIpCIriapara,
OCYIICCTBIACTCA YIIOJTHOMOYCHHBIM (be,I[epaJ'ILHLIM Opranom HCITOJIHUTEILHOMN BJIaCTH, BBIJABIIUM
paspCicCHUE Ha  IMIPOBCIACHUC KIIMHUYECKUX I/ICCJ'IGI[OBEIHI/Iﬁ JICKAPCTBCHHBIX npemnaparos  1Jid
MEAUITUHCKOT'O ITPUMEHEHMUS.

FAPAHT:

CM. koMMeHTapuu K cTathbe 44 HacTosero denepalbHOTO 3aKOHA

I'naBa 8. [Ipou3B0oACTBO U MAPKMPOBKA JIEKAPCTBEHHBIX CPEICTB

Cratbs 45. [Ipou3BOACTBO JTEKAPCTBEHHBIX CPEICTB

Wndopmarys 06 n3MEHEHHSAX:

Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 1 cmamou 45 nacmoswezo
DedepanbHo20 3aKOHA 8HeCceHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

1. TIpom3BOJCTBO IEKAPCTBEHHBIX CPEJICTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHUSM IPABUII
Ha/JIeXKAIeH MPOU3BOJICTBEHHON MPAKTHKHU, YTBEPKICHHBIM YIIOJTHOMOUYEHHBIM (efepaTbHbIM OpPTraHOM
WCITOTHUTENbHON BiiacTh. OCOOEHHOCTH TIepexoja MPOU3BOACTBA OTAEIBHBIX JIGKAPCTBEHHBIX CPEICTB K
UX TIPOM3BOJCTBY B COOTBETCTBHH C TPEeOOBAHHMSMH MPaBUI HaAJEXKAIIEH MPOU3BOJICTBEHHOW MPAKTUKH
ycranaBnuBaroTca [IpaButensctBoM Poccuiickoit @enepanuu. Bpigada 3akiIrO4eHUd O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM TPaBUI HAJJIeKAlled MPOU3BOJICTBEHHON
MPAKTUKHU OCYIIECTBISETCS MO PEe3yIbTaTaM MHCIEKTUPOBAHUS TPOU3BOIUTENICH JIEKAPCTBEHHBIX CPENICTB
B 1nopsake, ycraHoBlieHHOM IIpaBurensctBom Poccuiickoit ®enepaumu. Pasmep 1miarel 3a BblIady
3aKJIIOYEHUSI O COOTBETCTBMM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSIM  IPaBUII
HaJUIeKalled MPOU3BOJACTBEHHON IIPAKTUKK ycTaHaBiauBaercs IIpasurensctBom Pocculickoit @enepanuu.
[Topsiiox opraHu3anuy U MPOBEACHUS WHCIEKTHUPOBAHUS MPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBUE TPEOOBAHUSAM TMPABWI HAAJEXKAIEH TPOU3BOJCTBEHHOW NPAKTHKU YCTaHABIMBACTCS
[IpaButenscTBOM Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHUSX:
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Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacms 2 cmamvu 45 nacmosuezo
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm wacmu 6 npeovioyuel pedaKyuu

2. Ilpou3BoAcTBO JieKapCTBEHHBIX cpeactB B Pocculickoit ®enepaunn ocylecTBiseTcs
MPOU3BOIUTENSIMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOIIMMHU JIMIEH3UI0 Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX
cpeactB. IloaTBepikneHHe COOTBETCTBUA JIMLIEH3MATa MpaBUiIaM HaJJIeXalleld IpPOU3BOJCTBEHHOU
MPAKTUKU OCYIIECTBIISAETCA B paMKax JUIEH3MOHHOTO KOHTPOJIL B COOTBETCTBHM C 3aKOHOJATEILCTBOM
Poccwuiickoit deaeparuu ¢ yaeToM 0COOCHHOCTEH, yKa3aHHBIX B 4acTy | HACTOSIICH CTaThH.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS C COOMI0OeHMEeM TpeboBaHU
IPOMBIIIIEHHOIO PETJIaMEHTa, KOTOPbIM yTBEPKAAaeTCs PYKOBOAUTEIEM IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYAaeT B ce0s IMepeueHb HCHOIb3YeMbIX (apManeBTHUYecKuX CyOCTaHIMi U
BCIIOMOTaTeJIbHBIX BEILECTB C YKa3aHUEM KOJMYECTBA Ka)XJOro0 M3 HUX, JaHHbIE 00 HCIOJb3yEeMOM
000py/IOBaHUH, OMNHMCAHHE TEXHOJIOTUYECKOro TpoIecca M METOJOB KOHTPOJS Ha BCEeX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

Wuopmarus 06 H3MEHEHHSIX:
Yacmwb 4 usmenena c 29 oexabps 2020 2. - @edepanvhuiii 3akon om 27 dexaops 2019 e. N 481-D3
Cm. 6yoywyro pedaxyuio
Yacmo 4 usmenena c 28 dexabps 2019 2. - Deodepanvhuiii 3axon om 27 dexaopsa 2019 e. N 462-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpu MPOM3BOJICTBE JIGKAPCTBEHHBIX CPEACTB HCIIOJIB3YIOTCS (hapMalleBTHUYCCKHUE CYOCTaHIIHH,
CBEJICHUS O KOTOPBIX COJEPKATCS B IOCYJIAPCTBEHHOM peecTpe JICKApCTBEHHBIX CPEJCTB, 32 UCKITFOUCHHEM
(dapManeBTUYECKUX CYOCTAHIIMMA, MTPOU3BOIUMBIX JUIS MPOBENCHUS KIMHUYCCKUX HCCICIOBAHUN W IS
skcropta. K mporeccy mpousBojcTBa (apMaleBTUUECKON CYOCTaHIIMM OTHOCSTCS JtOOble CTaauu
TEXHOJOTHYECKOTO TPOIEeCca, IMO3BOJISIONINE IOJYYHTh TOTOBBIM IMPOIYKT, COOTBETCTBYIONIUI
TpeOoBaHUSIM (apMaKONEeWHON CcTaTbu, B TOM 4Hcle (hepMEeHTalus, SKCTPAKIUs, OYUCTKA, BBIJEICHUE,
MEPEeKPUCTAILTU3AINS, BRICYIIIMBAHKUE, U3MEITbUCHHC.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 14 dexabps 2015 2. N 374-D3 uyacme 4.1 cmamou 45 nacmoswezo
DedepanbH020 3aKOHA U3LONCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

4.1. TlepeyeHb JEKapCTBEHHBIX NpPENApaTOB Ui MEIUIIMHCKOTO TPUMEHEHHUS, B OTHOIICHUH
KOTOPBIX YCTaHABIMBAIOTCS TpeOoBaHUs K OObEMY Taphl, YNAaKOBKE M KOMIUIEKTHOCTH, MEpeYeHb
JIEKApCTBEHHBIX MPETapaToB Uil BETEPUHAPHOTO TIPUMEHEHHS, B OTHOIICHUH KOTOPHIX YCTaHABIMBAIOTCS
TpeOoBaHUS K OObEMYy Tapbl, a TakXke TpeOOBaHUS K OOBEMY Taphl, YIMAKOBKE M KOMILJIEKTHOCTH
JICKapCTBEHHBIX IPErmaparoB I MEIWIIMHCKOTO TIPUMEHEHHWs, TpeOOoBaHWsS K OOBEMY Tapsl
JIEKapCTBEHHBIX TMpernapaTroB Ui BETEPUHAPHOTO TPUMEHEHHUS ONPEAEISIOTCS COOTBETCTBYIOLIUMHU
YIIOJITHOMOYEHHBIMU (heiepaTbHBIMU  OpTaHAMH HCITOJTHUTEIBHON BIIACTH B TMOPSIIKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

Wudopmanust 00 U3MEHEHUIX:
Yacmw 4.2 usmenena c 29 oexabps 2020 e. - Dedepanvhwiii 3axkon om 27 oekaops 2019 2. N 481-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrvim 3axonom om 3 uions 2016 o. N 261-D3 cmamou 45 nacmoswezo PedepanbHo2o 3aK0HA
oononnena yacmoio 4.2, ecmynaroweti 6 cuny ¢ 1 ausaps 2017 2.

4.2. OpraHuzaiuu, OCYIICCTBIISIIOIINE IMPOU3BOJCTBO (hapMaIeBTUUECKOW CyOCTaHIIMHM CIHPTa
ATHJIOBOTO (dTaHONA) AJIsi TPOU3BOACTBA CHUPTOCOJEPKAIINX JIEKAPCTBEHHBIX MPENapaTroB, O0sS3aHbI
OCYILIECTBIIATh YYET M JEKJIAPUPOBAHUE B MOPSAJIKE, YCTAHOBJIEHHOM cTaThsiMu 8 W 14 denepanbHOro
3akoHa oT 22 HostOpst 1995 roma N 171-®@3 "O rocyqapCTBEHHOM pErylIHpPOBAaHUM MPOMU3BOJACTBA U
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000poTa STUJIOBOTO CHHPTA, ATKOTOIBHOW M CIHUPTOCOACPIKANIEH NPOAYKIIMH U 00 OrpaHUYCHHUH
noTpeOaeHus (PaCUTH) aTKOTOJILHON TPOTYKITAN".

Wndopmarius 06 M3MEHEHUSX:

Cmamusa 45 oononnena uacmoto 4.3 ¢ 1 saneaps 2018 2. - Dedepanvruiii 3akon om 29 uronsa 2017 a.
N 278-@D3
4.3. NuauBuayalibHble NPEAIPUHAMATENN U IOPUINYECKHUE JIUIA, OCYLIECTBIISIONINE 3aKyNKy U
UCTIOJIb30BaHUE (DapMaleBTHUECKOW CyOCTAaHIIMU CIUpPTA STHIIOBOTO (3TaHOJA), @ TAKXKE MPOU3BOJICTBO,
W3TOTOBJICHHE H (WIM) O00O0pOT (32 MCKIIOYEHHEM PO3HUYHOM TMPOJAKH) CHUPTOCOACPIKAITUX
JICKapCTBEHHBIX TIPENaparoB, O00s3aHbl OCYIIECTBISATh HMX YYeT M JICKIAPUPOBAHUE B TOPSIKE,
YCTaHOBJICHHOM cTaThsiMu & W 14 dexnepanpbHOoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O
TOCYJapCTBEHHOM pPETyJIUPOBAaHUM TPOMU3BOJACTBA M 000pOTa STWJIOBOTO CIHUPTA, AJKOTOJBHOH H
CIUPTOCOEPIKAIICH MPOIYKIIMH U 00 OrpaHUYEeHUU TOTPeOIeHHS (PACTIUTHSA) AIKOTOIBLHOM MPOTYKITH'".

Undopmaris 06 n3MEHEHUSX:

Cmamuws 45 oononnena uacmoio 4.4 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-@3

4.4. Ilpu nTpOU3BOACTBE JIEKAPCTBEHHBIX MpENaparoB MAis BETEPUHAPHOTO IMPUMEHEHHUS
JIOITyCKAETCSl MCIONB30BaHUE NPOM3BEACHHBIX [UIA peanu3anud  (apMareBTHYECKHX CYOCTaHIIHH,
BKIIIOUEHHBIX B TOCYIApCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB YIMOIHOMOYEHHBIM (eaepatbHbIM
OpraHOM  HCIIOJIHUTENILHOW  BJIACTH, OCYIISCTBIIIIONIMM  BEICHHWE TOCYJapCTBEHHOTO  peecTpa
JICKAPCTBEHHBIX CPE/ICTB IS MEIUIIMHCKOTO IPUMEHEHHS.

5. 3anpermiaercs MPOU3BOICTBO:

1) nexapcTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B FOCY/IapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPE/ICTB,
3a HCKITIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, MPOM3BOIUMBIX JIJISl TIPOBEICHHS KIIMHUYECKUX MCCIIeIOBAaHUN
U JIJIs1 DKCIIOPTA;

2) danbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB;

3) nexapcTBEHHBIX CPEACTB 0€3 JIMLEH3UHN Ha IPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEICTB C HAPYIIEHHEM IPaBWJI OPTaHW3aldd MPOM3BOJICTBA M KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB;

Undhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 27 oexaops 2019 . N 481-D3 nynkm 5 npusnan ympamugwum cuiy ¢ 29
oexabps 2020 a.

Yacme 5 odononnena nynkmom 5 c¢ 1 samneapa 2018 . - Dedepanvuviii 3axon om 29 urwona 2017 a.
N 278-D3
5) (apmaneBTHUECKOM CYOCTaHIIMM CHOUPTA OTUJIOBOTO (dTAaHONA) HA TEXHOJOTHYECKOM
000pyIOBaHUH, KOTOPOE HE 3apEruCTPUPOBAHO MIIM 3aKOHCEPBUPOBAHO B COOTBETCTBHU ¢ DesiepanbHbIM
3akoHOM OT 22 Hos0ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM pETyJIUMPOBAHUU MPOM3BOJICTBA U
0o0opoTa 3TUJIOBOTO CIHMPTA, AJKOTOJBHOW U CIUPTOCOAEpIKAIled NPOIYKIMH U 00 OrpaHUYEeHUH
notpebseHus (pacuTHsI) aIKOTOJIbHOM MPOTyKIUH'".

Wndopmarys 06 M3MEHEHHSAX:

Yacmo 5 oonoanena nynkmamu 6 u 7 ¢ 29 dexabps 2020 e. - @edepanvhsiii 3akon om 27 0exabps
2019 2. N 481-®3

Cm. 6y0ywyro pedaxkyuio

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-@3 @ uacmv 6 cmamvu 45 Hacmosiwe2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
6. Ilpu BBOmE JEKAPCTBEHHBIX CPEACTB B TPAKIAHCKHH OOOPOT YIMOJHOMOYECHHOE JIHIIO
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB OCYILIECTBISAECT MOATBEPKIECHUE COOTBETCTBUS JICKAPCTBEHHBIX
CPEICTB TPeOOBAHUSAM, YCTAHOBJIEHHBIM IPH UX TOCYAAPCTBEHHOW PETUCTpAllMU, U TapaHTHPYET, UTO
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JICKAPCTBCHHLIC CPCACTBAa IPOU3BCACHBI B COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I ImpaBuJI Hannencameﬁ
HpOHSBOI[CTBCHHOﬁ IIPpAaKTHUKH.

Wndopmarius 06 M3MEHEHUSX:
Yacmw 7 usmenena c 13 aseycma 2019 e. - Dedepanvrviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedsloywyro pedaKyuio

7. YTIOTHOMOYCHHBIM JIUIIOM TIPOM3BOAMTENS JICKAPCTBEHHBIX CPEJCTB SBJISETCS €ro pabOTHUK,
aTTeCTOBAaHHBI B YCTAHOBJICHHOM YIOJHOMOYCHHBIM (peepabHbIM OPraHOM HCIOJIHHUTEIBHOW BIACTH
MOPsI/IKEe U UMEIOIIHNNA CTaK pabOThl HE MEHEE YeM IIATh JIET B 00JacTH MPOU3BOJICTBA U (MJIH) KOHTPOJIS
Ka4yecTBa JICKApPCTBEHHBIX CPECTB, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO 1O OJHOM M3 CIEIUATBHOCTEH
v (WIM) OJHOMY W3 HANPABICHWA TOJITOTOBKU: OWONOTHS, OHOTEXHOJOTHS, BETCPUHAPUS,
BETCPUHAPHO-CAHUTAPHAsT JKCIEPTH3a, KIWHUYECKAs MEIUIMHA, pPaJUaldOHHAs, XUMHUYeCKas |
Oumosoruveckas 3amura, papmarus, GpyHaIaMeHTaTbHAS MEAUIIMHA, XHMHUYCSCKash TEXHOJIOTHSI, XHMHSL.

Wuopmarus 06 H3MEHEHHSX:
Yacmo 8 usmenena c 1 ausaps 2018 2. - @edepanvhuiii 3akon om 29 urons 2017 2. N 278-D3

CMm. npedvloywyro pedaKyuio

8. IIponsBoanTeNN JIEKAPCTBEHHBIX CPEICTB (32 HCKIIOYEHHEM (DapManeBTUYECKOW CyOCTaHIIUU
CIUpPTa STUIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH MPOAAXKY JIEKAPCTBEHHBIX CPEJICTB UJIN NepeaBaTh UX
B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickon Denepannu nopsaKe:

1) ApyruM IpoOU3BOIUTENSIM JIEKAPCTBEHHBIX CPEICTB AJISl TPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3anysaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuHbIM OpraHU3alUsAM, BETEPUHAPHBIM alTEYHBIM OPTraHU3AlMSIM, HWHIUBUIYaATbHBIM
OpeIPUHUMATENSIM, MUMEIOIIUM JIMLIEH3UI0 Ha (apMaleBTUYECKYIO AESITEIbHOCTh WJIM JIMIIEH3HIO Ha
MEUIUHCKYIO JeSTeIbHOCTD;

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3AIUSAM JJIs1 HAyYHO-MCCIIEI0BATEIhCKONU PaOOTHI;

5) MEeIUIIMHCKUM OpTaHU3aIUsIM U BETEPUHAPHBIM OpPTaHU3aIIHsIM;

Wndhopmarust 06 n3MEHEHUSX:
Ilynkm 6 uzmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio
6) OpraHm3anysIM W WHIANBUAYAIBHBIM TPEANPUHUMATENSIM, OCYIICCTBISIONIUM pPa3BeICHUE,
BBIpAlMBaHUE U COACPKAHHE )KUBOTHBIX (32 HCKIIOUEHUEM MPOJaKU UM (hapMalleBTHUECKUX CyOCTaHIIHIMA
WJIN UX TIepeaayn).

Wndopmarys 06 n3MEHEHHSAX:
Yacmov 9 usmenena c 29 oexabps 2020 2. - Dedepanvhuiii 3axon om 27 oekabps 2019 2. N 481-D3
Cm. 6y0ywyro pedaxkyuio

Cmamuvs 45 oonoanena uacmoio 9 ¢ 1 aumeaps 2018 2. - Pedepanvhviti 3axon om 29 uwoaa 2017 e.
N 278-D3
9. TlpousBogutenu (apmMaleBTUUECKON CyOCTaHIIMM CHHMPTa STUIOBOTO (3TaHONA) OO0s3aHbI
OCYILLIECTBIIATh peanu3aluio (Iepeaady B YCTAaHOBIEHHOM 3aKoHOJaTenbcTBOM Poccuiickoit ®enepanuun
nopsiike)  ¢dapManeBTHMYECKOW  CyOCTaHIIMM  CIUpTa  ATWIOBOrO  (3TaHONA)  MPOU3BOAUTEINSIM
JIEKapCTBEHHBIX CPEJCTB JUIsl MIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 00beMoM He Ooiee 1
autpa U (unu) He meHee 1000 TuTpoB, a opraHu3anusaM, yKa3aHHBIM B ITyHKTax 2 - 6 4acTu 8 HACTOSIIEH
CTaThH, B Tape 00beMoM He Ooree 1 nuTpa.

Wndopmarius 06 H3MEHEHUSX:

Cmamuws 45 oonoanena uacmsamu 10 u 11 ¢ 29 dexabps 2020 o. - @edepanvhwiii 3axon om 27 dekabps
2019 2. N 481-D3

Cm. 6yoywyro pedaxyuio
TAPAHT:
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Cwm. koMMeHTapuu K ctathe 45 HacTosiero denepaqbHOr0 3aKOHA

Crarbsa 46. MapkupoBKa J€KapCTBEHHBIX CPEICTB
TAPAHT:

Cm. Ilonmoxenne O  TPOBEACHUU  DKCIEPUMEHTA IO  MApKUPOBKE  KOHTPOJBHBIMHU
(upeHTH(UKAIMOHHBIMU) 3HAKaMHd W MOHHMTOPUHIY 332 00OPOTOM OTAEIBHBIX BHUJIOB JICKApCTBEHHBIX
IpenaparoB Uil MEIUIIMHCKOTO IPUMEHEHHS, YTBEp)KICHHOE nocTanoBinennem [IpaBurenscrea PO ot
24 suBaps 2017 r. N 62

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-D3 6 uacmv 1 cmamvu 46 nacmosiuezo
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. JlekapCTBEHHBIC IMpemnaparhl, 3a UCKIIOUECHHEM JICKApPCTBEHHBIX IMPENapaToB, U3rOTOBICHHBIX
anTCYHBIMM  OPTAaHU3ANMSIMH, BETCPUHAPHBIMH ANTCYHBIMUA  OpPTaHW3AIUSMHU, HWHIUBHIYATbHBIMH
NPEANPUHUMATEISIMU, UMCIOIIUMHE JIMIIEH3UIO Ha (DapMaleBTHYECKYIO JACSTeIbHOCTb, IOJDKHBI TOCTYIIATh
B oOpallieHue, eciu:

Wudopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyuxkm 1 yvacmu 1 cmamovu 46 nacmosiue2o
DedepanbHoeo 3aKOHA BHECEeHbl UsMeHeHUs1, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
1) Ha WX mNEePBUYHOW YIAKOBKE (3a HWCKIIOYCHHEM TIEPBUYHOM YITAKOBKU JICKAPCTBCHHBIX
pacTUTEIBHBIX MPENapaToB) XOPOIIO YUTAEMBIM IIPU(PTOM HA PYCCKOM SI3BIKE YKa3aHbl HaWMEHOBaHHE
JICKapCTBEHHOTO TIperapara (Mex1yHapoIHOe HeTIaTeHTOBAaHHOE, WIH TPYIITHPOBOYHOE, UIIH XUMHUYECKOE,
WM TOPTrOBOE HAMMEHOBAHNE), HOMEP CepPHH, JaTa BBITycKa (IsI HUMMYHOOHUOJIOTHYECKUX JIEKAPCTBEHHBIX
IperapaToB), CPOK TOAHOCTH, JTIO3UPOBKA WIIM KOHIICHTpAIHS, 00beM, aKTUBHOCTh B €IUHUIIAX JICHCTBHS
WA KOJIMYECTBO J103;

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ nyukm 2 yvacmu 1 cmamovu 46 nacmosuezo
DedepanbHo2o 3aKOHA 8HEeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu

2) Ha WX BTOPUYHOU (MOTPEOUTENHCKON) YMaKOBKE XOPOIIO YUTAEMbIM HIPUPTOM Ha PYCCKOM
S3bIKe YKa3aHbl HAaWMEHOBAHHE JIGKAPCTBEHHOTO mpernapara (MeXIYHApOJHOE HENaTeHTOBAaHHOE, WU
TPYNNUPOBOYHOE, WM XHUMHYECKOE U TOProBO€ HAMMEHOBAHHWS), HAUMEHOBAHHE TPOU3BOJUTENS
JICKapCTBEHHOTO TperapaTta, HOMEp CEpHH, JlaTa BBIMycKa (I MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
pernapaToB), HOMEP PETHUCTPAIMOHHOTO YyAOCTOBEPEHHs, CPOK TOJHOCTH, CIIOCO0 MpUMEHEHUs,
JIO3UPOBKA WJIM KOHIICHTPAIUs, OO0bEM, aKTHBHOCTh B €IUHUIAX JICHCTBUSA JUOO KOJIMYECTBO JIO3 B
YIIAKOBKE, JIEKApCTBEHHAs (JopMa, YCIOBHUS OTITYCKa, YCIOBHS XpaHEHHUsI, IPEIyPEaUTEeIbHbIC HAICH.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 6 uacms 2 cmamvu 46 Hacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHUs, scmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem uacmu 6 npeovioyujeti peoaxkyuu

2. dapmaleBTHUECKHE CYOCTaHIMU JOJDKHBI IOCTYNAaTh B OOpallleHHe, €cld Ha UX MEepBUYHON
YIIaKOBKE XOPOILO YUTAEMBIM MIPU(PTOM Ha PYCCKOM S3BIKE YKa3aHbl HAUMEHOBaHHE (papMalleBTUYECKON
cyOcTaHIIMM (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WM TIPYNIUPOBOYHOE, WIN XMMHUYECKOE U TOProBOE
HaNMEHOBAHMs1), HAMEHOBAHUE MPOU3BOAUTEN (hapMaIleBTUYECKON CyOCTaHIIMM, HOMEp CepuM U Jara
U3TOTOBJICHHS, KOJIMYECTBO B YIAKOBKE M €IMHUIIBI U3MEPEHUSI KOJIUYECTBA, CPOK IOJHOCTH M YCIOBUS
XpaHEHUS.

3. JlexapcTBeHHBIE CpelICTBA B KayeCTBE CHIBOPOTOK JOJIKHBI IOCTYNAaTh B OOpallleHHe C
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yKa3aHUuEeM KUBOTHOTO, U3 KPOBH, TJIa3Mbl KPOBH, OPTAHOB U TKAHEH KOTOPOTO OHU MOJTYUYEHBI.

4. Ha BTopuuHy1o (MOTPeOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJYYECHHBIX U3 KPOBH,
1J1a3Mbl KPOBU, OPTaHOB U TKaHEW YeJIOBEKa, JOJKHA HAHOCUThCA Haanuck: "Anturena k BUU-1, BUY-2,
K BUpycy renaruta C U MOBEPXHOCTHBIM aHTUTEH BUpYyca renarura B oTcyTcTByroT".

5. Ha  mnepBuYHyr0  ymakOBKy H  BTOPUYHYIO  (TOTPEOUTENBCKYIO)  YHIAKOBKY
paarodapMareBTHIECKUX JIEeKaPCTBEHHBIX CPECTB JOJKEH HAHOCUTHCS 3HAK paualliOHHOMN OIMacHOCTH.

6. Ha BTOpruHyto (MOTpeOUTENBCKYIO) YIIAKOBKY MOMEONATHYECKUX JIEKAPCTBEHHBIX TPENapaToB
NOJDKHA HAHOCUTHCS HaaImuch: "['oMeonaTrnyeckuii'.

7. Ha BropuuHyro (HOTpPEOMTEIbCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX DPACTUTEIBHBIX IPENapaToB
JIOJ>KHA HAHOCUTBCS HAaaKCh: "[Ipoaykius nponuia paauaimOHHbIA KOHTPOJIb' .

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 8 cmamvu 46 Hacmosuezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

8. Ha mnepBuuHyi0 ymakoBKy (€CiM MAJisi 3TOTO CYIIECTBYET TEXHHMUYECKas BO3MOXKHOCTb) U
BTOPUYHYIO (TIOTPEOUTENIBCKYI0) YIAKOBKY JICKAPCTBEHHBIX TIPENaparoB, IPEAHA3HAYCHHBIX IS
KJIMHUYECKUX UCCIEA0BaHUH, T0JKHA HAHOCUTBCA HAANMUCh: "JIJIsl KTMHUYECKUX HCCIIeJOBaHUMI" .

9. VYnakoBka JEKapCTBEHHBIX CpPEICTB, MpPEAHA3HAUYEHHBIX HWCKIOYUTEIBHO [UISl SKCIOpPTa,
MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TtpancnopTHyto Tapy, KOTopas HE MNpeJHa3Haue€Ha Jid MOTpeOuTeneil U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEICTBO, MOJDKHA HAHOCUTHCS HHPOpMAnus O HAUMEHOBAaHUH, Cepuu
JIEKAPCTBEHHOT'O CPEJICTBA, JlaT€ BBIMYCKA, KOJIMYECTBE BTOPUYHBIX (TOTPEOUTENHCKUX) YIMAKOBOK
JIEKApCTBEHHOI'O0 CPEACTBA, MPOU3BOAUTENE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHUEM HAMMEHOBAHMS M
MECTOHAXO0XKIECHUS MPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA (aIpec, B TOM YHCIIe CTpaHa U (WJIH) MECTO
IPOM3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), a TaKXKe O CPOKE TOJHOCTH JIEKapCTBEHHOI'O CpesicTBa U 00
YCJIOBHSIX €T0 XpaHEHUsI U NIEPEBO3KH, HEOOXOUMBIC MPEAYNPEIUTENHHBIC HAIITUCU U MAHUITYJISITOPHBIE
3HaKHU.

11. Ha nepBHYHYyI0 YNaKOBKY W BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CPEeACTB [UIsl BETEPUHAPHOIO MNPUMEHEHUs JOJKHA HAHOCUTbCS Haamuch: "l BeTepuHApHOTO
npUMeHeHus".

12. Ha BropuuHyto (TOTpEeOUTENHCKYIO) YIAKOBKY JEKApPCTBEHHOTO Tperapara HaHOCUTCS
LITPUXOBOH KOJ.

TAPAHT:

CM. koMMeEHTapuu K cTaTtbe 46 HacTosero PenepanbHOro 3aKOHa

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHuim 3axkonom om 6 oexkabps 2011 2. N 409-DP3 6 naumenosanue 2nagvl 9 Hacmosue2o
DedepanbHO20 3aKOHA 8HECeHbl USMEHEHUs, GCMynalowue 6 CUIy no UCMeyeHuu mpuoyamu OHeu nocje
OHsL opuyuanvbHo20 0nYoOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mekcm HAUMEHOBAaHUs 8 NPedblOyuell peoaKyuu

I'maBa 9. BBo3 ekapcTBeHHBIX cpeacTB B Poceniickyio ®denepanuio 1 BbIBO3 JIEKAPCTBEHHBIX
cpeacrts u3 Poccuiickoii Pegepaunu

Wndopmarus 06 H3MEHEHUSX:

DedepanvHuim 3akonom om 6 oexabpsa 2011 2. N 409-D3 6 naumernosanue cmamou 47 Hacmosiue2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CUIY NO UCMEeYeHUU Mpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA
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Cm. mexcm HauMeHO8aHUsL 8 NPedbloyuell pedaxKyuu
Crarba 47. ITlopsanok BBO3a JEKapCTBEHHBIX cpelncTB B Poccuiickyro denepanuio W BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit Oenepannu

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 47 nacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, BCIMYNalowue 6 CULY N0 UCIeEeYeHUU mpuoyamu OHell nocie
OHsl 0puyuanvHo2o onyoaUKo8anus Ha3eanHo2o PedepaibHo20 3aKOHA

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
1. BBo3 nekapctBeHHBIX cpeAcTB B Poccuiickyto dDenepanuio OCYIIECTBIAECTCS B MOPSIIKE,
ycraHoBiieHHOM [IpaButenscrBom Poccuiickorn ®Dexpepanuyd, B COOTBETCTBUM €  TaMOMKEHHBIM
3aK0HOJ1aTeTLCTBOM TamoxeHHOTO coro3a B pamkax EBpA3DC (nmanee - TaMOXKeHHBIH COXO3) U (HIIN)
3aKoHoJaTensLcTBOM Poccuniickoi denepatiiv 0 TaMOKEHHOM JIEIIE.

Wuopmarus 06 H3MEHEHHSX:
Yacms 2 usmenerna c 28 oexkabps 2019 2. - @edepanvhuiii 3akon om 27 dekabps 2019 e. N 462-D3

Cm. npeovloywyro peoakyuio
2. BBosumbie B Poccuiickyro Deneparuio JieKapcTBEHHBIE CPENICTBA JOKHBI COJEPKATHCS B
rocy1apCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/ICTB.

Undopmaris 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 3 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, BCIMYNalowue 8 CULY NO UCHeYeHUuU mpuoyamu OHell nocie
OHsL OpuyuanbHo20 0nyoOIUKOBAHUS HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

3. Homyckaercst BBo3 B Poccuiickyto @enepanuio KOHKpPETHOW MapTUM 3aperMCTPUPOBAHHBIX U
(M)  He3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX ~ CPEJICTB, IpeJHA3HAUeHHBIX JUIi  IPOBEIEHUS
KJIMHUYECKUX HCCIIEOBAaHUI JIEKApCTBEHHBIX IPENapaToB, IMPOBEIEHUS AKCIEPTU3bl JIEKAPCTBEHHbIX
CPEICTB AJI OCYIIECTBIIEHUS TOCYJapCTBEHHOM pErMCTpPAllMy JIEKAPCTBEHHBIX INPENapaTtoB WINA Ui
OKa3aHUs MEIUIUHCKOM MOMOIIM MO >KU3HEHHBIM MOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUU
pas3pelIeHus, BbIIAHHOTO YIOJIHOMOYEHHBIM (peiepajbHbIM OpPraHOM HCIIOJIHUTENIBHOW BIIACTH T10
3asBJICHUSAM JIML, YKa3aHHbIX B cTarbe 48 Hactosuero ®denepanpHoro 3akoHa. PaccMoTpeHue Takoro
3asBJICHAS M IPUHATHE pEHIEHHs O BbIJA4Ye pa3pelieHUs Ha BBO3 KOHKPETHOW IAapTHHU
3aperuCTPUPOBAaHHBIX U (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NMpPEAHA3HAUYEHHBIX IS
IPOBEJCHUS KJIMHMYECKUX MCCIENOBAHUN JIEKAPCTBEHHBIX IIPENapaTroB, IMPOBEACHUS OSKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U1 OCYIIECTBJIEHUS TOCYJAapCTBEHHOM pEruCcTpaluu JIEKapCTBEHHBIX
IpenapaToB WM JUId OKa3aHUs MEAMIMHCKOW ITOMOILIM IO JKU3HEHHBIM IIOKa3aHUSM KOHKPETHOTO
naueHTa aub0 o0 oTKa3e B BbIJay€ YKAa3aHHOTO Pa3peuIeHHs] MPOU3BOASTCS B CPOK, HE MPEBBILIAOIIMIMA
nsaTH pabouux aHel. [Inara 3a BeIgauy yKa3aHHOTO pa3pelieHus He B3UMaeTcsl.

Wudopmanust 06 U3MEHEHUIX:

Cmamuws 47 oonoanena uwacmoio 3.1 ¢ 1 mapma 2020 e. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
475-D3

Cwm. 6yoywyro peoakyuro

DedepanvHvim 3axkonom om 6 Oexabps 2011 2. N 409-DP3 6 uyacmv 4 cmamvu 47 nHacmoswe2o
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAouUe 8 CULY NO UCMeYeHUU Mpuoyamu OHell nocie
OHsL 0puyuanvbHo20 ONYOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
4. B Poccuiickyro denepandio MOXHO BBO3WUTH JICKAPCTBEHHBIE CPENICTBA, KAY€CTBO KOTOPBIX
MOJTBEPKICHO CEPTHPUKATOM MPOU3BOIUTEINSI IEKAPCTBEHHBIX CPEJICTB, YIOCTOBEPSIONINM COOTBETCTBHE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUAM (apMaKOIMEHHBIX cTaTel 100 B caydyae UX OTCYTCTBHUS
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HOpMaTHBHOﬁ JOKYMCHTAIMU UJIKX HOPMATHUBHOTI'O JOKYMCHTA.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 5 cmamvu 47 nacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbl USMEHEHUsl, BCIMYNAlowue 6 CULY N0 UCIEeYeHUU Mpuoyamu OHell nocie
OHSL 0PUYUATILHO20 ONYONUKOBAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
5. 3anpemaercs BBo3 B Poccuiickyro ®eneparuio QpanbcuPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPa(paKTHBIX JICKAPCTBEHHBIX CPEJICTB.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 6 cmamvu 47 nacmosuezo
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPpuoyamu OHetl nocje
OHA 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

6. DanpcuduIMpoBaHHBIC JCKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
Cpe/CTBa MOJJICIKAT U3BATHIO U MOCICAYIONEMY YHUUTOKEHUIO WK BbIBO3Y U3 Poccuiickoit denepariuu,
KOHTpa(aKTHBIC JICKAPCTBCHHBIE CPEJICTBA - U3BATHIO M IMOCICAYIONEMY YHHUTOKEHUIO. YHHUTOXKCHHE
wii  BbiBO3 U3 Poccuiickoii ®Denepanmun  panbcuduUIMpOBaHHBIX  JICKAPCTBEHHBIX  CPEJICTB,
HEOOPOKAYECTBCHHBIX  JIGKAPCTBEHHBIX  CPEICTB,  KOHTpPaQaKTHBIX  JICKAPCTBCHHBIX  CPEACTB
OCYILECTBIISICTCS 32 CYET JIMIA, OCYHICCTBUBIIETO WX BBO3. [lOps/0K YHHYTOXKCHUS U3BATHIX
danbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB ycTaHaBmuBaercs [IpaButenscTtBoM Poccuiickoit denepanum.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 7 cmamvu 47 Hacmoswezo
DedepanbHoe0 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL oGhuyuanbHO20 ONnyOIUKO8AHUSL HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm yacmu  npeovloyweti pedaKyuu
7. Jluma, ocymectBistounie BBo3 B Poccuiickyto  ®enepauuio  danbcupumpoBaHHbBIX
JICKapCTBEHHBIX  CPEJICTB, HEIOOpPOKAYEeCTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOYKEHHBIM 3aKOHOATEILCTBOM
TamoxxeHHOT0 cor03a U (MIN) 3aK0HO1aTeIbeTBOM Poccuiickoit denepanuv 0 TAMOKEHHOM JIETIE.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 6 uacms 8 cmamvu 47 nacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovioyueli peoaKyuu
8. BbIB03 jekapcTBeHHBIX cpeacTB U3 Poccuiickoit Denepaniun ocymecTBisercs: 6e3 NpUMEeHEeHUs
OTpaHUYEHUM, YCTAHOBJIEHHBIX TAaMOXKEHHBIM 3aKOHOJATEeNLCTBOM TaMOXKEHHOro cow3a U (WUJn)
3aKOoHOAATeNnbCcTBOM Poccuiickoii ®denepanuu 0 TOCyIapCTBEHHOM pETYJIMPOBAHUH BHELIHETOPTOBOM
JeSITeNIbHOCTH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuwsa 47 donoanena uacmoio 9 ¢ 29 noabpa 2019 e. - @edepanvhuiii 3akon om 28 nosopsa 2018 o. N
449-D3
9. BBog B rpaxkgaHcKuii 00OpOT JIEKapCTBEHHBIX MPENaparoB IS MEAUIIMHCKOIO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyro denepaiinio, OCyIIeCTBISIETCS ¢ COOMIOeHNEM TpeOOBaHUM, YCTaHOBICHHBIX
crarbeil 52.1 Hacrosmero deaepaibHOro 3aKOHa.
TAPAHT:

CM. koMMeHTapuu K cTatbe 47 HacTosero denepalbHOTO 3aKOHa
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Wndopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 6 oexabps 2011 2. N 409-D3 ¢ cmamvio 48 nacmosiwezo Dedepanbrozo
3AKOHA BHECEHbl UBMEHEHUs, GCmynarowue 6 CUly No UCMeYeHUUu mpuoyamu OHell Nnocie OHs
opuyuanvrozo onyoruKosanus HazeanHo2o PedepanbHo2o 3aKOHA

Cm. mexcm cmamwvu 8 npedvbloyweti pedaKyuu
Crarba 48. HOpuanyeckue nMIa, KOTOPHIM pa3pelieH BBO3 JICKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro

JlekapcTBennsie cpenctBa B Poccuiickyro denepannio MOryT BBO3UTh:

1) mnpousBOIMTENM JIEKAPCTBEHHBIX CPEACTB s LEJIe COOCTBEHHOIO IPOM3BOACTBA
JICKapPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3pabdOTUYUKH JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIC IPOU3BOAUTEIN
JICKAPCTBEHHBIX CPEJCTB WU JAPYTUE IOPUIUYECKHE JIUIIA M0 MOPYUEHHUIO Pa3paboTyrKa JIEKapCTBEHHOTO
CpEICTBA JJIsi IMPOBEIEHUS KIMHUYECKUX HCCIIEIOBAaHUI JIEKApCTBEHHOrO Ipenapara, OCYILECTBICHUS
roCy/IapCTBEHHOW PErUCTpalUK JIEKaPCTBEHHOTO MIpenapaTa, BKIIOUeHUs (papMalieBTHYeCKON CyOCTaHIIuN
B FOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB, KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB IPU
HAJIMYUU pa3pellieHuss YHOJIHOMOYEHHOTO (elIepaibHOr0 OpraHa HCHOJHUTENBHON BIACTH Ha BBO3
KOHKPETHON NapTUU JIEKAPCTBEHHBIX CPE/CTB;

3) opraHuzanyy ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH CPEJACTBAMH;

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 2 wuona 2013 2. N 185-®@3 6 nynkm 4 cmamou 48 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCEeHbl USMeHeHUs, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 2.

Cm. mexcm nynkma 6 npeovioyujelt peoaxKyuu
4) Hay4yHO-HMCCJIENOBATENbCKHUE OpraHu3alud, o0pa3oBaTelIbHbIe OpPraHU3AIMH  BBICIIETO
o0Opa3oBaHUs, MPOU3BOIUTEIIN JIGKAPCTBEHHBIX CPEJICTB I Pa3paOOTKH, HWCCIICIOBAHHMA, KOHTPOJIS
0e30MacHOCTH, KadecTBa, J(PGEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB TMPU HATUYUU  pPa3pelIeHUs
YIIOJIHOMOYEHHOTO (heZepalbHOTO OpTraHa HCIIOIHUTEIHLHON BIIACTH;

Wndopmarys 06 H3MEHEHHSAX:

DedepanvHvim 3akoHom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmosue2o
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs]

Cm. mexcm nynkma 8 npeovioyujell peoaxkyuu
5) MeAUIIMHCKUE OPTaHU3allMY, UHBIE YKa3aHHbBIE B MyHKTaxX | - 4 HACTOAIIEH CTaThbl OpraHu3alun
JUTSL OKa3aHUsI MEIUIIMHCKON ITOMOIIY 10 KU3HEHHBIM MTOKA3aHUSM KOHKPETHOTO IMaIllMeHTa MPH HATHIUU
paspelieHus yImoJHOMOUYEHHOTo (heepaabHOr0 OpraHa MCTIOJHUTENBHOM BJIACTH Ha BBO3 KOHKPETHOMU
NMapTUH JICKaPCTBEHHOTO TIperapara, BBIIAHHOTO B YCTAHOBJICHHOM TOpsAKe B (OpME IJIEKTPOHHOTO
JOKYMEHTA, MOJITMCAHHOTO YCUJICHHON KBATU(UIIMPOBAHHOM 3JIEKTPOHHOM MOMHCEHIO.

Wudopmanust 06 U3MEHEHUSX:

Cmamuws 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvhsiii 3axkon om 27 dekabps 2019 e. N
475-D3

Cm. 6yoywyro peoakyuro
TAPAHT:

Cwm. KOMMCHTApHHU K CTAThC 48 HaCTOAIICTO d)ez[epaJILHoro 3aKOHa

Wndopmarus 06 H3MEHEHUSX:

Deodepanvrvim 3akonom om 6 dexaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosueco
DedepanbHoeo 3aKOHA 8HECEeHbl USMEHEHUsl, BCIMYNAalowue 6 CULY N0 UCIeEeYeHUU mpuoyamu OHell nocie
OHSL 0PUYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanlbHO20 3aKOHA

Cm. mexcm HAUMEHOBAHUSL 8 NPeOdblOYUel PeOaKyuu
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Crarbs 49. JlIokyMeHTBI, IIpe/ICTaBIsIEMbIE B TaMOKE€HHbIE opraHbl Poccuiickoit denepanuu npu
BBO3€ JIEKAPCTBEHHBIX CpeACcTB B Poccuiickyto denepaiiuio

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmo I cmamvu 49 nacmosiweco
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCMYnalowue 8 CUILY NO UCHeYeHUuU mpuoyamu OHell nocie
OHA 0huyUarbHO20 ONYOIUKOBAHUS HA36aHH020 PedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3€ nekapcTBEHHBIX cpeacTB B Poccuiickyto denepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit denepanuu HapsALy ¢ JOKYMEHTaMU, IPEACTABICHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHO/aTeIbCTBOM TaMOKEeHHOro coro3a M (Wiau) 3akoHojarenscTBoM Poccuiickoit ®denepauuu o
TaMOKEHHOM JIeJI€, IPEICTaBIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) ceprudukaT TPOM3BOAMTENS JIEKAPCTBEHHOTO CPEICTBA, YIAOCTOBEPSIONIMA COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O Cpe/cTBa TpeOOBaHUAM (apmakorneiHol craTbu JMOO B cilydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIMH UM HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHUE YHOJIHOMOYEHHOTO (elepalbHOro OpraHa MCIOJHUTEIbHONW BJIACTH HAa BBO3
KOHKPETHON MapTUH JIEKAPCTBEHHOI'O CpEACTBA B CIIy4asX, YCTAaHOBJIEHHBIX YacTbio 3 crarbu 47
HacTosAwero denepanbHOro 3aKoHa.

Undopmarus 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamvu 49 nacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbl USMEHeHUsl, GCIMYNalowue 8 CULY NO UCHeYeHUuU mpuoyamu OHell nocie
OHsL 0PUYUATILHO20 ONYONUKOBAHUS HA36AHH020 DPedepanlbHO20 3aKOHA

Cm. mexcm yacmu  npeovloyweti pedaKyuu
2. JIoKyMEHTBI, yKa3aHHbIE B IyHKTax | W 2 yactu | HacTosmied CTaTbH, IPEICTABIISIFOTCS B
TaMOKeHHbIe opranbl Poccuiickoii @enepanuu npu NpUOBITHM JEKapCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuro.
TAPAHT:

CMm. komMeHTapuu K ctatbe 49 HacTosiero denepaibHOro 3aK0Ha

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 29 utons 2015 2. N 160-D3 6 naumenosanue cmamvu 50 Hacmosue2o
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm HAUMEHOB8AHUS 8 NPeObLOYUel pedaKyuu
Crarbs 50. BBo3 nekapcTBeHHbIX mpenaparoB B Poccuiickyro ®Penepanuio Ui JMYHOTO
WCIIOJIb30BaHNS M MHBIX HEKOMMEpPYECKHMX IeJed, a TakKe JUIs MCIOJIb30BAaHHsS Ha
TEPPUTOPUU MEKAYHAPOIHOIO MEIULIMHCKOTO KIIacTeEPa

Hndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 1 cmamvu 50 nacmoswezo

DedepanvbHo20 3aKOHA GHECEHbl USMEHEHUsl, 6CMYNAalowue 8 CULY N0 UCMeYeHul mpuoyamu oxell nocie
OHA ohuyuanbHo20 onyoIUKO8aHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlekapcTBeHHBIC mMpemapartbl MOTYT ObITh BBe3eHbI B Poccuiickyro ®Depeparuio 6e3 yuera
TpeOOBaHMH, MPEAYCMOTPEHHBIX JacTsMu | - 4 ctateu 47, ctatbavmu 48 u 49 Hacrosmero denepaabHOTO
3aKOHA, €CJId OHU MPeIHa3HAYCHbI JUIS:
Wndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 2 uwona 2016 2. N 163-DP3 nynkm 1 uwacmu I cmamovu 50 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLL PeOaKYUU

Cm. mexem nynkma 6 npeowvloyueil peoakyuu
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1) nudHOTO WCTHONB30BaHUS (DU3MUECKUMHU JHUIAMH, MPUOBIBIIUME B Poccuiickyto denepanuio.
I[Ipu »ToM BBO3 B Poccuiickyto @enepanuio  JEKAPCTBEHHBIX MPENaparoB,  COJAEPIKAIIMX
CHWJIBbHOJCUCTBYIOIIME U (WJIH) SJOBUTHIC BEIIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B  CIIMCOK
CUJIBHOJICUCTBYIOIIMX BEILECTB JJIA LI€JIEH YroJIOBHOTO 3akoHojaTenbcTBa Poccuiickont denepaiuy U B
CIIMCOK SJOBUTBIX BEIIECTB JUIA LEJIEeM YroJIOBHOrO 3akoHonarenscTBa Poccuiickoir denepanuy,
yrBepxkeHHble 1IpaButensctBoM Poccuiickoit denepanuu, OCymecTBISAE€TCsS NMPU HAIMYANA JOKYMEHTOB
(3aBepeHHBIX KOMHM JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMTUCOK M3 HUX), MOJITBEPKIAIOLIMX Ha3HAUYCHHE
busznyecKoMy JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX IpEnapaToB (3a HUCKIIOYEHHEM JIEKapCTBEHHBIX
MIpEIaparoB, 3aperucTpupoBaHHbixX B Poccuiickoit @enepanuu u otnyckaembix B Poccuiickoit denepaunu
0e3 pelernta Ha JIeKapCTBEHHBIN mpenaparT). [loaTBepikaaronue JOKyMEHThI (MX 3aBEpEeHHbIE KOMUU WU
3aBEpPEHHBIC BBIMUCKKM U3 HHUX) JOJDKHBI COJEpPXKaTh CBEICHUS O HAUMEHOBAHMM M KOJIHMYECTBE
HA3HAYEHHOT'O JIEKAapCTBEHHOIO TMpemapara. B cioydae, ecnu MNOATBEp)KIArOMIME JOKYMEHTHI (UX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPEHHbIC BBIMUCKA W3 HHUX) COCTABIICHBI HAa MHOCTPAHHOM SI3bIKE, K HUM
MpUJIAraeTcs HOTapHaJIbHO 3aBEPEHHBIN MIEPEBO/ HA PYCCKUU SA3BIK;

2) WUCHOJIb30BaHUS PAOOTHUKAMHU  JUIJIOMAaTHYECKOTO KOpIyca WIM TMPEICTABUTEISIMU
MEXIYHAPOJHBIX OpraHU3alnii, akKpeAUTOBaHHBIX B Poccuiickoii @enepanuuy;

3) 7nedeHHs] MACCAKUPOB U UWICHOB HKUMAXKEH TPAHCHOPTHBIX CPEACTB, MOE3AHBIX Opurag u
BOJMTEJICH TPAaHCIIOPTHBIX CPelICTB, MpUOkIBIINX B Poccuiickyro denepanmro;

4) nedeHusi y4aCTHUKOB MEKYHAPOIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIPUATUNA U YUaCTHUKOB
MEXIYHAPOJAHBIX IKCIIECIULINAN;

Undopmarius 06 H3MEHEHUSX:
Ilynkm 5 uzmenen c 13 aseycma 2019 a. - @eodepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npedvloywyro pedaKyuio
5) 7edeHHs KOHKDPETHBIX JKMBOTHBIX B 300Mapkax, 300cajax, IMpKaxX, OKeaHapuymax,
nenbQUHApUAX, JIEUEHUS TUKUX S>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEISIONINX TEPPUTOPHIO
Poccuiickoit ®eneparuiv, HaXOMAIMIUXCA B COCTOSHUM €CTECTBEHHON CBOOOJBI M TMPUHAIJISKAININX K
BUJaM, 3aHeceHHbIM B KpacHyto kuury Poccuiickoii ®@enepanuu v (WiaM) KpacHble KHUTH CYOBEKTOB
Poccniickoit ®@enepanuu, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyro denepanuro uisi y4acTusl B
CIIOPTUBHBIX U 3PEJIMILHBIX MEPOIIPUATHSIX;

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim  3akonom om 29 wuons 2015 2. N 160-@3 uwacme 1 cmamou 50 nacmosezo
DedepanvbHo2o 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIIOIB30BAHUS HA TEPPUTOPUU MENKTYHAPOIHOIO METUIIMHCKOTO KIIacTepa.

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-D3 6 uacmv 2 cmamovu 50 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl UBMEHEHUs, GCIMYnarwjue 8 Culy no ucmedenuu mpuoyamu OHetl nocje
OHsL 0puyuanvbHo20 0nyoOIUKOBAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
2. B cnyuasix, IpelyCMOTPEHHBIX 4acThio | HAacTOAILIEH cTaThy, JOMYCKAeTCs BBO3 B Poccuiickyro
®denepannio JEKapCTBEHHBIX NIPENapaToB, HE 3aperncTpupoBaHHbIX B Poccuiickont deneparuu.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3axkonom om 6 Oexabps 20112 N 409-P3 6 uyacmv 3 cmamvu 50 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, GCmynaowue 8 CUIY No UCHeYeHuU mpuoyamu OHel nocie
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
3. JlexapcTBeHHBIE NTpeNapaThl, NpeJHa3HAYEHHbIE U1 TYMaHUTApHON OMOIIHM (COAEUCTBUS) MU
MOMOIIM TPU YPE3BBIYANHBIX CHUTyallusaX, BBO3ATCS B Poccuiickyro @eaepaiuio B TOPSKe,
yctaHoBieHHoM [IpaBurensctBoM Poccuiickoit @enepauuu. 3ampemiaercss BB03 B Poccuiickyro
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®denepalvio He3apeEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX NIPENapaToB, NPeJHa3HAYEHHBIX ISl TyMaHUTapHOU
MOMOIIH (CONENUCTBUS) WM TIOMOIIM TP YPE3BbIYANHBIX CUTYAIHIX.
TAPAHT:

CMm. xommeHTapuu Kk ctarbe 50 HacTosmero denepabHOTO 3aKOHA

Crarbs 51. CorpyaHudecTBo (enepaibHOro opraHa UCIIOJIHUTELHON BIACTH, YIIOJHOMOYEHHOTO
B 00JaCTH TAaMOYKEHHOI'O [eJla, W JPYTUX YIOJHOMOUYEHHBIX (efepalbHbIX OpPIraHOB
VCIIOJIHUTENILHOM BJIaCTH
1. YnonHomoueHHble (GenepaabHble OpraHbl MCIOJHUTEIbHOM BJIACTH IPEJOCTaBIAIOT B
pactiopsbkeHue  (efieparibHOrO0  OpraHa HMCIOJHMUTENBHOM BJIACTH, YIOJHOMOYEHHOIO B 00J1acTH
TaMOXXEHHOI'0 Jejla, TOCYJapCTBEHHBIH pPEECTp JIEKApCTBEHHBIX CPEACTB, a Takke HHPOpPMALHI0 O
BBIIaHHBIX pa3peUICHUsIX Ha BBO3 KOHKPETHOW NApTUM JIEKAPCTBEHHBIX CPEACTB B Clyyasx,
YCTAHOBJICHHBIX 4YacThi0 3 cTaThu 47 HacTosAero denepaabHOro 3aK0Ha.

Undopmaris 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 6 Oekabps 2011 2. N 409-@3 6 uacmv 2 cmamvu 51 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUsl, GCIMYNalowue 8 CULY N0 UCHeYeHUU mpuoyamu OHel nocie
OHsL OpuyuanbHo20 onyoIUKOBaHUs HA38aHH020 DPedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu
2. depepaybHblii OpraH UCIOJIHUTEIBHOW BIIACTH, YHOJHOMOYEHHBIH B 00JIACTH TaMO>KEHHOTO
nena, THPOPMHUPYET yKa3aHHBIE B 4acTW | HACTOSIIEH CTaTbU YIOJIHOMOYEHHBIE (e/iepaabHbIe OpTaHbI
VCIIOJIHUTEIIBHOM BIAacTH O BBO3€ JIEKApCTBEHHBIX cpeAcTB B Poccuiickyro ®exepanuio U BBIBO3E
JIeKapCTBEHHbIX cpeAcTB U3 Poccuiickoil ®enepauuu no Gopme M B MOPSAJKE, KOTOPbIE YCTAHOBJIEHBI
IIpaBurensctBoM Poccuiickoit denepanumu.
APAHT:

CMm. xomMeHTapuu K cTatbe 51 HacTosero denepaibHOT0O 3aKOHA

I'naBa 10. ®apmaneBTHYECKAs 1eITEJIbHOCTH
TAPAHT:

Cm. TocynmapctBeHHyro mporpammy P® "Pa3Buthe QapmaneBTHYECKOH H  MEAMIIMHCKON
npombiinieHHocTH" Ha 2013 - 2020 rr., yrBepx)aeHHyI0 nocrtaHoBienueMm llpaButensctBa PP ot 15
anpeins 2014 r. N 305

Cratbs 52. OcymectBienue ¢papMaleBTUYECKON eATETbHOCTH

Wudopmanust 06 U3MEHEHUIX:

Deoepanvrvim 3axonom om 25 wnosops 2013 2. N 317-D3 6 wacme 1 cmamvu 52 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexem uacmu 6 npeovioyujetri peoaxkyuu

1. ®apmareBTudeckas JeATEIBHOCTh OCYILECTBIISIETCS OpraHU3alMsIMU ONTOBOW TOPTOBIU
JEKapCTBEHHBIMH  CPEJICTBAMH,  alTeYHBIMH  OPraHW3AlMSIMH,  BETEPUHAPHBIMH  allTEYHBIMHU
OpTraHHU3aIUsIMHU, WHUBUIYaIbHBIMU peaNpUHUMATENSIMH, UMEIOIUMHI JIMLIEH3UIO Ha
(dapMarieBTUYECKYI0 JIeATENIbHOCTh, MEIWIMHCKUMH OpTaHU3aIMsIMHA, WMEIONIMMHU JIUICH3UI0 Ha
(dapMalleBTUYECKYI0 JI€ATENbHOCTh, W HMX O00O0COOJEHHBIMH MOJpa3JeleHusiMi  (aMOyIaTopusMu,
benpamepckumMu U (HenbaIepCcKo-aKyImepcKUME TyHKTaMu, IIEeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeitHOMN) MPAKTUKM), PACIIONOKEHHBIMH B CEIIbCKUX HACEJCHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpPraHW3allMd, W  BETEPUHAPHBIMH  OpraHU3alMsIMH, WMEIONIMMU  JIMICH3WIO  Ha
(dapMaleBTUYECKYIO eI TeIbHOCTD.
TAPAHT:

Cm. TlonmoxxeHwe O  JUIEH3UPOBAHUM  (PapMalEBTUYECKON  JCSITCIIBHOCTH,  YTBEPXKICHHOE
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nocranoBieHneM [IpaButensctBa PO ot 22 nexadbps 2011 r. N 1081

CM. METOIMYECKUE yKa3aHUs M0 OCYIIECTBICHUIO OpraHaMy TOCYIapCTBEHHOW BiacTu cyObekToB PO
nepenaHHbIX noaHomMounii PO mo nunen3npoBanuio hapMareBTHUECKON AATeIbHOCTH, YTBEP)KICHHBIC
npukazoM Munsapasconpa3sutus Poccuu ot 6 nronst 2008 r. N 2631

Wndopmarus 06 N3MEHEHHSX:

Deoepanvrvim  3akoHom om 27 uwaa 2010e. N 192-D3 uwacme 2 cmamovu 52 Hacmosawe2o
DeodepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU PeOaKyUuU

Cm. mexkcm uwacmu 6 npedvloyuell pedaKyuu

2. dusnyeckue JMLa MOTYT OCYHIECTBIIATH (apMaleBTUUYECKYIO AEATENbHOCTh MPU HAIWYUU
BBICIIETO WJIM CPEAHEro (papMameBTUYECKOTO 0Opa30BaHUS M CepTH(HKATA CIEIHATNCTa, BBHICIIETO N
CPEIHEro BETEPHUHAPHOro 00pa3oBaHMs U cepTU(UKaTa CHEIMAIMCTA, & TAKXKE BBICLIET0 WM CPEIAHEro
MEIUIIUHCKOTO 00pa3oBaHMs, cepTU(UKATa CHEIHATNCTa M JIOMOJHUTEIHLHOTO MPOQEeCcCHOHATBHOTO
00pa30BaHMs B YacTU PO3HUYHOMN TOProOBIIM JEKAPCTBEHHBIMU IpernapaTaMu IpPU YCIOBHM MX pabOThl B
000CO0ICHHBIX TOPA3ISICHISIX MEIUIIMHCKUX OpraHU3alnid, yKa3aHHbIX B 4acTy | HACTOSIIEH CTaThH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 52 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSX:

Deodepanvhulili 3akon donoanen cmamvetl 52.1 ¢ 29 noaops 2019 e. - Dedepanvhuiil 3akon om 28
Hos0ps 2018 2. N 449-D3
Crarba 52.1. BBon B rpakgaHckuil o0OpOT JIEKapCTBEHHBIX INPENaparoB A MEAUIIMHCKOIO
MPUMEHEHUS

1. Ilepen BBOJIOM B IpakAaHCKHI 000POT KaX10¥M cepuM WM KaXKIOW MapTUU MPOU3BEICHHOIO B
Poccuiickoit @enepanuu JIEKapcTBEHHOTIO IIpenapaTa JUisl MEAUIUHCKOTO NPUMEHEHMS], 3a UCKIIIOYEHUEM
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaTroB, IPOU3BOJUTENb TAKOTO JEKApCTBEHHOTO Mpenapara
npecTaBiIsieT B (elepaibHbIl OpraH MCIOJHUTENBHOW BIIACTH, OCYLIECTBISIOMMNA (YHKLIUU 110
KOHTPOJIIO ¥ Ha/A30py B cdepe 3ApaBOOXPAHEHUS, JOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEJICTBA,
NOJATBEPXKIAIOIINI KAaueCTBO JIEKAPCTBEHHOI'O IIpernapaTa, U MOATBEP)KJIEHUE YIOJHOMOUYEHHOIO JIMIA
IIPOU3BOJUTENSL JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHSI JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHUM,
YCTaHOBJIEHHBIM IIPH €r0 TOCYJapCTBEHHOMN perucTpanum.

2. Ilepen BBOAOM B Tpa)XAAHCKHIl OOOPOT KaXKIOW CEpUM WM KaXKJIOM MapTHH BBO3UMOIO B
Poccuiickyro ®enepanmio JeKapcTBEHHOTO IIpenapara s MEJUIIMHCKOrO IPUMEHEHUs, 32 UCKIIIOUEHUEM
MMMYHOOHOJIOTHYECKUX  JIEKAPCTBEHHBIX  MpErnapaToB, OpraHM3alMs, OCYILECTBJSIONIas  BBO3
JeKapcTBEeHHOTro Tmpenapara B Poccuiickyio @enepanuio, MpeacTaBasieT B (QelnepaibHbIl Oprax
UCIIOJTHUTENIbHON  BJIACTH, OCYIIECTBISAIOMMN (QYHKIMM IO KOHTPOJI M Haa3opy B cdepe
3/paBOOXPAaHEHMs], CEepTHU(PHUKAT MPOU3BOIUTENS  JIEKAPCTBEHHOTO  CPEJCTBA,  yAOCTOBEPSIONIMNA
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOI'O Mpernapara TpeOoBaHUSAM (apMaKoNelHOol cTaThy, a B cilydae
OTCYTCTBUS (hpapMakorneiHON cTaThbM TPEeOOBAaHUSAM HOPMATHBHOM JOKYMEHTAI[MH, W IOJITBEPXKACHUE
MPECTABUTENSl OpraHU3alllM, OCYIIECTBISAIONIEH BBO3 JIEKAPCTBEHHOIro Ipenapara B Poccuiickyro
®denepanyio U yoJIHOMOYEHHON NHOCTPaHHBIM IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUSA
BBO3MMOI'O JIEKapCTBEHHOI'O IIpernapaTa TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPU €ro TrocyAapCTBEHHOM
perucTpanmi.

3. Iopsimok mpencTaBieHUs] B COOTBETCTBHM € YacTsiMUA | M 2 HACTOSIIEH CTaThbu JTOKYMEHTOB U
CBEICHHMI O JICKapCTBEHHBIX TIperaparax, BBOJAUMBIX B TPaKIAHCKUNW OOOPOT, YCTaHABIMBACTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

4. B oTHOLIEHMM MEPBBIX TPEX CEpUN WIM NapTUH JIEKAPCTBEHHOI'O IIpenapara, BIEpPBbHIE
npousBeqeHHoro B Poccuiickoit @enepanuu Wid BOepBble BBo3uMoro B Poccuiickyro denepaiuio, B

29.01.2020 Cuctema 'APAHT 105/134


http://ivo.garant.ru/document/redirect/70120008/0
http://ivo.garant.ru/document/redirect/12161148/1000
http://ivo.garant.ru/document/redirect/12161148/0
http://ivo.garant.ru/document/redirect/12177505/31
http://ivo.garant.ru/document/redirect/5757120/522
http://ivo.garant.ru/document/redirect/72114308/33
http://ivo.garant.ru/document/redirect/73070276/0

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

denepanbHBI OpraH UCHIOTHUTEILHOW BIACTH, OCYIICCTBISIOMUN (DYHKIIUU 1O KOHTPOJIO U HAA30py B
chepe 3apaBOOXpaHEHUS, JOMOTHUTEIIBHO TIPEICTABIISCTCS MPOTOKOJI UCIIBITAHUNA O COOTBETCTBUU CEPHUH
WM TAPTUM JIEKAPCTBEHHOI'O IMpernapara g MEAUUUHCKOIO MNPUMEHEHHS IIOKA3aTesIM KaudecTsa,
MIPEIYCMOTPEHHBIM HOPMATHBHOM JOKYMEHTalueW (majiee - TPOTOKOJN HCIBITAHUK), MPOBOJAMMBIX
AKKPETUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOIATelILCTBOM Poccuiickoit Denepaiinu 00 akKpeauTaiuu B
HallMOHAIBHOM  CHCTEME  aKKpeauTauuu  (QeAepalbHBIMH  TOCYAApPCTBEHHBIMH  OFO/DKCTHBIMH
YUPEXKICHUSMU, MOABEJOMCTBEHHBIMU benepanbHOMY Oprany HCIIOJIHUTECILHOM BJIACTH,
OCYIIECTBIISAIOMEMY (YHKIMH TI0 BBIPA0OTKE © peaju3allid TOCYJApPCTBEHHOW TIOJUTHKH H
HOPMAaTHUBHO-TIPABOBOMY DPETYJIUPOBaHUI0O B cdepe 3IpaBOoOXpaHEHUs, M (eAepalbHOMY OpraHy
WCITOJTHUTEIIbHONW  BJIACTH, OCYIICCTBISAIONIEMY GYHKIMM TI0 KOHTPOJIK M Ham30opy B cdepe
3npaBooxpaneHus. [lopsmok BbIaYM yKa3aHHBIMH (elepaibHbIMA TOCYAAPCTBEHHBIMH OFOJKETHBIMU
YUPEKIACHUSIMUA JAHHOTO MPOTOKOJIa M pa3Mep IUIaThl 3a €ro Bblauy ycTaHaBiauBaroTcs lIpaButenscTBomM
Poccuiickoit @enepanuu.

5. Exeromno He mo3aHee 1 deBpans mMpou3BOAUTENN JEKAPCTBEHHBIX CPEJCTB WJIM OpraHU3aIlH,
OCYILIECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro denepanuio, NpeACTaBIAOT B
denepanbHbI OpraH UCHOTHUTENBLHON BIACTH, OCYHIECTBISIOMUN (DYHKIUU 1O KOHTPOJIIO U HAA30py B
cdepe 3ApaBOOXPAHCHHUS, TPOTOKOJI UCIBITAHUHN TOCTYIHBIIETO B TEUCHHUE rojia B TPaXKIAHCKHUA 000pOT
JICKapCTBEHHOI'0 IpernapaTa KOHKPETHOTO MPOW3BOAUTENA (HA OJHY CEpUI0 KaXJIOro TOProBOTO
HAUMEHOBAHHS C YYETOM JICKQpCTBEHHOW (POPMBI M JTO3UPOBKH), MPOBOJUMEIX AKKPEIUTOBAHHBIMH B
COOTBETCTBHHU C 3aKOHOJATelIbCTBOM Poccuiickoii denepanuu 00 aKKpeIuTalldd B HAIMOHAIbHOM
CUCTEME aKKPEIUTAIMH UCIIBITATEIbHBIMU J1a00paTOpUsMU (LIEHTPAMHU).

TAPAHT:

[TynkT 6 BcTymaer B cuity ¢ 28 HOosiOps 2018 1.

6. IlpousBoauTenu JIEKQpCTBEHHBIX CPEACTB WJIM OpPraHU3AlMM, OCYIIECTBIISIIOLIME BBO3
JIEKapCTBEHHBIX MpenapaToB B Poccuiickyro denepaiuio, He MEHEE YEM 3a OJMH ToJ 10 IIAHHUPYEMBIX
MIPUOCTAHOBIICHUSI WJIM TMPEKpPalIeHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX IpPENapaToOB WM HMX BBO3a B
Poccuiickyro ®enepaunio yBenqomisitoT 00 3ToM  (enepaibHbIi OpraH HUCHOJHUTENbHOM BIIAcTH,
OCYIIECTBISIONUN (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe 3apaBooXpaHeHus U (enepanbHbIil opran
WCTIOJTHUTEIIbHOW ~ BJIACTH,  OCYIIECTBIAIOMIMN  (QYHKIMH TIO JIMIICH3UPOBAHUIO  TPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B rpakaaHCKuil 000OpOT KaXKIAOW CEpUM WM KaKJOW MapTHM UMMYHOOHOJIOIMYECKOTO
JIEKapCTBEHHOI'0 Ipernapara, rmpousseaeHHoro B Poccuiickoin denepanuu unm BBo3uMoro B Poccuiickyro
®denepannio, OCYIIECTBISETCA HAa OCHOBAaHUM paspelieHus, BBIJAHHOTO (enepatbHBIM OpraHOM
UCTIONTHUTENIbHON BIACTH, OCYIIECTBISIONIMM (DYHKIMM TIO KOHTPOIIO U Haa30py B cdepe
3IpaBOOXPAaHEHUS, HA OCHOBAaHWU BBIJAHHOTO (eaepaTbHBIMA TOCYJAPCTBEHHBIMH OIOKETHBIMH
YUPEKIACHUSMU, YKA3aHHBIMU B 4acTh 4 HACTOSILEW CTaTbH, 3aKJIIOYEHHUS O COOTBETCTBUU CEPUU WIIU
NapTUd UMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tpernapara TpeOOBaHUSAM, YCTAaHOBJIEHHBIM TIPH €TO
roCcy/apCcTBEHHOU peructpanuu. [lopsaok BblAauu paspelieHus Ha BBOJA B TPXKIAHCKUN 00OpOT cepuu
WJIM TTAPTUU KIMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpenapara, a TakKe MOPSIOK BhIAaYd YKa3aHHOTO
3aKJIIOUEHUs M pa3Mep IulaThl 3a €ro Bblgauy ycraHarinupatorcs IIpaButenbctBom Poccuiickoit
denepanuu.

8. 3a HempeAcCTaBlIeHUE WM HECBOEBPEMEHHOE MPEJCTaBIECHUE JOKYMEHTOB W CBEICHUH,
IIPEAYCMOTPEHHBIX dacTsMu 1, 2, 4, 5 1 6 HACTOAILIEH CTaThbH, TPOU3BOAMTEINN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYILIECTBISAIOIIME BBO3 JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro denepaiuro, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 9 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3axkon om 27 oexabps 2019 2. N 475-D3

Cm. 6y0ywyro pedaxkyuio
9. IlpencraBineHre NOKYMEHTOB M CBEIEHUM, NPENYCMOTPEHHBIX uacTsmu |, 2 m 4 Hacrosmen
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CTaTbM, W MOJYYEHUE NPEAYCMOTPEHHOIO YAaCTbIO 7 HACTOSIIEH CTaThbU pa3pelieHrsT Ha BBOJ
UMMYHOOHOJIOIMUYECKOrO JIEKAPCTBEHHOI'O IpenapaTa B TIPaXKAAHCKUH 000poT He TpelyroTcs B
OTHOLICHUH JICKAPCTBCHHBIX mpenaparos, npeaHa3HAaUYCHHBIX JJIA IMPOBCACHUA KIIMHHUYCCKHUX
UCCIICIOBAaHUM JIEKapPCTBEHHBIX IPENapaToB, NPOBEIEHUS AKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB [UId
OCYILIECTBJIEHUS] TOCYJAapCTBEHHON pPErMCTpallMy JIEKAPCTBEHHBIX IIPENapaTroB, a TAKKE€ B OTHOUICHUH
HE3aperuCcTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, NPEAHA3HAYEHHBIX A OKa3aHUs MEIULMHCKOMN
MMOMOIIH I10 KU3HCHHBIM ITOKAa3aHWAM KOHKPCTHOI'O IMAIIMCHTA, BBO3MMBIX B Poccnﬁcxyfo d)enepaumo B
COOTBETCTBUM € 4aCThIO 3 cTaThu 47 HacTosAuero denepaibHOro 3aKOHA.

10. ITpu BBIABIEHMH B TpakJaHCKOM OOOpOTE CEpUU WIM MapTUU JIEKApCTBEHHOrO IIperapara,
JOKYMEHTbl M CBEIEHHUS O KOTOPbIX, MPEIyCMOTpEHHble dacTsmu |, 2 M 4 HacToAlleW CTaThbH, HE
NPEICTaBICHBl B (eAepalbHbIi OpraH HWCHOJHUTEIBHON BIACTH, OCYIIECTBISIIOMMA (YHKIIUH 10
KOHTPOJIIO U Haa30py B cdepe 3ApaBOOXpaHEHUs, JUOO Cepur WM NMAapTUU UMMYHOOMOJIOTMYECKOIO
JEKapCTBEHHOTO IIperapara, HE UWMEIOIIUX pas3pelieHuss Ha BBOA B TpaxJaHCKUH  000poT,
IPEIYCMOTPEHHOIO0 4YacTbi0 7 HACTOALIeW CTaTbM, (enepajbHbIi OpraH MCIOJHUTEIbHON BIACTH,
OCYHIECTBJIIOINN (QYHKIMH 1O KOHTPOIIO M Hag30py B cdepe 3ApaBOOXpaHEHUs, B IOPSJIKE,
ycranosienHom [IpaBurenbctBom Poccuiickoit ®enepaunu, NpUHUMAET pelIeHHE O IPeKpalleHuu
TpaXXJ1aHCKOI'o 060p0Ta TaKUX CCPpUH WM MApPTHUU A0 NPCACTABICHUA YKa3aHHBIX JOKYMCHTOB 1 CBGI[GHI/Iﬁ
100 MOJTyYeHUsl YKa3aHHOTO pa3peleHHUs.

Wuopmarus 06 H3MEHEHHSX:

Cmamuws 53 usmenena c 1 sausaps 2018 e. - @edepanvruiii 3axon om 29 uions 2017 2. N 278-D3

Cm. npedvloyuyro pedaKyuio
Crarba 53. Ilpomaxa, mepenada JEKapCTBEHHBIX CPEJICTB OPTaHU3AIMSIMH ONTOBON TOPTOBIU
JICKapPCTBCHHBIMU CPEACTBAMHU

Wndopmarys 06 H3MEHEHHSAX:

Yacmw 1 usmenena c 29 oexabps 2020 2. - @edepanvhuiii 3axon om 27 oekaops 2019 e. N 481-D3

Cm. 6yoywyro pedarkyuio

1. Opraau3aryu OrnToBOM TOPTOBIIN JIEKAPCTBEHHBIMU CPEJICTBAMU MOTYT OCYHIECTBIISATH MPOJIAKY
JICKapCTBEHHBIX CPEACTB WJIM TMepeAaBaTh HMX B YCTAHOBJICHHOM 3aKOHOAATEIhCTBOM Poccuiickoit
denepanuu NOpPsIKe:

1) apyrum opranuzaiysiM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPECTBAMU;

2) IPOU3BOTUTEIISIM JICKAPCTBEHHBIX CPEJICTB IS IeJIel TPOU3BOJICTBA JIEKAPCTBECHHBIX CPE/ICTB;

3) anTeyHBIM OpraHU3AIUSAM U BETEPUHAPHBIM allTE€YHBIM OPTaHU3AIUSIM;

4) HAyYHO-HCCIIEIOBATEIBCKIM OPTaHU3aIUAM [T HAyYHO-HCCIIeI0BATEIhCKONW PabOTHI;

5) UHOUBUAYaNbHBIM MPEANPUHUMATENSAM, HMEIOIUM JHUIEH3UI0 Ha (apMaleBTUYECKYIO
NEeSTENbHOCTD WU JIMIIEH3UI0 Ha MEAUIIMHCKYIO IS TEIbHOCTH;

Wudopmanust 06 U3MEHEHUIX:

Ilynxkm 6 usmenen ¢ 6 aseycma 2019 2. - @edepanvhwiii 3akon om 26 urons 2019 e. N 240-D3

Cm. npedvloyuyio peoakyuro
6) MEIMIMHCKMM OpraHu3alusM, B TOM 4YHUCJIE CO3JAHHBIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEILCTBOM MHOCTPAHHOIO TOCyaapcTBa - wieHa OpraHu3anui SKOHOMUYECKOTO
COTPpYIHMYECTBA M  pa3BUTUA  HWHOCTPAHHBIM  IOPUAMYECKMM  JIMIAM,  WHAWBHUIYaJbHBIM
NpeIPUHUMATENSAM, SBISIOMKUMCS yYaCTHUKAMU MPOEKTa B COOTBETCTBUM ¢ DejiepanbHbiM 3akoHOM "O
MEXIYHApOJAHOM MEIULMHCKOM KJIaCTEpe M BHECEHMM M3MEHEHMH B OT/EIbHBIE 3aKOHOAATEIIbHBIE aKThI
Poccuiickoit ®enepanuu', 1 BETEpUHAPHBIM OpPraHU3AIUAM;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 7 usmenen ¢ 13 aseycma 2019 2. - @edepanvuviii 3akon om 2 aseycma 2019 2. N 297-D3
Cm. npeovloyuyio peoakyuro
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7) opraHM3alysM WM WHANBUAYAIBHBIM TMPEANPUHAMATENSIM, OCYIICCTBISIONIUM pa3BeICHUE,
BBIPAIIIMBAHKE U COJICPIKAHNE KUBOTHBIX (32 UCKIIFOUCHHEM MPOJaXH UM (hapMareBTHUECKUX CyOCTaHIIUI
WM UX [epeaayn).

Wndopmarus 06 H3MEHEHHSX:
Yacmo 2 usmenena c 29 oexabps 2020 e. - Dedepanvrviii 3axon om 27 oexabps 2019 2. N 481-D3

Cm. 6yoywyro pedaxyuio
2. OpraHuzanuy  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM CpPEACTBAMHU  O0s3aHbl  XPaHUTb
3aKyIUIEHHYI0 (papManeBTUYECKyl0 CyOCTaHIMIO CHHpTa O3TUJIOBOTO (3TaHONA), OCYIIECTBIATH €€
peaM3alvi0 WM Iepefady B YCTAaHOBICHHOM 3aKOHOAATENbCTBOM Poccuiickoit Pexepanuu Nopsake
OpraHu3alysaM, yKa3aHHBIM B IyHKTax | - 7 gactu | HacTosmei crtateH, B Tape oObeMoMm He Oonee 1
JUTpA.
TAPAHT:

CM. koMMeHTapuu K ctatbe 53 HacTosuero denepalbHOT0 3aK0Ha

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 ¢ cmamuvio 54 nacmosweco Dedepanivhozo
3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell peoaKyuu

Cratbs 54. [IpaBuna onToBoi TOProBiy JIEKAPCTBEHHBIMU CPEICTBAMU

OnToBasi TOProBis  JIGKAPCTBEHHBIMH  CPEIACTBAMH  OCYILECTBISIETCS  [POU3BOJIUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB M OpraHU3alMsIMA ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMH CPEICTBAMH II0
IpaBuiIaM Hajajexamieid AUCTpUOBIOTOPCKON MPAKTUKU M MpaBUIaM HaJJIeXalled NpakTUKU XpaHEHUs U
NEPEeBO3KM JIEKAPCTBEHHBIX IMPENapaToB, YTBEP)KIACHHBIM COOTBETCTBYIOIIMMH  yIIOJIHOMOYEHHBIMU
(benepaabHBIMU OpraHaMU UCTIOJIHUTEILHON BIIACTH.

TAPAHT:

OO0 0COOCHHOCTSX MPOJAXH JICKAPCTBEHHBIX MPEnapaToB W U3JSIUN MEIUIMHCKOTO HAa3HAYCHUS CM.
noctanosienue IIpasurenscrBa PO ot 19 sauBaps 1998 r. N 55

CwMm. KOMMCHTApHUHU K CTATbC 54 HaCTOAIICTO (Deﬂepa.]leOFO 3aKOHa

Cratba 55. Ilopsaok po3HUUHOM TOProBiM JIE€KapCTBEHHBIMU MTperapaTaMu

Wndopmarys 06 n3MEHEHHSAX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-d3 6 uacmv 1 cmamvu 55 Hacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

1. Po3nuuHasi TOProBisl JIEKAPCTBEHHBIMU TIpErapaTaMd B KOJUYECTBAX, HEOOXOIUMBIX IS
BBHITIOJTHEHUST BpaueOHBIX ((enpaiepckux) Ha3HAYCHW WM Ha3HAYEHUH CHEIHaluCTOB B 00IAcTH
BETCPUHAPUHU,  OCYIIECTBISCTCA  aANTEYHBIMM ~ OpPraHU3AlMsIMHU,  BETEPUHAPHBIMU  alTCYHBIMHU
OpTraHHU3aIUsIMHU, WHUBUTyaJIbHBIMU MpeANPUHUMATEIIMH, MMEIOIUMHU JULEH3UIO Ha
(dbapmMareBTUUECKyl0 JIeATebHOCTh, MEAWIIMHCKUMH OpTaHM3aIlMsIMH, HWMCEIOIMIMMH JIMIICH3UI0 Ha
dbapMaleBTUYECKYIO0 JEATEIhbHOCTh, M WX O00O0COOJCHHBIMU TOApa3ACICHUSIMH (aMOYIaTOPHIMH,
benpamepckumMu U HenbaIepCeKo-aKyIepcKUME TyHKTaMu, IIEeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeifHOI) MPaKTUKHU), PACIIONOXKEHHBIMU B CEIBLCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuyHble  OpraHU3allid, W  BETEPUHAPHBIMM  OpraHU3alUsMH, HMEIOIIMMHU  JIMIEH3HIO  Ha
dapMaleBTUYECKYIO JIeATENbHOCTh. PasperneHa po3HWYHAsT TOPTOBIS TOJBKO JIEKAPCTBEHHBIMH
npernaparamMu, 3aperucTpupoBaHHbIMM B Poccuiickoii ®denepauvii WM HM3TOTOBJICHHBIMH ANTEYHBIMHU
OpraHu3aIUsIMU, BETEPUHAPHBIMU anTEeYHBIMU OpraHu3aIsIMu, WHJWBUIYyaJIbHBIMU
OpEeINpPUHUMATEISIMU, HMMEIOIIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JAesTeNbHOCTh. Po3HHYHas
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TOProBJId JICKAPCTBCHHBIMU IIPCIIapaTaMH OCYLICCTBJIACTCA 110 IIpaBUJIaM Hannexcameﬁ anTe4yHon
IMPAKTHUKHU, YTBEPKACHHBIM YIIOJTHOMOYCHHBIM (be,[[epaﬂbHBIM OpraHomM HCITOJIHUTEILHON BJIACTH.

Wndopmarius 06 M3MEHEHUSX:

DedepanvHvim 3akoHom om 25 nosaops 2013 2. N 317-®@3 6 uwacms 2 cmamvu 55 Hacmoswe2o
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

2. Bujpl anTeyHBIX OpPraHM3alMN ¥ TpaBWia OTIMYCKAa JICKAPCTBEHHBIX MPENaparoB JUIs
MEIMIIMHCKOTO TPUMEHEHUSl aNTeYHBIMUA OPTaHU3AIMSIMH, WHIAWBHIYAJIbHBIMH MPEINPHHUMATEISIMH,
UMCIOIIMMHU JIUIIEH3UIO Ha (hapMaleBTHUECKYIO ACATEIBHOCTD, & TAKXKE ITPABUIIA OTIYCKa JICKApCTBEHHBIX
IpernapaToB s MEAUIIMHCKOTO TIPUMEHEHUSI MEUIIMHCKUMH OPTaHU3AIMsIMK, UMCIOIIIMMH JIUIIEH3UI0 Ha
(dapMaIieBTUYECKYIO0 JICATEIBHOCTh, W WX O0OCOOJICHHBIMH MOJpa3JeieHus MU  (aMOyIaTopusMHu,
denpamepckuMu U (PerbaImepcKo-aKymepCKUMH ITYHKTaMH, IIEHTpaMu (OTACIICHUSIMH) O0IIel BpadyeOHOM
(ceMeitHOM) MPAKTHUKH), PACIIONIOKEHHBIMH B CEIBCKUX HACEICHHBIX IYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIMH, YTBEPXKIAIOTCS YIOJHOMOYECHHBIM (efepaTbHbIM OPraHOM HCIOTHUTEILHOM
BJIACTH.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim  3akonom om 3 uioas 2016 2. N 305-@3 6 uacms 3 cmamwvu 55 nacmosuezo
DedepanbHo2e0 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu
3. IIpaBuia oTmycka HApKOTHYECKUX CPEJICTB M ICUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4yeCcTBE JICKAPCTBEHHBIX NPENapaToB, JICKAPCTBEHHBIX IIPENapaToB, COJACPXKAIIUX HAPKOTHUCCKUE
CpeICTBA W TICHXOTPOITHBIC BEIIECTBA, YTBEPKMAOTCS YIOJTHOMOYCHHBIM (eepaibHbIM OpraHOM
UCTIOTHUTENBHOM BIIACTH 1O COTJIACOBaHHWIO C (eaepanbHbBIM OpraHOM HCHOJHUTENBbHON BIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPEHHUX JIEI.

Wndopmarys 06 n3MEHEHHSAX:
Yacmo 4 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
4. JlekapcTBeHHBbIE Tpemaparbl Ui BETEPUHAPHOTO TPUMEHEHHUsS TMOAJekKAaT OTIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPTraHU3aIllMsIMH, BETCPUHAPHBIMH OPTaHU3ANUSIMHU, WHIWBHIYATbLHBIMH
OpEeINPUHUMATEISIMU, UMEIONIMMH  JIMIIEH3UI0 Ha  (apMaleBTUUYECKYI0 JEeATENbHOCTh. OTmyck
JICKapPCTBEHHBIX TMPEIapaToB IS BETEPHHAPHOTO MPUMEHECHHS OCYIICCTBIISIETCS B COOTBETCTBHH C
MpaBUJIaMU  HaAJNEXKAIleH anTeyHOW TMpPaKTUKW JIEKApPCTBEHHBIX TNperapaTtoB Jii BETEPUHAPHOTO
MIPUMEHEHUS, YTBEPKICHHBIMH YIIOJTHOMOYECHHBIM ()e/IepalbHBIM OPTaHOM HCIIOTHUTEIHLHOM BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHoM om 25 Hosabpa 2013 2. N 317-®@3 6 uwacms 5 cmamvu 55 Hacmoswe2o
DedepanbH020 3aKOHA BHEeCeHbl U3MEHEHUs]

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

5. IlepeyeHb MEIWIIMHCKUX OpTraHU3alUi, WMEIONIMX JIMIEH3UI0 Ha (QapMareBTUIECKYIO
NesITeNbHOCTh, M HUX  000COOJIEHHBIX — ToapasjeneHuil  (amOynaTopuid,  QenpamIepckKux |
(benpaepcKo-akyImepcKux MyHKTOB, IIEHTPOB (OTACIICHH) 00IIe BpaueOHOW (CEeMEWHON) MPaKTUKH),
PAcCIIONIOKEHHBIX B CENbCKUX HACEIEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTeYHbIE OPraHU3aINH, a
TaKXKe TepeYeHb JIEKAPCTBEHHBIX TMPETapaToB (3a HWCKIIOYEHHEM HApKOTHYECKHX JIEKapCTBEHHBIX
IpEenapaToB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB), MPoaxa KOTOPBIX MOXKET OCYIIECTBIISATHCS
YKa3aHHbIMH OpTraHMU3alMsIMH M MX 000COOJEHHBIMU MOJAPA3JCICHUSIMHU, YCTaHABIMBAIOTCS OpraHamMH
UCTIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 25 mnosops 2013 2. N 317-@3 uwacmv 6 cmameu 55 Hacmosuezo
DedepanbHoe0o 3aKOHA U3NONCEHA 8 HOBOU Pe0aKyuu
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Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
6. AnTeuHble OpraHU3allMU, WHIUBUIYyalbHbIC NPEINPUHUMATEIH, UMEIOIINE JHUICH3UI0 Ha
dapMaleBTUYECKYIO0  ACSITENLHOCTh, 00si3aHBI  OOecleYnBaTh  yTBEPXkACHHBIN  [IpaBUTEIHCTBOM
Poccuiickoii @eaepannu U GOPMUPYEMBIF B YCTAHOBICHHOM WM IODSIKE MUHUMAJIBHBIA acCOPTHUMEHT
JICKaPCTBEHHBIX MPErapaToB, HEOOXOIUMBIX JJIsi OKa3aHUsI MEIUIIMHCKON TTOMOIIIH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 25 wnosiops 2013 2. N 317-D3 6 uwacme 7 cmamvu 55 nacmosiuezo
DedepanbHo20 3aKOHA BHECEHbL USMEHEHUS

Cm. mexkcm wacmu 6 npedvioyuel pedaKyuu

7. AnTedHble OpraHW3allMU, WHIUBUIYyaTbHBIC NPEINPUHUMATEIH, WMEIONINE JHUICH3UI0 Ha
(bapMarieBTUYECKYIO JIeATEILHOCTh, HAPSAY C JICKAPCTBEHHBIMHU MpEIapaTaMiu UMEIOT TIPaBo MpruoOpeTaTh
U TPOJaBaTh MEIUIIMHCKUE H3ACTUs, Ne3WH(UIIMPYIONIUE CPEICTBA, MPEAMETHI U CPEACTBA JIMYHOU
TUTUEHBI, TIOCYy JJIs MEIMIMHCKUX IIeJICH, MPEeIMEThl U CPEICTBa, MpEeJIHa3HAYCHHBIC JUIsI yXola 3a
OOJILHBIMU, HOBOPOXKJICHHBIMH M JCTBMH, HE JOCTHUTIIMMH BO3pacTa TpPeX JIET, OYKOBYIO OINTHKY M
Cpe/CTBa yXoja 3a Heil, MUHEePaJIbHbIC BOIbBI, IPOAYKTHI JIEYEOHOTO, IETCKOTO M JUETUYCCKOTO MMUTAHHUS,
OMOJIOTUYECKH aKTHBHBIE J00aBKH, MappIOMEpPHbIE M KOCMETHYECKHE CpPEICTBA, MEIUIIMHCKUE W
CaHMTaPHO-TIPOCBETUTEIIbHBIC TICUATHBIC M3/IaHNUs, IPEIHA3HAYCHHBIC JIJIS TIPOTaraH bl 3J0POBOTO 00pa3a
JKU3HU.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 13 wuions 20152, N 262-DP3 6 uacmv 8 cmamwvu 55 nacmosiyezo
DedepanvbHoeo 3aKOHA BHECEeHbl U3MeHeHus, scmynaowue 6 cuny ¢ 1 sueaps 2016 a.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
8. JesaTenbHOCTh anTedHblx opraHusanuil BoopyxkeHHbix Cun Poccuiickoit ®@enepanuu, Apyrux

BOMCK, BOMHCKUX (POPMHUPOBAHUN W OpPraHOB, B KOTOPBIX 3aKOHOJATEIHCTBOM Poccuiickoit denepariuu
HPEIYCMOTPEHO NPOXOXKICHHE BOEHHOM CiykObl wWin (QenepanbHON ToOCyIapCTBEHHOM CIIyKOBl,
CBA3aHHOM C IPAaBOOXPAHUTEIBHOW JEATEIBHOCTBIO, PErIAMEHTHpPYETCs HactosmuM dDenepaibHbIM
3aKOHOM M YTBEP)KIEHHBIMH COOTBETCTBYIOLIMMH (hefepalbHbIMU OpraHaMy HCIIOJHUTEIBHON BIacTh
nojiokeHussMu. KoHTponb 3a coOMIOZ€HHEM YKa3aHHBIMH alNTE€YHbIMU OPraHU3alMsIMH TOJO0XKEHHUH
Hacrosero denepasbHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (ellepalbHbBIMU OpraHaMHu
VICITOJTHUTEJIBHON BIIACTH.

TAPAHT:

CM. kKoMMeHTapuu K cTatbe 55 HacTosero denepalbHOTO 3aKOHA

CraTbs 56. 13roToBieHne 1 OTIIyCK JIEKAPCTBEHHBIX MPENApaToOB
TAPAHT:

Cm. Enunble mnpaBuna odOpMIIEHHS JIEKapCTB, IPUTOTOBISEMBIX B aNTEUHBIX YUPEKICHUSIX
(mpeanpuATUsX) pa3IMYHBIX (GOPM COOCTBEHHOCTH, YTBEPXkACHHbIE MUHHCTEPCTBOM 3paBOOXPAHEHUS
P® ot 24 nrons 1997 r.

1. UsroroBieHue JEeKapCTBEHHBIX IMPENapaToB anTEYHbBIMU OpraHU3alUSMHU, BETEPUHAPHBIMU
aNTEYHbIMM OpraHM3alUsAMHU, WHAWBUAYAJIBHBIMH IPEANPUHUMATENAMH, HMEIOIIMMHU JIMIEH3UIO Ha
(dapMaleBTUYECKYIO JIEATENbHOCTh, OCYIIECTBISIETCS IO PELEnTaM Ha JIEKAPCTBEHHBIE Mpernaparsl, Mo
TpeOOBaHUSAM METUIIMHCKUX OpraHU3alvii, BeTepUHAPHBIX OpraHU3alUil B COOTBETCTBHM C IpaBUIAMU
U3rOTOBJICHUST M OTIYCKAa JIEKAPCTBEHHBIX IPENapaTroB, YTBEPKICHHBIMH  YHOJHOMOYECHHBIM
¢denepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

2. Ilpu M3roTOBJIEHUH JEKAPCTBEHHBIX MPEMNAPaTOB allTEUHbIMU OPraHU3alUsAMHU, BETEPUHAPHBIMU
ANTEYHbIMM OpPraHU3aLUsIMU, WHAUBUAYAIbHBIMU IPEANPUHUMATENSMH, HMMEIOIIMMHU JIMLIEH3UI0 Ha
(apMalleBTUYECKYIO0 JAEATENbHOCTh, MCIOJIB3YIOTCS (DapMaleBTUUECKUE CYyOCTaHLMU, BKIIOUCHHBIE
COOTBETCTBEHHO B FOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB Il MEAULIMHCKOIO IIPUMEHEHUS U
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I‘OCy,[[apCTBeHHHﬁ peecCTp JICKAPpCTBCHHBLIX CPCACTB IAJId BECTCPUHAPHOI'O MPHUMCHCHUSA B YCTAHOBJIICHHOM
IMOpAIKE. He JOIIYCKAC€TCA H3IrOTOBJICHHUE AIITCUHBIMU OpTraHHU3alusaAMK, BCTCPHUHAPHBIMH allITCUHBIMU

OopraHu3anusimMu, HHAUBUYaJIbHBIMU nNpecaAnpruHUMAaTCIIsIMU, UMCHIOIITUMHU JIMICH3NUIO Ha
(bapMaleBTUYECKYIO JIEATEIbHOCTD, JICKAPCTBEHHBIX IpEraparoB, 3aperucTpUpoBaHHbIX B Poccuiickoii
®denepauuu.

3. MapkupoBka JIEKAPCTBEHHBIX IIPENapaToB, HW3TOTOBIEHHBIX ANTEYHBIMH OpIraHU3ALUSIMH,
BCTCPUHAPHBIMU aAlNTCYHBIMHU OpraHu3alluiaMu, HWHAUBHUAYAJIbHBIMH MPCANPHUHUMATCIIIMU, UMCHOIIUMU
JMILIEH3UI0 Ha (apMaleBTUYECKYIO JEATelNbHOCTh, U O(OPMIIEHHE TaKUX MPENnapaTroB JOJDKHBI
COOTBCTCTBOBATH ITpaBUJiaM, YKa3aHHBIM B 4aCTU 1 HaCTOHHlefI CTaThbu.

4. AnteuHble OpraHu3aliM, BeTEPUHAPHBIC AaNTEYHble OPraHU3ALUHU, WHIAUBHUIYyaJIbHbIE
npeanpruHuMarTeiii, UMCIOIUC JIMICH3UIO Ha q)apMaLleBTI/I‘IeCKYIO ACATCIILHOCTb, HCCYT OTBETCTBCHHOCTD
3a HEcOOJIIOJIEHHE IpaBHJl M3TOTOBJIEHHMS M OTIyCKa JIEKAPCTBEHHBIX IMpENapaToB B COOTBETCTBUU C
3aKoHoAarenbcTBoM Pocculickoit denepanuu.

T'APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 56 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

Crarbs  57. 3ampemenue mnpogaxu GanbcUPUIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEJNCTB,
HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENCTB, KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX
CpENCTB
IIponaxa (banbcupuIIpPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HEe00pOKaYeCTBEHHbIX
JICKapPCTBEHHBIX CPE/ICTB, KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEACTB 3aMpeIIaeTcs.
TAPAHT:

CM. koMMeHTapuu K cTatbe 57 HacTosmero denepaibHOTO 3aKOHA

Crartbs 58. XpaHeHue JIeKapCTBEHHBIX CPEJICTB

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oxkmsops 2014 2. N 313-D3 6 uacmv 1 cmamvu 58 nacmosuezo
DedepanvbHo20 3aKOHA BHECEHbl USMEHEHUs, GCMYynarnwjue 6 CUuly no ucmedenuu mpuoyamu OHetl nocje
OHAL 0huyUATILHO20 ONYOIUKOBAHUS HA36AHH020 DedepalbHO20 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

1. XpaHeHHEe JIEKApCTBEHHBIX CPEJCTB OCYIICCTBISCTCS IMPOU3BOJUTEISIMEA JICKAPCTBCHHBIX
CPEIICTB, OPraHU3AIUSIMHI ONTOBOI TOPTOBJIH JIGKAPCTBEHHBIMU CPEICTBAMH, alITEYHBIMU OPTaHHU3AIUSIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTaHU3ANHUSIMH, WHIUBUIYATGHBIMH TPEANPUHAMATEIIIMHA, HUMEIOIHMHE
JUIEH3UI0 Ha (hapMaleBTHUECKYIO [eATeIbHOCTh WU JUIEH3UI0 Ha MEAUIMHCKYIO JeSITeIbHOCTD,
MEJWIIMHCKUMH ~ OPTaHM3AIMSIMH, BETCPUHAPHBIMH OpPTAaHM3ANHMSIMH W HWHBIMH  OpTaHHW3aIUsIMHU,
OCYIIECTBISIONUMHU OOpallieHre JIeKapCTBEHHBIX CPEICTB. XpaHEHUE JEKAaPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHHUS OpPTaHHM3aIMsIMH ¥ WHIWBHIYAJbHBIMH IMPEANPUHUMATEIIIMA B CITydasx,
€CJIM OHU HCTOJB3YIOTCS HUCKIIOYUTEIHHO TMPHU Pa3BEACHUU, BBIPAIIUBAHUU, COJCPKAHUU M JICYCHUU
YKUBOTHBIX, MOJKET OCYIIIECTBIISATLCS 0€3 MOTYICHHs JIUIICH3UN Ha (papMaIieBTHIECCKYIO e TEITbHOCTD.

2. IlpaBuma XxpaHeHHS JIEKAPCTBEHHBIX CPEACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

3. XpaHeHHe HApKOTUYECKHUX JIEKAPCTBEHHBIX CPEICTB, TICUXOTPOMHBIX JIEKAPCTBEHHBIX CPENCTB,
panrodapMareBTHISCKUX  JICKAPCTBEHHBIX  CPEJICTB  OCYIIECTBISETCS B COOTBETCTBHH  C
3akoHoJarenscTBoM Poccniickon denepanuu.

TAPAHT:

O mepax mo yJIydllIeHUIO yueTa, XpaHeHHsI, BBIUCHIBAHUS M UCIIOIb30BaHMsI HAPKOTHUYECKUX CPEJICTB U
MICUXOTPOIHBIX BEIIECTB cM. nprka3 Munszapasa PO ot 12 Hos6ps 1997 r. N 330

CM. koMMeHTapuu K cTatbe 58 HacTosero denepalbHOTO 3aKOHa
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Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 Oexabps 2012 2. N 262-D3 enasa 10 nacmoswezo Dedepanbhozo
3aKOoHa donoaxneHa cmamveti 58.1, ecmynarowetl 6 cuny no UCMeyeHUuu Cma 80CbMuUdecsimu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Crarba 58.1. IIpenMeTHO-KOIMYECTBEHHBIN YYET JICKAPCTBEHHBIX CPEICTB JJI MEIUIIMHCKOTO
PUMCHCHUS
1. TlepedyeHp JEKApCTBEHHBIX CPEACTB [UII MEIUIMHCKOTO TNPUMEHEHHS, IOJICIKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4YeTy, YTBEpXKJAaeTCs YIOJIHOMOYEHHBIM (pelepalbHbIM  OpraHoM
WCITOJTHUTEIIbHON BJIACTH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3axonom om 3 wuonn 2016 2. N 305-D3 6 wacme 2 cmamou 58.1 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

2. llopsa/lok BKIIFOUEHHUSI JIEKAPCTBEHHBIX CPEIACTB Il MEIMLMHCKOTO MPUMEHEHHUs B IEepeyeHb
JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHHUs, MOICKANUX MPEIMETHO-KOIMIYECTBEHHOMY
yueTy, YCTAHABIIMBAETCS YIOJIHOMOUYEHHBIM (enepalbHbIM OpPraHOM HCIOJMHUTEIBHOW BIACTH IO
COIJTACOBaHUI0 C (QeJepabHBIM OpPraHOM HCIIOJIHUTEIHHOW BIIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIE]I.

3. IIpenMeTHO-KOJTMYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB MJIsi MEAUIIMHCKOTO MPUMEHEHUS
BEyT MPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEACTB, OpPraHM3allMd ONTOBOW TOPIOBJM JIEKAPCTBEHHBIMU
CpencTBamMu, anTe4yHble OPTaHHW3allM{, WHIWBHUAYAIbHBIC TMPEANPUHUMATENN, UMEIONINE JUIEH3UI0 Ha
dbapMaleBTUYECKYIO JESITeNbHOCTh WM JIMIICH3UI0 Ha MEAMIMHCKYIO JEATENbHOCTh, U MEIUIUHCKUE
OpraHu3aIH, OCYIIECTBISAIONINE 00pallieHne JEKAPCTBEHHBIX CPEACTB JJISI MEAUIIMHCKOTO MPUMEHEHHS,
MyTeM pPETUCTpPAllMU JIOOBIX CBS3aHHBIX C MX OOpalleHHEeM OMepaluid, MPU KOTOPHIX H3MEHSETCS X
KOJIMYECTBO U (MJIM) COCTOSIHUE, B CIICIMAJILHBIX JKypHAJIaX ydeTa OmNepaluii, CBI3aHHBIX C OOpalleHHueM
JIEKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MMPUMEHEHHUS (Haliee - CrieluaibHbIe )KyPHAIIbI).

4. TlpaBwia peructpanuu Omneparuii, CBI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO MPUMEHEHUs, BKIIOUEHHBIX B MEPEUEHb JIEKAPCTBEHHBIX CPEJCTB MJII MEIUIIMHCKOTO
MPUMEHEHUS, TOJICKAIIUX MTPEAMETHO-KOJINYECTBEHHOMY yUYEeTy, B CIICHHAIbHBIX )XypHATaX M IMpaBuia
BEJICHUS U XPAHEHUs CTICHUATBHBIX )KYPHAJIOB YTBEPKAAIOTCS YIIOJTHOMOUYEHHBIM (efiepaibHbIM OpraHOM
WCTIOJTHUTEIIBHOM BJIACTH.

5. KouTponp 3a coOmrofieHHeM MpaBWJI PETUCTPALMU OMepaluii, CBS3aHHBIX C oOpalleHueM
JIEKapCTBEHHBIX CPEJICTB JJII MEAUIIMHCKOTO MPUMEHEHHMs, BKIIOUECHHBIX B TIEPEUEHb JIEKAPCTBEHHBIX
CPEeACTB JUIsl MEIMLMHCKOTO TPUMEHEHMS, MOMJIekKANMX MPEAMETHO-KOJIUYECTBEHHOMY Y4YeTy, B
CIeNUaIbHBIX KypHaJaX, a TAK)Ke 3a COOTI0ICHUEM MTPaBUJI BEJCHUS U XPAHECHHSI CTICITHATBHBIX )KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYEHHBIC (QefepanbHble OpraHbl HUCHOJHUTENHHOW BIACTH W OPraHbI
WCIIOJTHUTENIbHON BiacTH CyOBekToB Poccuiickoit denepanun, OCYIISCTBISIIONINE JUIIEH3UPOBAHUE
MPOU3BOJCTBA JIEKAPCTBEHHBIX  CPENCTB, (apMaleBTUYECKOW JAEATeTbHOCTH UM MEIUIIMHCKON
JEATEIIbHOCTH, U OCYIIECTBIISIETCS B paMKaX JIMIIEH3UOHHOTO KOHTPOJIS.

TAPAHT:

CM. AJMUHUCTPATHBHBIM perjiaMeHT HUCIoNHeHUs: DenepanbHON cioy:k00i 1o Haa30py B cdepe
3IpaBOOXPAHCHUS TOCYJAPCTBEHHOH (YHKIHMH 110 OCYIIECTBICHUIO JIMIIEH3MOHHOTO KOHTPOJIS
(hapMareBTUUeCKOM NIeATeIbHOCTH, YTBEPKIEHHBIN mpukazom Mun3apaBa Poccum ot 1 ceHTAOps
2017 r. N 5851

Cwm. xommeHTapuu K ctatbe 58.1 HacTosmero denepanbHOroO 3aKOHA

I'naBa 11. YHUYTOXKeHNE JIEKAPCTBEHHBIX CPEACTB
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Cratbs 59. OcHOBaHUS U NOPSAOK YHHUTOKEHUS JIEKApPCTBEHHBIX CPEICTB

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 2. N 429-®@3 6 uacms | cmamvu 59 nacmoswezo
DedepanvbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. HenoOpokauecTBeHHbIE JIEKApCTBEHHbIE CpEACTBa, (anbCcu(ULIUPOBAHHbBIE JIEKAPCTBEHHBIC
CpeICTBA TIOJUICKAT W3IBATHIO U3 OOpalleHHuss W YHUYTOXKCHHIO B I[OPSJIKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepaunn. OCHOBaHUEM JUIsl YHUUTOXEHHUS JIEKAPCTBEHHBIX CPEIICTB
SIBIISIETCSL PELICHUE BJIAJIENblIa JIEKAPCTBEHHBIX CPEJICTB, PEIIEHNE COOTBETCTBYIOUIETO YIIOJTHOMOYEHHOIO
denepanbHOro opraHa UCIOJHUTEIBHON BIACTH WIH pPEIlIeHUE Cya.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-®@3 6 uacms 2 cmamvu 59 nacmosuezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. KonTpadakTHbie JIeKapCTBEHHBIE CPE/ICTBA TOJJICKAT U3BATHIO U3 OOpALICHUS U YHHUYTOKCHHIO
1o pemeHuto cyna. [lopsiiok yHUUYTOXKEHUS KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTAHABIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanun.

3. Pacxonpl, CBsi3aHHBIE C YHMUYTOXXCHMEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEACTB,
HEeT0OPOKAYEeCTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, (pambCHPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEULIAIOTCS UX BIIAJEIbIEM.

4. Bnanenen jeKapCTBEHHBIX CPEJICTB JOJDKEH IMPEACTAaBUTh B YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH HCIIOJIHUTENBHON BJIACTH JOKYMEHT WJIHM 3aBEPEHHYI0 B YCTAHOBJIEHHOM IIOPSIJIKE €ro KOIUIO,
MOJTBEPKIAIOLINE (PaKT YHUUTOKEHUSI JIEKAPCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOUIMM YHNOJHOMOUYEHHBIH (enepanbHblii OpraH MCIOJHUTENBHOW BIACTH,
OPUHSBIIMKA penieHre o0 YHUYTOXKEHMM JIEKapCTBEHHBIX CPEACTB, OCYILECTBISET KOHTPOJIb 3a HX
YHUUTOKEHUEM.

6. VYHHMUTOXXEHUE JIEKAPCTBEHHBIX CPEACTB MPOU3BOJIUTCS OPraHU3aLUsAIMU, HMEIOIIUMU
COOTBETCTBYIOLIYIO JIMIEH3HUIO, Ha CIELUAIbHO 000PYAOBAaHHBIX IUIONIA/IKAX, HOJUIOHAX U B CHEIMAIbHO
000py/I0BaHHBIX MOMEUIEHUSIX C COO0eHNEM TpeOoBaHUIl B 00JacTH OXpaHbl OKpY’KaIOLIEH cpenbl B
COOTBETCTBUHU C 3aKOHOaTenbcTBOM Poccniickon denepanni.

7. HapxoTruueckue JeKapCTBEHHbIE CpEACTBa, IICUXOTPOIIHbIE JIEKAPCTBEHHBIE CPEJNICTBA,
panuodapmanieBTHUECKUE  JICKApPCTBEHHBIE  CPEJCTBA  YHUYTOXKAIOTCS B COOTBETCTBUM  C
3aKoHoO/1aTenbCcTBOM Poccuiickon Penepanyu.

TAPAHT:

CMm. koMMeHTapuH K cTaTthe 59 HacTosmero denepanbHOro 3aK0Ha

I'naBa 12. I'ocynapcTBeHHOe peryJiMpoOBaHue eH HA JIeKAPCTBEHHbIE Npenaparhbl s
MeIMUIMHCKOr0 MPpUMEeHeHH s

Crarbs 60. T'ocymapcTBEHHOE peryJMpoBaHUE I[I€H Ha JEKapCTBEHHbIC Mpenaparbl s
MEIUIUHCKOTO MPUMEHEHUS

['ocynapcTBeHHOE peryjiaupoBaHUE LI€H Ha JEKapCTBEHHbIE IMpernapaThl I MEAUIIMHCKOIO
MPUMEHEHHUS OCYILECTBISAETCS MOCPEACTBOM:

Wndopmarus 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-®D3 nynkm [ cmamvu 60 nacmosuezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, ecmynaowell 6 cuny ¢ 1 urons 2015 e.
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Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
1) yrBepxaenus [IpaBurensctBoM Poccuiickoit deneparuu rnepedyHs KU3HEHHO HEOOXOIUMBIX H
BXHEHUININX JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIH cHopMHpOBaH B YCTAHOBICHHOM WM IOps/IKE Ha
OCHOBE KOMILJIEKCHOM OILIEHKH JIEKapCTBEHHBIX MpEnapaToB, BKIIIOYAs aHAIU3 CBEICHUN O CPaBHUTEIbHOM
KITMHUYEeCKOH A (PEeKTHBHOCTH M O€30MacCHOCTH JICKAPCTBEHHOTO CPEICTBA, OLEHKY AKOHOMHYECKUX
MOCNEACTBUM MPUMEHEHHUS JIEKapCTBEHHOTO CpPEICTBA U HW3YYEHHE JIOTIOJHHUTENBHBIX MOCIEACTBHIMA
MPUMEHEHHUS JIEKAPCTBEHHOT'O CPE/ICTBA;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 uzmenen c 7 uronsa 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
2) yTBEpXKICHHS METOJMKM pacueTa NpPeASIbHBIX OTHYCKHBIX IICH IPOM3BOJAMTEICH Ha
JICKAPCTBCHHLIC IMIPCIIapaTbl, BKIIOYCHHBIC B IICPCUYCHbL KU3HCHHO HCO6XOIII/IMI)IX A BaXHEUIIUX
JICKAPCTBCHHLIX IIPCIIapaTOB, a4 TAKKC BHCIAPCHUA MCXAHH3MOB (I)OpMI/IpOBaHI/IH CHUCTEMBI pe(bepeHTHbIX
ICH,
Wuopmarus 06 H3MEHEHHSIX:

Ilynkm 3 usmenen c 7 urons 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio

3) TrOCyIapCTBEHHOM pETUCTpallMy NpPEIeNbHbIX OTIHYCKHBIX II€H IPOU3BOJAUTENIEH Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX MPEIAPaATOB;

4) BeleHUsA TIOCYIAapCTBEHHOIO pEecTpa NpPeAeNbHBbIX OTIYCKHBIX II€H IPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE IIpEnapaThl, BKIIOUYEHHBIE B IMEPEUEHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX NIPENApaToB;

5) yTBepKIEHUS METOJIMKM YCTAaHOBJEHHMS OpraHaMd HCIOJIHUTEIbHOW BIACTH CYOBEKTOB
Poccuiickoit denepannu npeaenbHbIX pa3MepOB ONTOBBIX HAI0ABOK U MPEAEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOM3BOAUTEISIMHU JIEKAPCTBEHHBIX
[penapaToB, Ha JIEKApCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B TEpeueHb J>KU3HEHHO HEOOXOIUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPENapaToB;

6) yCTaHOBJIEHUS TpE/IEeIbHBIX Pa3MEpPOB ONTOBBIX HAaA0AaBOK U MPEAEIbHBIX Pa3MEPOB POZHUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM, YCTAHOBJICHHBIM IPOMU3BOJIUTEISIMU JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHbIE Ipenaparhbl, BKIIOYECHHbIE B IEpeYeHb >KU3HEHHO HEOOXOIUMBIX H
BAKHEHILNX JICKAPCTBEHHBIX IIPENApaToB;

7) yTBEp)KIEHMS TOpsKa BBLAAYM TPEANKUCAHNI OpraHaM HCIOJHUTEIbHON BIAcTU CyOBEKTOB
Poccuiickoit @enepanuu 0 TPUBEICHUU B COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickort dexneparuu
peuieHnii 00 YCTaHOBJIEHMM NpPEIENbHBIX pPa3MEpPOB OINTOBBIX HAJ0aBOK M TIpPeNeNbHBIX pPa3MepoB
PO3HUYHBIX HaJ0aBOK K (PAKTMYECKHMM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOIUTEISIMU
JIEKApCTBEHHBIX IPEMAapaTOB, Ha JIEKAPCTBEHHBIC IIpENaparhl, BKIIOYECHHBIE B IIEPEUYECHb JKU3HEHHO
HEOOXOJMMBIX M BAKHEHIIMX JIEKApPCTBEHHBIX NPENapaToB, €CIM OHHM IPHUHATHI C HapyLIEHUEM
3akoHozarenbeTBa Poccniickorn @enepannu, B nopsiake, ycraHoBIeHHOM [IpaButenbctBoM Poccuiickoit
denepaunu;

8) HampaBiIeHHs YIOJIHOMOYEHHBIM (heiepaJbHbIM OPraHOM HCHOJHUTENBHOM BIIACTH OpraHam
UCTIOJIHUTENbHOW BIacTH cyObekToB Poccuiickoit ®Penepauuu mnpeanucaHuil o NpUBEIEHUH B
COOTBETCTBUE C  3akoHoaarenbcTBOM  Poccumiickoit ~ ®enepanu  NPUHATBIX € HapyLIEHUEM
3akoHosaTenbcTBa Poccuiickoit depepanun pemeHnii 00 yCTaHOBICHUH TpeAeTIbHBIX pa3MEpPOB ONTOBBIX
Ha/0aBOK M NPEAENbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0AaBOK K II€HAM Ha JIEKApCTBEHHbIE IpenapaTsl,
BKJIIOYCHHBIE B TIepEUEHb KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JICKAPCTBEHHBIX MIPENapaToB;

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nywkm 9 cmamou 60 Hacmoswezo
DedepanbHo20 3aKOHA U3LONCEH 8 HOBOU PeOaKyul
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Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
9) ocymectBieHus (eaepallbHOTO TOCYJapCTBEHHOrO0 Haa3opa B cdepe oOpamieHus
JIEKaPCTBEHHBIX CPEACTB M PETMOHAIBHOIO TOCYJAApPCTBEHHOIO KOHTPOJIA 3a IMPUMEHEHHWEM LIEH Ha
JIEKapCTBEHHBIC  TIpenaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (elepaIbHBIMH  OpTaHaMH
WCIIOJIHUTEJIbHOM BJACTM M OpraHaMM HCIIOJHUTENIbHOW BJIacTH cyObekToB Poccuiickoit ®Denepanuu
COTJIACHO MX KOMIIETEHIIMH B Mopsjike, yctaHoBIeHHOM [IpaBurensctBoM Poccuiickoit denepaiuu;

Wndopmarius 06 H3MEHEHUSX:
Ilynkm 10 usmenen ¢ 1 mapma 2020 2. - Dedepanvuviii 3akon om 27 oexabps 2019 2. N 475-D3

Cwm. 6yoywyro peoakyuio
10) mnpumeHeHMs TNPENyCMOTPEHHBIX 3aKOHOAATenbCcTBOM Poccuiickoit ®enepanuu  mep
OTBETCTBEHHOCTHU 32 HapylICHHE MOpsAKa [IEeHOOOpa30BaHMs Ha )KM3HEHHO HEOOXOAMMBbIE U Ba)KHEHIINE
JIEKapCTBEHHBIE NpenapaThl.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 60 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Undopmarus 06 n3MEHEHUAX:
Cmamuws 61 usmenena c 7 urons 2019 2. - @edepanvhuiii 3akon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
Crarba 61. ['ocynapcTBeHHass perucrpauusi U MepeperucTpanus MNpeAebHbIX OTIHYCKHBIX LIEH
MIPOU3BOJUTENICH Ha JIEKAPCTBEHHBIE IPENaparthbl, BKIIOUEHHBIE B MEPEUYCHb JKU3HEHHO
HEOOXOIMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX IIPEMapaToB

1. IlpenenpHas OTIYCKHAasl II€HA MPOM3BOJAUTENS HAa JIEKAPCTBEHHBIM MpernapaT, BKIIOUYEHHBIA B
NepeyeHb JKU3HEHHO HEOOXOJMMBIX U  BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, IOAJEKUT
TOCYIapCTBEHHOW PETMCTpalMU B IOpsKe, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickorn ®@enepanuu,
Ha OCHOBAaHUHU IIPE/ICTAaBICHHOIO B YIOJHOMOYEHHBIH (elepalbHblii OpraH HCIOJIHUTEIbHON BIACTH
3asBJICHUS JAeprKaTelsl WM BJaJeblia PETHCTPAlMOHHOTO YAOCTOBEPEHUs JIEKApCTBEHHOTO Iperapara
(YNOJTHOMOYEHHOI'O UM JIULIA).

2. 3aperucTpupoBaHHas MpeleibHas OTIYCKHas Il€Ha IPOU3BOAMUTENS Ha JIEKapCTBEHHBIN
npemnapar, BKJIIOYEHHBI B TEpeYeHb JKU3HEHHO HEOOXOJMMBIX M BaXHEUIIUX JIEKAPCTBEHHBIX
MpenapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBETHYECHHUS OJHMH pa3 B KaJeHAapHOM roJly Ha
OCHOBaHUHU NPEJCTABICHHOTO B YIOJHOMOYEHHBIH (heepanbHblii OpraH MCIOJHUTEIbHON BiacTu 10 1
OKTSIOpS KaXXIOro ToJa 3asBICHHS JepKaTeNis WM BIAJeNiblla PETUCTPAMOHHOTO YJOCTOBEPECHHUS
JIEKapCTBEHHOTO TMpemnaparta (ynoJHOMOYEHHOTO UM JIUIIA).

3. 3apeructpupoBaHHas IpejeibHas OTIYCKHAas 1I€Ha MPOU3BOAMTENS Ha JIEKapCTBEHHBIN
mpenapar, BKJIIOUYEHHBI B TMEpeYeHb JKU3HEHHO HEOOXOJMMBIX M BaXHEUIIUX JICKAPCTBEHHBIX
MpernapaToB, MOXKET OBITh IEPEPETUCTPHPOBAHA B CTOPOHY CHIDKEHHUSI HA OCHOBAHUU TPECTABICHHOTO B
YIIOJTHOMOYEHHBIHN (efepanbHblil OpraH MCIOJHUTENBbHON BIAacTU 3asBICHUS JeprKaTels WU Blajebla
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara (yrnoJIHOMOYEHHOTO UM JIUIIA).

4. Jlepkatenp WM BIAAENEll PETHCTPALMOHHOIO YJIOCTOBEPEHHMs JIEKAPCTBEHHOIO IIperapara
(YNOTHOMOYEHHOE UM JIMII0) 00si3aH TMPEACTaBUTh B YIOIHOMOYEHHBIH (eaepanbHbIi  OpraH
MCIIOJTHUTENIbHOM BJIaCTH 3asBJICHHE O MEePEeperucTpaliy 3aperucTpUpPOBAHHON MpelelbHONH OTIYCKHOM
IIEHBI TPOU3BOIUTEIIS Ha JIEKAPCTBEHHBIN Mpenapar, BKIIOYSHHBIN B IEPeUeHb )KU3HEHHO HEOOXOJIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX NPENAPaTOB, B CTOPOHY CHUKEHHSI B CIEAYIOLIUX CIydasx:

1) cHMKEeHUE 1IEHbl B UHOCTPAHHOM BAJIIOTE HAa JICKAPCTBEHHBIN Mpenapat B CTpaHe MPOU3BOAUTENS
u (Moy) B CTpaHaxX, B KOTOPBIX JIGKAPCTBEHHBIM TIpemapar 3aperucTpupoBaH W (WIM) B KOTOPBIC
IIOCTAaBJISAETCS IPOU3BOAUTEIIEM;

2) cHWXKeHUuE 1ieH Ha pedepeHTHbIE JIEKApCTBEHHBIE MpernapaTrbl B COOTBETCTBUM C ITYHKTOM |
HacTosmed vacTh (I COOTBETCTBYIOIIMX BOCIPOU3BEICHHBIX, OWOAHANOTOBBIX (OMOMOJOOHBIX)
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JIEKapCTBEHHBIX [IPENAapaToB);

3) mpeBbIllIeHWE MPESILHON OTIYCKHOM IIEHBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHATIOTOBBIN
(6moro100HBIN) JIEKApCTBEHHBIM IMpernapaT MHOCTPAHHOTO IMPOM3BOJACTBA HAJ MPEICbHOW OTIYCKHOM
[IEHON MPOW3BOAUTENISI HA BTOPON BOCTIPOU3BEACHHBIN, OMOaHAIOTOBBIN (OMOIMOJ00HBIN) JIeKapCTBEHHBIN
Ipenapar, pacCUYMTaHHOM B COOTBETCTBMM C METOJIMKOMW, yTBep:KIeHHOU IIpaBurensctBoM Poccuiickoi
denepanuu;

4) npeBbllIEHNUE MPEACIbHON OTIIYCKHOM LIEHBl Ha NEPBbIA BOCIHPOU3BENEHHBIN, OMOaHAIOTOBBIM
(Onomo00HBINM) JIEKApCTBEHHBIM MpermapaT MPOU3BOJAUTENS TocylapcTBa - wieHa EBpasuiickoro
DKOHOMHYECKOTO  COK3a HAJ IPENCIbHOM  OTIIYCKHOM ILIEHOM IIPOM3BOAMTEN HAa  BTOPOHU
BOCIPOM3BEICHHBINA, OHOAHANOTrOBbI (OMOMOAOOHBIN) JIEKApCTBEHHBIM Mpenapar MPOU3BOIUTEINS
rocygapcrsa - ujaeHa EBpa3MiiCKOro SKOHOMHYECKOIO COH03a, PAaCCYUTAHHOM B COOTBETCTBUU C
MeTOAMKOM, yTBepxkaeHHoM [IpaButensctBoM Poccuiickoit denepanuu.

5. llopsamox  mepeperucrpanuy  3apeTHCTPUPOBAHHBIX  NPEIEIbHBIX  OTIYCKHBIX  IIEH
MPOU3BOJUTENCH HA JIEKApPCTBEHHBIE IMpernapaThl, BKIIOUYEHHbIC B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JICKAPCTBEHHBIX IPENApaToB, B CIydasX, HNPEAYCMOTPEHHBIX 4acTsMHU 2 - 4 HacTosulen
craThu, ycraHaBnuBaetcs [IpaBurensctBoM Pocculickoit deneparum.

6. DKOHOMMYECKMI aHalIMu3 MpeAebHON OTHYCKHOM II€Hbl IPOM3BOAMTENS Ha JIEKAPCTBEHHBIN
mpenapar, BKJIIOYEHHBI B TIEpEeYeHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEHUIIMX JIEKapPCTBEHHBIX
IIpenaparoB, IpU €€ TOCYJapCTBEHHOM pETUCTpaluy WIM IIEPEPETHCTPALUA  OCYIIECTBISACTCA
denepanbHbIM OPraHOM HCIIOJTHHUTEIBHOW BIACTH, OCYIIECTBISIOMUM (GYHKIUH 1O MPUHATHIO
HOPMATHUBHBIX TIPAaBOBBIX aKTOB M KOHTPOJIO 3a COOJIIOJICHHEM 3aKOHOAATeNbCcTBA B  cdepe
roCy/IapCTBEHHOT'O PEryIupoBaHusl 1eH (TaprudoB) Ha TOBapHI (YCIyTH).

7. Pacuer nmpeAenbHbIX OTIMYCKHBIX II€H, YKa3aHHBIX B 4acTsAX | WM 2 HACTOSIIEH CTaTbH, IPU HX
TrOCYJapCTBEHHOM PEruCTpalui WIHA MEPEPETUCTPalui OCYLIECTBISAETCS B COOTBETCTBUU C METOIMKOM,
yrBepkieHHoU [IpaBurenscTBoM Pocculickoit denepanyiv ¥ y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobGmonenne GanaHca MHTEPECOB MOTPEOUTENEH JTEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B
NepeyeHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpenapaToB, U IMPOU3BOAUTENEH
JIEKapCTBEHHBIX IpEenapaToB, BKIIOYEHHBIX B IMEPEYCHb >KU3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX
JIEKapCTBEHHBIX MPENAPATOB;

2) (axkTHyecKyl0 OTIYCKHYIO IIeHy Ha JeKapcTBeHHble npemnapaTsl B Poccuiickoit denepanmu,
LIEHY BBO3a JICKAPCTBEHHBIX IpemnapatoB B Poccuiickyro denepannio, a TakKe IEHbl HA AHAIOTUYHBIE
JeKapCTBEHHbIE MIpenapaThl, Haxoasmumecs B oopaiienun B Poccuiickoit @eneparuy;

3) 3aTpaThl NPOU3BOJUTENS JIEKAPCTBEHHOTO IIpernapaTa Ha IPOU3BOJACTBO U  peaTU3aLUI0
JIEKapCTBEHHOIO IIperapara;

4) 1eHy Ha JeKapCTBEHHBII Ipernapar, ero 1ieHy B CTpaHe MPOU3BOAMUTENS U B CTpaHax, B KOTOPBIX
JIeKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (M) B KOTOPBIE IOCTABIISETCS TPOU3BOAUTEIIEM.

8. He nmomyckatrorcs peaqnsanusi M OTIYCK JIEKAPCTBEHHBIX MPENApaTOB, BKIOYEHHBIX B MIEPEYEHb
KHU3HEHHO HEOOXOJMMBIX M BAXHEHMIIMX JICKApPCTBEHHBIX INpEnapaToB, HA KOTOPbIE MPOU3BOAUTEISIMHU
JIEKApCTBEHHBIX IPENaparoB HE 3aperucTpupoBaHa IIpeAesibHAasl OTIYCKHas IIeHa, peanu3arus
IIPOU3BOJAUTENISAMHU JIEKAPCTBEHHBIX IIPENApaTOB 10 L(€HAM, IPEBBIIAIOIINUM 3apErUCTPUPOBAHHBIEC WIH
NIEPEPETUCTPUPOBAHHBIE MTPEACIIBHBIE OTIYCKHBIE IIEHBI HA JIEKAPCTBEHHBIE ITPENaparsl ¢ y4eTOM Hajora
Ha 100aBJIEHHYIO CTOUMOCTb.

9. OcobeHHOCTHM  TrOCYHapCTBEHHOTO  PETyJIMpPOBaHHUS  MPEAETbHBIX  OTHYCKHBIX  LIEH
IPOM3BOIUTENCH Ha JIeKapCTBEHHbIE MpPENapaThl, BKIIOUYEHHBIE B MEPEYECHb )KMU3HEHHO HEOOXOIUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT 3KOHOMHUYECKMX U (WJIHM) COLHMAIBHBIX
KpUTEpUEB (M3MEHEHHE YCIIOBMil, MOpsAKa M CTOMMOCTH IPOMU3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB,
UCIIONIb30BaHUE HOBBIX (OpPM, METOJOB M CIOCOOOB TOCYAapCTBEHHOTO pPETyJWpPOBAaHUS LI€H Ha
JIeKapCTBEHHbIE Mpenaparbl, B TOM YHCJIE€ Ha OCHOBE MEXaHHM3Ma pedepeHTHOro IIeHOOO0pa30BaHUS,
U3MEHEHUH TMOpsiKa OKa3aHWUs MEIUIUHCKON IOMOIIM, W WHbIE HU3MEHEHHS) YCTaHaBIIMBAIOTCA
IIpaBurensctBoM Poccuiickoit denepanun.
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'APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 61 HaCTOoAIICTO (DeI[epaJ'IbHOFO 3aKOHa

Crarbs 62. ['ocynapCTBEHHBIM peecTp NpeAeibHBIX OTIYCKHBIX II€H MPOU3BOJAUTENCH Ha
JICKapCTBCHHBIE MpEnaparhbl, BKIIOYEHHBIC B TEPEUeHb JKU3HCHHO HEOOXOAWMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

Wndopmarius 06 H3MEHEHUX:
Yacmo 1 usmenena c 7 utons 2019 2. - @edepanvuwiii 3axkon om 6 urona 2019 2. N 134-D3

CMm. npedbloywyro pedakyuio

1. 3aperucTpupoBaHHbIC WM IEPEPETHCTPUPOBAHHBIC TPEACIbHBIE OTHYCKHBIC IIEHBI
NPOM3BOJIUTENICH Ha JICKAPCTBEHHBIC IMPENapaThl, BKJIOYCHHBIC B MEPEYCHb KM3HCHHO HEOOXOIUMBIX U
BOXHCHUIINX JIGKAPCTBEHHBIX TIPENapaTroB, TOJUICKAT BKIOYCHHIO B TOCYJAPCTBEHHBIA peecTp
NpeeIbHBIX OTITYCKHBIX IIEH MPOU3BOMTENCH Ha JICKAPCTBEHHBIC MPEMaparhl, BKIOYCHHBIC B TIEPEUYCHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHUINNX JICKAPCTBCHHBIX MTPEIIapaToB.

2. T'ocynapcTBEHHBI pEecTp MPeAeIbHBIX OTIYCKHBIX IICH MPOU3BOAUTENCH Ha JIEKapCTBEHHbBIC
nperaparsl, BKIIOUYEHHBIC B TIEPEYCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEHWINIUX JIEKApCTBEHHBIX
IpernapaToB, COACPKUT B ceOE CICIYIONIYI0 HH(OPMAIIHIO:

Undopmaris 06 n3MEHEHUAX:
Ilynkm 1 uzmenen c 1 ansapsa 2018 e. - @eodepanvhuiii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npeovloywyro peoakyuio

1) HaMMEHOBaHME JIEPXKATEIS T BJIaJIeNIblla PETUCTPAIIMOHHOTO YJIOCTOBEPCHHUS JIEKAPCTBEHHOTO
npernapara, HAUMCHOBAaHUE IPOU3BOJUTENS JICKAPCTBCHHOTO IIpernapara, CBEIACHHUS O PEruCTpaIuu
JeprKaTeNs WK BIaAeNblla PETUCTPAIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, CBeJeHUs O
pETHCTpAIMK MMPOU3BOUTEINS JICKAPCTBEHHOT'O TperapaTa JUIsl MEIUIMHCKOTO MPUMEHEHHUS B KaueCTBE
HAJIOTOIUIATETbIINKA B CTPAHE PEerucTpaIuy (s POCCUUCKUX IOPUANUECKUX JIHIL - HICHTU(DUKAIMOHHBIN
HoMmep Hayoromiarensimuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTpPAINH,
HAaUMEHOBAaHUE PETHCTPUPYIOLIETO OpraHa, PeTUCTPALMOHHBIA HOMED, KOJI HaJIOTOIIATENbIUKA B CTPaHE
perucrpanuy (MHKOPIOPAIMK) WM €r0 aHaJoT), MECTO HAaXOXICHHS TPOM3BOJCTBEHHBIX ILIOMIAJIOK,
YUaCTBYIOIIMX B MpOIECCe MPOM3BOACTBA JIEKAPCTBEHHOTO Mpernapara, ¢ yKa3aHMeM CTaJuu Ipolecca
MIPOM3BO/ICTRBA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 2 yacmu 2 cmamvu 62 Hacmosiue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) HaMMEHOBaHWE JIEKAPCTBEHHOTO Tpemapara (MeXIyHapOoJHOE HEeNaTeHTOBAHHOEe, WU
TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HANMEHOBAHUS ),
3) HOMEP PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TIpemnapara;
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 4 uacmu 2 cmamvu 62 nHacmosiue2o
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
4) nexkapcTBeHHas popMa C yKazaHHUEM JO3MPOBKH JIEKAPCTBEHHOTO Tperapara U ero KOJIM4ecTBa
BO BTOPUYHOMH (MTOTPEOUTENHCKOM) YITIAaKOBKE, a TAK)KE KOMIUJICKTHOCTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynxkm 5 usmenen ¢ 1 mapma 2020 2. - @edepanvuviii 3axon om 27 oexabps 2019 2. N 475-D3

Cm. 6yoywyro peoakyuro
5) 3apeructpupoBaHHas peesibHasi OTIYCKHAs IIeHa B pyOIIsx;
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Wndopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 7 uronsa 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
6) nata U HOMEp MpHUKa3a YIOJIHOMOUYEHHOTO (pelepaibHOTO OpraHa HMCIOJHUTEIBHON BJIACTH O
rOCYIapCTBEHHOW PETMCTPAlMU WJIM NEPEPETUCTPALIMU TPEAECIBHON OTIIYCKHOM LEHBI Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBI B IEpeYeHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHUIIMX JIEKapPCTBEHHBIX
MIPEIapaToB.;
Wndopmarus 06 H3MEHEHHSX:

Yacms 2 O0ononnena nynkmom 6.1 c¢ 7 uonn 2019 . - Dedepanvuviii 3akon om 6 utons 2019 e.
N 134-@3
6.1) mata BCTyIJICHUS B CUJTy MPUKa3a YIOJIHOMOYEHHOTO (eIepallbHOTO OpraHa HCIIOJTHUTEIHHON
BJIACTM O TOCYAApCTBEHHOM pErucTpalyuyl WIA TEePEePerucTpauu MpeleIbHOH OTMYCKHON IEHBI
MIPOM3BOJUTEISI HA JICKAPCTBEHHBIA IpernapaTr, BKIOYCHHBIM B IMEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENAPaTOB;

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 uacmes 2 cmamvu 62 unacmosuezo
DedepanvbHo2o 3aKOHA OONONHEeHA NYHKMOM 7, ecmynarouum 6 cuny ¢ 1 urons 2015 a.
7) WTPUXOBOM KOJ, HAHECEHHBII Ha BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKapCTBEHHOTO
npenapara;
Wudopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-D3 uwacms 2 cmamou 62 nacmosujeco
DedepanbHo20 3axona 0onoaneHa nynkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 2.
8) KOJ JIEKapCTBEHHOTO MperapaTra 1Mo aHaTOMO-TEPaneBTUYECKO-XUMHUYECKON KilacCU(PUKALINH,
pPEKOMEHI0BaHHOM BeceMupHON opraHu3anueil 34paBoOXpaHeHHUs.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 3 usmenena c 7 utons 2019 e. - @edepanvuwiii 3axkon om 6 uronsa 2019 2. N 134-D3

Cm. npeodvloyuwyro peoakyuio
3. TocymapcTBeHHass perucTpanus HWIM TMepeperucTpanusi MpeAeNbHbIX OTIYCKHBIX IIeH Ha

JICKapCTBCHHBIC TIperapaThl, BKIIOUYEHHBIC B TMEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JICKapCTBEHHBIX TMPEMapaToB, BEACHHE TOCYJApPCTBEHHOTO peecTpa NpPEIeNbHBIX OTIYCKHBIX II€H
MIPOM3BOIUTEINICH HA JICKAPCTBEHHBIC IMpETNapaThl, BKIIOUCHHBIC B TMEPEUCHD KU3HEHHO HEOOXOIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISIOTCS B MOPSAIKE, yCTaHOBIEHHOM [IpaButenscTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CM. AQMUHHUCTpaTUBHBIA pernameHT MuH3apaBa Poccuu 1Mo IpenoCTaBIEHUIO TOCYAApCTBEHHOM
YCIIyTU IO TOCYJapCTBEHHON PETUCTPALlMU NIPEIEIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE IIPETIapaThl,
BKJIIOUEHHBIE B IME€pEeYeHb >KM3HEHHO HEOOXOJMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IMpenapaTos,
YTBEPXKAECHHBIN Npuka3oM MuHuctepcTsa 3apaBooxpanenust oT 24 urond 2012 r. N 421

CMm. koMMeHTapuH K cTaTthe 62 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 06 U3MEHEHUIX:
Haumenosanue uzmenerno ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. 6yoywyro peoakyuro
Crarbsi 63. VYcraHOBIEHHE OpraHaMH MWCIOJHHUTEIBHON BiacTH CyObeKkToB Poccuiickoit
denepanuy  MpeesbHBIX Pa3MEPOB ONTOBBIX HAN0ABOK M IPEICNIBHBIX pa3MeEpOB
PO3HMYHBIX HaI0aBOK K (AaKTHYECKUM  OTIIYCKHBIM  II€HaM, YCTaHOBJIEHHBIM
IPOM3BOJUTENSIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbIE IpemnapaTsl s
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MCIUIUHCKOI'0 MPUMCHCHUA

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 e. N 475-D3
Cm. 6yoywyro pedaxyuio

Deoepanvrvim 3akonom om 13 urwona 2015e. N 241-D3 6 uacmv 1 cmamou 63 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. Opranbl HWCHOJHUTEIBLHON BIacTu cyObekToB Poccuiickoii ®enepanuu ycTaHABIMBAIOT
npeenbHbIe pa3Mepbl ONTOBBIX HAA0aBOK U IpeAeTbHbIC pa3Mephbl pO3HUYHBIX HaJ0ABOK K (PaKTHUYECKUM
OTIYCKHBIM LIEHaM, YCTAHOBJIEHHBIM MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHBIE
npenaparsl, BKJIIOUEHHbIE B IEPEYEHb JKU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
IIpenaparoB, B COOTBETCTBUU C YTBEPKACHHOU B Mopsiake, yctaHoBIeHHOM lIpaButenscTBoM Poccuiickoit
®depepannn, METOIMKON YCTAHOBJIEHHUS OpPraHaMH UCIOJHHUTENIbHOM BIACTH CyOBeKTOB Poccuiickoii
®Denepanyiyl mpeieIbHBIX Pa3MEPOB OMTOBBIX HA0ABOK U MPEAEIbHBIX PA3MEPOB POZHUYHBIX HAT0ABOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, yCTAHOBJICHHBIM IMPOW3BOAMTENSMHU JIEKAPCTBEHHBIX IpenapaToB, Ha
JICKapCTBEHHBIE TMIperapaThl, BKIIOUEHHBIE B IMEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapCTBEHHBIX IMpenapatoB. [IpOeKThl pemeHnid OpraHoB HWCIOJIHUTEIBHOW BIACTH CyOBEKTOB
Poccuiickoit denepaiiuu 00 yCTaHOBJIEHWHM W (WJIM) HM3MEHEHHHM IMPENEIbHBIX pPa3MEpPOB OINTOBBIX
HaM0aBOK M TPEACTBHBIX pa3MEpOB PO3HUYHBIX HAA0AaBOK K (aKTHUECKUM OTIIYCKHBIM IIEHAM,
YCTAaHOBJICHHBIM IPOU3BOJUTENSIMU JICKAPCTBEHHBIX IpENapaToB, Ha JIEKAPCTBEHHbIE IIpeNaparsl,
BKIIIOYCHHBIE B T€pEUCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JICKApPCTBEHHBIX IIPENapaTos,
HOJUIeXKAT COIJIaCOBaHUIO C (eAepabHbIM OPraHOM HCIOJHUTENBHON BIJIACTH, YHNOJHOMOUYEHHBIM
OCYIIIECTBIISITH [IPAaBOBOE PETYINPOBAHUE B Cepe rocyAapCTBEHHOTO PEryiIupoBaHus lieH (TapudoB) Ha
TOBaphl (YClIyru), B mopsijike, ycraHoBiaeHHOM [IpaBurensctBom Poccuiickoit denepanuu.
FAPAHT:

Cwm. IlpaBwia ycTaHOBIEHHUS MPEACTHHBIX Pa3MEPOB OMTOBBIX W MPEACIBbHBIX Pa3MEpPOB POZHUYHBIX
Hag0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM TMPOU3BOJIUTENCH Ha JIEKapCTBEHHBIC Ipernaparsl,
BKJIFOUEHHBIE B MEPEUEHb >KU3HEHHO HEOOXOIMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IMpENaparoB, B
cyonrekrax P®, yrBepxkaennsie nocranosienrem [IpasutensctBa PO ot 29 okts6ps 2010 1. N 865

Wndopmarys 06 H3MEHEHHSAX:
Yacms 2 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. 6yoywyro pedakyuio
2. OpraHuzallid ONTOBOW TOProBiAM M (WJIM) anTe4yHble OpraHu3allld, WHIWBUAYaJIbHBIC
OpeIpUHUMATEIN, HMEIOIIMe JUIEH3UI0 Ha (papMaleBTUYECKYI0 JAESITEeIbHOCTb, OCYIIECTBIISIOT
peanu3alMio JIEKapCTBEHHBIX MPENaparoB, BKIIOUYEHHBIX B IE€PEYeHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEWIINX JIEKAPCTBEHHBIX MPENapaToB, IO II€HaM, YPOBEHb KOTOPBIX HE IMPEBBINIAET CYMMY
(akTHUECKOW OTMYCKHOW ILIE€HBI, YCTAaHOBJICHHOM NPOMU3BOJUTEIEM JICKAPCTBEHHBIX IpENapaToB U He
MIPEBBIIAOIIEH 3apErUCTPUPOBAHHON WM TNEPEPErUCTPUPOBAHHOM MPENENIbHOM OTIYCKHOM IE€HBI
POM3BOUTENS (HA JaTy peaju3alMy JEKapCTBEHHOTO IMpernapara MpoU3BOJUTENIEM), U pa3Mep ONTOBOM
HajA0aBKM M (MJIM) pa3Mep PO3HUYHOW HaJ0aBKM, HE TMPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa
npeenbHOR ONTOBOW HaAO0aBKU M (MJIM) pa3Mepa IMpelesIbHOM pO3HUYHON Ha/l0aBKU, YCTAHOBJIEHHBIX B
cyonekTe Poccuiickoit @enepanuu.
Wndopmarius 06 H3MEHEHUSX:
Yacmo 3 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkadps 2019 2. N 475-D3
Cm. 6y0ywyro pedaxkyuio
3. Oprasbl HCIIOTHUTEIHHON BiacTH cyObekToB Poccuiickoil dexepanuu pasMenialoT B CETH

"UnaTepHeT" KM omyOIMKOBBIBAIOT MH(OPMAITUIO O 3apETHCTPUPOBAHHON MPEACIbHONW OTITYCKHOH IIEHE
Ha JICKAPCTBCHHBLIC MPCIIApaThl, BKIIOYCHHLIC B IICPCUYCHL KXU3HCHHO HCOGXO,Z[I/IMBIX U BaXHEHUIIHUX
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JICKapCTBEHHBIX MpernapaToB, 00 yCTaHOBICHHBIX B cyObekTe Poccuiickoit ®enepanum pasmepe
npeaeabHON ONTOBOW Haf0aBKU M (WIM) pa3Mepe MpeaesibHOW pO3HMYHOM HaJ0aBKU K YCTaHOBJIEHHBIM
NPOM3BOIUTENSIMU JIEKAPCTBEHHBIX MpEnapaToB (PaKTUYECKHM OTIIYCKHBIM II€HaM Ha JIEKapCTBEHHBIC
npenaparbl, BKIIOYEHHbIE B IE€PEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHWIIMX JIEKapCTBEHHBIX
npenapaToB, U 00 yKa3aHHOW B 4YacTH 2 HacTosmed ctarbu cymme. MHpopmanus, mpeaycMOTpeHHas
HACTOALIEH 4acThIO, NOJKHA Pa3MEIaThCs TAK)KE B alITCUHBIX OPraHU3ALUAX B JOCTYIHOM Ul CBEACHHUS
BCEX 3aMHTEPECOBAHHBIX JHI] JOpPME B OOHOBIIATHCS 110 MEpe €€ OMyOTMKOBAHUS.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 27 oexabps 2019 e. N 475-@D3 yacme 4 npusnana ympamuewetl cuiy ¢ 1
mapma 2020 2.

4. IlpunsAThle C HapylleHUEM 3aKoHojaTesnbcTBa Poccuiickoit Penepanuu pelieHUs OpPraHoB
UCIIONTHUTENIbHOM BiacTu cyowbekra Poccuiickoit @enepanni 00 yCTaHOBJICHHH MPEIENbHBIX pa3MepoB
OTITOBBIX HAJ0ABOK M MPENEIbHBIX Pa3MEPOB PO3HUYHBIX HA/I0ABOK K 3apETUCTPUPOBAHHBIM IPEACIHHBIM
OTIIYCKHBIM 1I€HaM Ha JIEKapCTBEHHBIE MpernapaThl, BKIOYECHHbIC B MIEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOKHEHIINX JIEKAPCTBEHHBIX MPENAapaToB, MOIEKAT OTMEHE B Cy/IEOHOM MOPSIIKE.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOAIICTO (DeﬂepaJIBHOFO 3aKOHa

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 ¢ naumenosarnue enasvl 13 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm HauMeHOB8aHUs 8 nPedvloyujeli peoaKyuu

I'naBa 13. MouuTopuHr 3¢ ¢pekTuBHOCTH M 0€30MACHOCTH JIeKAPCTBEHHBIX NPenaparos,
Haxoasimuxcsi B oopamenun B Poccuiickoii @enepaunu

Wndhopmarrist 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Ooekabpsa 2014 2. N 429-D3 cmamuvsa 64 nacmoswezco Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cury ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
Crarbsa 64. apmakoHaa30p

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

1. JlekapcTBeHHBIE TIpenapaThl, Haxosmuecs B oopameHnu B Poccuiickoit denepanuu, moanexar
MOHHUTOPHHTY 3(()EKTHBHOCTH U O€30MMaCHOCTH B IIEJSAX BBIABICHUS BO3MOXXHBIX HETaTHBHBIX
MOCNEACTBU WX TPUMEHEHHUS, WHIUBUAYATbHOW HEMEPEHOCHMOCTH, MPEAYNPEKIACHUS METUIIMHCKUX
pabOTHUKOB, CHEIHAINCTOB B O0JACTH BETEPUHAPUM, TMAINMEHTOB WM BJIAJETBIEB JKUBOTHBIX U HUX
3aIIUTHI OT MPUMEHEHHSI TAKHUX JICKAPCTBEHHBIX TPEIapaToB.

2. ®dapmakoHaA30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eaepatbHbIM
OpPTaHOM HCIIOJTHUTEIIGHOM BJIACTH B YCTAHOBJICHHOM WM TMOPSJIKE IMyTeM aHalIu3a IPeI0CTaBIAEMOM
cyOBeKTaMu oOpalieHus JeKapCTBEHHBIX CPEACTB MHPOPMAIIUU O TTOOOYHBIX JEHCTBHSIX, HEXKENaTEIbHBIX
peaKkuusax, CEphe3HbIX HEXKENATENbHBIX PEaKUUsAX, HEMPEABUACHHBIX HEXKeNaTelbHbIX peakuusx Mpu
NPUMEHEHUN JIEKAPCTBEHHBIX IMpemapaToB, 00 WHAWBHUIYaTbHOW HEMEPEHOCHMOCTH, OTCYTCTBUH
3 PEeKTUBHOCTH JIEKAPCTBEHHBIX TMIPEMapaToB, a Takke 00 UWHBIX (akTax U 00CTOSATEIHCTBAX,
NPEJCTABISIIONINX yrpo3y JKU3HU WIH 3J0POBBI0 UEIOBEKa IJHOO KUBOTHOTO TIPH NPUMEHEHHH
JIEKapCTBEHHBIX MPENapaToB U BBISBICHHBIX Ha BCEX 3Tanax oOpallleHHus JIEKapCTBEHHBIX IMPErnapaToB B
Poccuiickoit deaepanuu u Apyrux rocyaapcraax.
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3. CyObekThl 0OpalieHus JIeKapCTBEeHHBIX CPEJCTB B MOPSAIKE, YCTAHOBICHHOM YIOJHOMOYCHHBIM
(enepaabHbBIM OPraHOM MCIIOJIHUTEIBHON BIACTH, 0053aHbl COOOIIATh B YIOJIHOMOUYEHHBIN (heaepaibHbIi
OpraH HCIIOJHHUTEIBHONH BJIACTH O TOOOYHBIX JEHCTBUSAX, HEKENATEIBHBIX PEAKIHAX, CEPhE3HBIX
HEXKENNATeNIbHbIX  PEaKLUAX, HENPEIBUACHHBIX  HEXeNaTelIbHbIX PEAKUMAX IpU  IPUMEHEHUU
JIEKapCTBEHHBIX MpPENapaToB, 00 HWHIWBUAYAJIbHOW HENEPEHOCUMOCTH, OTCYTCTBUH 3(P(HEKTUBHOCTH
JIEKapCTBEHHBIX IPENapaToB, a TakkKe 00 MHBIX (akTax U OOCTOATEIbCTBAX, MPEICTABISAIONIUX YIPO3Y
KU3HU WM 370POBBIO YeNOBEKa JIMOO KMBOTHOIO IMPH NPUMEHEHUH JIEKapCTBEHHBIX IPENapaToB U
BBISBJICHHBIX Ha BCEX JTalax oOpallleHHs JIeKapCTBEHHbIX IpenaparoB B Poccuiickoit Penepauuu u
JPYTUX TOCyIapCTBax.

4. JlepxaTesid WIN BJIAAEIbIbl PErUCTPALMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX IPENaparos,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BbIJaHbl pa3pelICHNs Ha MIPOBEICHUE KIIMHUYECKUX UCCIIEOBAaHUN
B Poccuiickoii ®enepaunu, 1ubO yINOJIHOMOYEHHbIE HMH JpYrHe IOpUAMYECKHE JHMIa B paMKax
oOecrnieueHus 0€30MACHOCTH JIEKAPCTBEHHBIX IPENapaToB B IOPsIKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (eiepalbHbIM OpPraHOM HCIOJHUTENBHON BIIACTH, OO0S3aHbI OCYLIECTBIATH IPHUEM,
yueT, 00pabOTKy, aHalu3 H XpaHCHHE TIOCTYMAIOMUX B WX aJpecC OT CYOBEKTOB OOpaIicHHs
JIEKapCTBEHHBIX CPEJICTB U OPraHOB TI'OCYJapCTBEHHOM BIACTH COOOIIEHHH O MOOOYHBIX IEHCTBUSX,
HE)KEJIaTEeJIbHbIX PEAKIUIX, CEPbE3HBIX HEXKEJIaTENbHbIX U HENPEIBUJICHHBIX HEKEIATEIbHBIX PEaKLUAX
OpU MPUMEHEHUM JICKapCTBEHHBIX IpenapaTroB, 00 OCOOEHHOCTSAX MX B3aUMOJEHCTBUS C JPYTHMHU
JIEKapCTBEHHBIMHU IIperapataMy, WHAMBUAYaJbHON HENEPEHOCHMOCTH, a Takke o0 HUHBIX (akrax U
00CTOATENILCTBAX, IMPEICTABISAIONIMX YIPO3y KM3HM WIH 3J0POBBIO YelloBeKa JMOO >KUBOTHOTO WIIU
BIMSIOUIMX Ha HW3MEHEHHWE OTHOLIEHUS OXHJaeMOM IOJIb3bl K BO3MOXHOMY PHCKY IPUMEHEHHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Tlpu BbIsiBIEHHMM MHGPOpPMAIMU O CEPHE3HBIX HEXKENATEeNIbHbIX PEaKIUAX U HENpeABHIECHHBIX
HEXKENNATeNbHBIX peaklUsX INpd IMPUMEHEHHHM JIEKapCTBEHHBIX MpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEMCTBUS C JOPYIMMM JIEKQpCTBEHHBIMM IpernaparaMy, WHIUBUIYalIbHOW HENEPEHOCHMOCTH, a
Takke 00 MHBIX (pakTax U 00CTOATENbCTBAX, BIUAIOIINX HA U3MEHEHHE OTHOIICHUS 0’KUAaeMOMN MOJIB3bI K
BO3MOXKHOMY pPHUCKYy TPHUMEHEHHUs JIEKAPCTBEHHBIX IpenapaToB, JAepKaTead WM  BIAJEIbIb
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaTroB, IOPUANYECKUE JIMLA, HA UM KOTOPBIX
BbIIaHbl pa3pelleHus] Ha IMpOBEJIEHUE KIMHUUYECKUX uccienoBanuil B Poccuiickoit denepauuu, 11bo
YIIOJIHOMOYEHHBIE HMHU Jpyrue IOpUIMYECKHEe JHIa o00s3aHbl NPUHATH MEphl, HANpaBJCHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEICTBUH  NPUMEHEHUS  TaKUX  JIEKAPCTBEHHBIX  IMPENaparos,
npeaynpex/ieHue IPpUYMHEHUs Bpeaa KU3HU WM 370pPOBBIO YellOBeKa JIMOO JKUBOTHOTO, 3aLIUTY UX OT
INPUMEHEHHUS TaKuX JIEKapCTBEHHBIX MPENapaToB, Ha JOMOJHUTENbHBIN cOOp AaHHBIX 00 3 (HEKTUBHOCTH
1 0€30MacCHOCTHU TaKMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HeCcOoOOIIEHNE WU COKPBITHE MHPOPMAIINH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIIECH CTaThH,
JEpKaTeIl WM  BJIAQJENbLBI  PETHMCTPAllMOHHBIX  YIOCTOBEPEHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelieHns Ha MPOBEIeHUE KIMHUYECKUX UCCIIEJOBaHUM
B Poccuiickoii ®enepanuu, MO0 YIOIHOMOYEHHbIE HMMH JpyTue IOpHAMYECKHE JUIa, a Takke
JOJKHOCTHBIE JIUIA, KOTOPBIM 3Ta MHGOpMalus cTaja HM3BECTHA IO pOAYy HX MNPOoQecCHOHATbHON
JESATENIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATENbCTBOM Poccuiickoit denepanui.

7. Ilpu nony4eHUr ynoJIHOMOYEHHBIM (e/iepaibHbIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH B paMKax
OCYILECTBIICHUsI UM (papMaKOHaJ30pa JIOKA3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO IIperapara
YCTaHOBJIEHHBIM TpPEeOOBaHUSIM WM TMpPU TOJy4YeHUH HHQOpPMAIMM O HECOOTBETCTBUU JaHHBIX 00
3¢ (PEeKTUBHOCTH U 0 0€30MaCHOCTH JIEKApCTBEHHOI'O IMpernapaTa JaHHBIM O JISKapCTBEHHOM IIpernapare,
COJIepKALIMMCSA B UHCTPYKIIMU IO €ro MPUMEHEHUIO (B TOM YHCJIE BBIBICHHBIX B XO/€ OCYILECTBIICHUS
(dapmakoHaq30pa KOHTPOJIBHO-HAI30PHBIMU OpraHaMH HHOCTPAHHBIX TOCYAApPCTB), YMOJHOMOYEHHBIH
(enepanbHBI OpraH UCIOJIHUTENBHOM BJIACTH B YCTAHOBJIEHHOM MM IIOPS/IKE pacCMaTPHUBAET BOIPOC O
IIPUOCTAaHOBJICHUH PUMEHEHMSI TAKOTO JIEKAPCTBEHHOTI'O IIperapara.

TAPAHT:

CM. Metognueckue pexkoMeHparuu "OpraHuzanusi ciayXObl MOHMTOpUHra 0O€30MacHOCTH
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JIEKapCTBEHHBIX CPEACTB ((hapMaKoHAI30pa) B KOMIAHUSAX MPOU3BOAMUTEISNX JIEKAPCTBEHHBIX CPEIICTB

WIN JIep)KaTeNsX PErucTpalMoOHHBIX YAOCTOBEpeHHi", yTBepxkaeHHble Poc3mpaBHamzopom ot 25
okTs10ps 2008 T.

CwMm. KOMMCHTApHUHU K CTAThC 64 HacTOSIIETO q)enepaanoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 65 nacmoswezo Dedepanvroco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu

Cratbs 65. [IprocTaHoBIEHNE TPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara

1. Ilpu momyueHnn MHGOPMALIUU O HEXKENATEIbHBIX PEAKIUAX MPU MPUMEHEHUH JICKAPCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKLUMHM [0 NPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara, Cepbe3HbIX
HE)KENIaTEeJIbHbIX peaklUsX, 00 OCOOEHHOCTSIX €ro B3aUMOAEWUCTBUS C JPYIMMM JIEKapCTBEHHBIMU
npenapaTamMu, KOTOpPble MOTYT MPEJCTaBIATh YTPO3y >KU3HH WK 3J0POBbIO YeNlOBEKa TMOO KUBOTHOTO, a
TaK)Ke O HECOOTBETCTBUHU HAaHHBIX 00 3((eKkTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara
JJAHHBIM O JIEKQpCTBEHHOM IIpenapare, CoAepKaluMcsi B UHCTPYKLIMH 10 €r0 MPUMEHEHHIO, B TOM YHCIIe
OT YIOJIHOMOYEHHBIX OPTaHOB HMHOCTPAHHBIX TOCYIapCTB, OOMEH KOTOPOW OCYILECTBISETCS B
COOTBETCTBUHM C COTJIAIICHUSAMHU MEXIY YIOJIHOMOUYEHHBIM (elepalbHbIM OPraHOM HCHOJIHUTEIbHOU
BJIACTH M YNOJHOMOYEHHBIMH OpraHaMH WHOCTPAaHHBIX TOCYNApCTB, YIOJHOMOYEHHBIN (enepanbHbIH
OpraH HCIOJIHUTENIBHON BIIACTH pacCMaTPUBAET BOMPOC O BO3MOXHOCTU MPUOCTAHOBICHHS OOpaIieHUs
TAaKOro JIEKAPCTBEHHOI'O Ipenapara B I[IOpsJKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (enepabHbIM
OpraHOM HMCIIOJHUTEIBHOM BIACTH.

2. Ilpy HeWCNONHEHWH WIM HEHAAJEeKAIEeM HCIOJHEHUH [JepKaTelIIMU WM BIaJesIbllaMu
PErUCTPALlMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IPENaparoB, HOPUAUYECKUMHU JIMLIAMU, HA UM
KOTOPBIX BBIJAHbI Pa3pelICHHs] HAa MPOBEACHUE KIMHUYECKUX HcclienoBaHui B Poccuiickonn denepanuu,
VI YIIOJIHOMOYEHHBIMUA UMH JAPYTUMU IOPUIMUYECKUMHE JIMIIAMUA 0053aHHOCTEH, YCTAHOBIECHHBIX YaCTSIMU
3 u 4 crateun 64 Hactosmero denepalbHOTO 3aKOHA, JINOO B CIydasX MPEJCTaBICHUS] COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/lepajIbHbIM OPraHOM HMCIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTHU
Pe3yabTaTOB KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara Juisi MEAUIMHCKOTO IPUMEHEHUS,
KOTOpPO€ OCHOBAaHO Ha pe3yJbTarTax IPOBEPKU MEAUIUHCKONW OpraHMU3alliy, MPOBOJMBILEH YKa3aHHOE
KJIIMHAYECKOE MCCIIEN0BAHUE C HAPYIICHUEM IIPABUII HAJIEKAIIEH KIMHUYECKON MPAKTUKH, U IIPUBEIO K
MOJYYEHUIO HEIOCTOBEPHBIX pPe3yJibTaToOB, JUOO B Cilydyae HEBBIIOJHEHMS IPEINUCAHMs, BBIIAHHOTO
YIIOJHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH IO MTOraM OCYLIECTBJICHUS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO Iperapara, YIMOJIHOMOYEHHBIH (eaepanbHblii opran
WCITOJIHUTEJIBHON BJIACTH B YCTAaHOBJIEHHOM UM IIOPSJIKE PACCMATPUBAET BOIPOC O MPHUOCTAHOBICHUHU
IIPUMEHEHHUs TaKOT'0 JIEKAPCTBEHHOTO IIperapara.

TAPAHT:

O mnpenocTaBleHHH TEPPUTOPHATBHBIMU  YmpaBieHussiMu Poc3npaBHaz3opa HUHPOpPMALUU O
HEeT0OPOKAYECTBEHHBIX U (haTbCUUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAaX CM. Tpuka3 DenepaabHOI
CIy’)KObI TIO HaJ30py B cdepe 3ApaBOOXPAaHEHHs] M COLMAIbHOrO pa3BUTHS OT 8 QeBpays 2006 r.
N 255-I1p/06

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 65 oonoanena yacmoto 3 ¢ 15 uwona 2018 2. - @edepanvruiii 3axon om 4 urona 2018 2. N
140-D3
3. YnonHOMOYEeHHBIH (enepaabHblii OpraH HCIOJHUTEIBLHOW BJIACTH MPH MPEACTABICHHH €My
CBEICHHI 0 HECOOTBETCTBUH MPOU3BOAUTEIS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM TIPABUIT HaAIEXKAIIEH
MPOU3BOJICTBEHHON MPaKTHKW W (WIM) O HAPYIICHUH JUIEH3UMOHHBIX TPEOOBaHMM, KOTOpPHIE ObLIH
BBISIBJICHBI B XOJI€ MPOBENCHUS WHCIEKTUPOBAHUS IPOU3BOMUTENS JIEKAPCTBEHHBIX CPEJICTB WIIHU
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OCYILIECTBIICHHSI JIMLIEH3MOHHOTO KOHTPOJIS B chepe MPOM3BOJCTBA JEKAPCTBEHHBIX CPEICTB U NPHBEIU
WM MOTYT IPUBECTU K IPOU3BOJICTBY JIEKAPCTBEHHBIX MPENAPATOB I MEIULUMHCKOTO NPUMEHEHHS,
IPUYMHUBLINX WM CIIOCOOHBIX MPUYUHUTD BPEJ] KU3HU UIIM 3I0POBBIO TPaKJaH, PACCMaTPUBAET BOIPOC
O MPUOCTAHOBJICHUHM IPUMEHEHHMS JIEKAPCTBEHHBIX MPENapaToOB I MEAULUHCKOTO IPUMEHEHHUS B
YCTaHOBJIEHHOM UM IIOPS/IKE B CAEAYIOLUX CIydasx:

1) coctaB u (WiIM) TEXHOJOTHS NPOU3BOJACTBA JEKAPCTBEHHOTO Ipemnapara s MEIUIIUHCKOTO
IPUMEHEHHUs (C ONMCAHMEM CTaIui MPOU3BOACTBA) OTIMYAIOTCA OT 3asBJIEHHBIX B PETUCTPALMOHHOM
JIOCBE;

2) neKkapCTBEHHBIN Mpenapar JUisi MEAULIMHCKOTO IPUMEHEHUS IPOU3BEAECH Ha IPOU3BOICTBEHHON
IJIOLIAJIKE, HE YKA3aHHOW B PErMCTPALIMOHHOM J0ChE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBHI, IMOATBEPHKAAIOIINE
COOTBETCTBUE KayeCTBa JIEKAPCTBEHHOI'O IMpemnapara sl MEAUIMHCKOrO0 IMPUMEHEHHUs, BBOJMMOIO B
rpaXxAaHCKUI 000poT, TpeOOBAHUSM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOMN perucTpanumy;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COTJIACOBAHHBIH C  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peIepaJbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH CPOK HE YCTPaHEHBI HAPYIICHUS
TpeOOBaHUIl IMpaBWl HaJUIekKAIIeW MPOU3BOACTBEHHON MPAaKTHKU U (WIM) JUIICH3UOHHBIX TpeOOBaHUM,
KOTOpbI€ ObUIM BBISBICHBI B XOJ€ NPOBEACHUS WHCIEKTUPOBAHUSA MPOU3ZBOJUTENS JIEKAPCTBEHHBIX
CPEJICTB WM OCYILECTBICHHS JTUIICH3UOHHOTO KOHTPOJISl B chepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB
U TNpUBEIM WIM MOTYT IPHUBECTH K IPOU3BOJICTBY JIEKAPCTBEHHBIX IpENapaToB JUIsl MEIUIMHCKOTO
MPUMEHEHUS, IPUYUHUBIINX WM CIOCOOHBIX MPUYUHUTH BPEJl KU3HU WK 3I0POBBIO TPaXk/IaH.

Undopmarist 06 n3MEHEHUX:

Cmamus 65 oonoanena yacmoto 4 ¢ 15 uwona 2018 2. - @edepanvruiii 3axon om 4 urona 2018 e. N
140-D3

4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH NpPU HAJIMYUM y HETO
CBEJICHMI 0 HECOOTBETCTBUH NMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM TIPaBUJI HaAJIexKaIel
NPOM3BOJICTBEHHON NPAaKTUKKM W (MJIM) O HApyLIEHUM JIMIEH3HMOHHBIX TpeOOBaHMH, KOTOpbIE ObUIN
BBISIBJIEHBI B XOJ€ MPOBEIEHUS WHCIEKTUPOBAHUS MPOU3ZBOJUTENSI JIEKAPCTBEHHBIX CPEJCTB WM
OCYILECTBIICHHs! JIMIIEH3MOHHOTO KOHTPOJS B cpepe MPOM3BOJCTBA JEKAPCTBEHHBIX CPEJICTB U NPHUBEIU
WIM MOTYT NPUBECTU K MPOU3BOJICTBY JIEKAPCTBEHHBIX IpENapaToB Ui BETEPUHAPHOIO MPUMEHEHUS,
OPUYMHUBLIMX WJIM CIIOCOOHBIX MPUYMHMUTH BpE JKU3HU WIHM 3/10pPOBBIO KHBOTHBIX, pacCMaTpHUBAET
BOIPOC O MPUOCTAHOBJICHUH peaU3alliy U MPUMEHEHUS JIeKapCTBEHHBIX MTPEenapaToB AJIsl BETEPUHAPHOTO
IIPUMEHEHHUS B YCTAHOBJICHHOM MM IMOPSIIKE B CIEAYIOLUIUX CIydasiX:

1) coctaB M (WiIM) TEXHOJIOTHS MPOM3BOJACTBA JIEKAPCTBEHHOrO IpernapaTa AJisi BETEPUHAPHOIO
NpUMEHEeHHs (C ONMUCAHHWEM CTaJui NMPOU3BOACTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALIMOHHOM
JI0CBE;

2) nexapCTBEHHBIN IIpenapar /sl BETEpPMHAPHOTO IPUMEHEHUS IPOU3BEIEH HA IPOU3BOJCTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPENCTB OTCYTCTBYIOT JIOKYMEHTBHI, IMOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Iperapara Jjsi BETEPUHAPHOTO MPUMEHEHHs, BBOJAWMOIO B
rpaXkJIaHCKUI 000poT, TpeOOBAHHIM, YCTAHOBJICHHBIM IIPU €0 roCy1apCTBEHHON PEruCTpalluy;

4) TpOW3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIJIACOBAHHBIH C  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIOJHUTEIBHON BJIACTH CPOK HE YCTPAaHEHbI HapyIIECHUS
TpeOOBaHUI IpaBWl HaJUIekKalled MPOU3BOACTBEHHON MPAaKTHKU U (WJIM) JUIEH3UOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISBICHBI B XOJ€ IPOBENCHHUS HHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKApCTBEHHBIX
CPEACTB WJIN OCYIIECTBICHHUS JIMIEH3NOHHOIO KOHTPOJIA B chepe MpOM3BOJICTBA JIEKAPCTBEHHBIX CPENICTB
U TpPUBEIM I MOTYT MPHUBECTH K IMPOU3BOJACTBY JIEKAPCTBEHHBIX NpENapaToB Uil BETEPHUHAPHOTO
PUMEHEHUS, TPUYUHUBIINX UM CHOCOOHBIX MPUYUHHUTD BPEJl )KU3HU WU 30POBBIO )KUBOTHBIX.

Wndopmarus 06 H3MEHEHUSX:

Cmamws 65 oononmnena yacmsamu 5 u 6 ¢ 1 aumsaps 2023 2. - @edepanvhuiii 3akon om 27 dexkabps
2019 2. N 475-D3
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Cm. 6y0ywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 65 HaCTOoAIICTO (DeI[epaJ'IbHOFO 3aKOHa

Wndopmarus 06 H3MEHEHHSX:
Cmamuws 66 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 475-D3
Cm. 6yoywyro pedakyuio

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ cmamwvio 66 nacmosiweeo PedepanibHoco
3aKOHA 8HeceHbl usMeHeHus:, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm cmamwvu 8 npedvloyuell pedaxKyuu
Cratbs 66. npopmanus o pesynabTaTax hapMakoHaa3opa
YIOJIHOMOYCHHBIH  ()eIepaIbHBIl ~ OpraH  WCIOJIHUTEIBHOW  BJIACTH,  OCYIIECTBIISIFOIIHIA
dapmakoHag30p, Haxoismuxcs B oOpameHuu B Poccuiickoit @Denepanuu, M0 pe3yiabTaTam
dapmMakoHaa30pa pasMemaeT Ha cBoeM odummansHOM caiite B cetr "MHTepHer" wHMOpMaNUo O
INPUHATBIX PELIEHUSAX O BHECEHWH HU3MEHEHMS B HHCTPYKLUHUIO [0 MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAHOBICHUM TPUMEHEHUS JICKAPCTBEHHOTO Tpernapara, 00 WU3BbATHH U3 OOpaIleHUsS
JIEKapCTBEHHOT'0 IIperapara Uik 0 BO300HOBICHUU TPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara.
TAPAHT:

CM. koMMeHTapuu K cTatbe 66 HacTosero denepabHOTO 3aKOHA

Wndopmarys 06 H3MEHEHHSAX:

Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 oexaops 2017 2. N 425-D3
Cm. npeodvloywyro peoakyuio

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenapatax. CucreMa MOHUTOPUHIA IBHKEHUSA
JIEKAPCTBEHHBIX NMPenapaTos VISl MeAULMHCKOI0 NPUMeHeHHUs!

Wndhopmarrust 06 n3MEHEHUSX:

Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 oexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
Crarba 67. Undopmanusa o nexkapcTBeHHbIX mpenaparax. CucreMa MOHUTOPUHIA JIBU)KEHHUS
JIEKapCTBEHHBIX NIPENApaTOB JUIsl MEIAULIMHCKOTO IPUMEHEHUS

Wudopmanust 06 U3MEHEHUIX:

Yacms 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

1. Nadopmarnust o0 JIeKapCTBEHHBIX MpernapaTax, OTIMYCKAeMBIX MO PEIENTy Ha JIEKAPCTBEHHBIM
nperapar, JO/DKHA COJEP)KAThCSA TONBKO B CHEIHAIM3HPOBAHHBIX W3JIAHUAX, MPEIHA3HAYCHHBIX IS
MEAUIMHCKUX, (apMaleBTHIeCKuX pabOTHUKOB, CIIEIIMATUCTOB B 00siacTu BeTepuHapuu. Mudopmanms o
JICKapPCTBEHHBIX Tperaparax sl CIESIHATUCTOB B 00JIACTH OOpaIleHUs JIKAPCTBEHHBIX CPEACTB MOXKET
COJlepKaThCs B MOHOrpadusX, CIPaBOYHMKAX, HAYYHBIX CTaThAX, B JIOKJaJax Ha KOHIpeccax,
KOH(EPEHIUIX, CHMIIO3MyMaX, HAyYHbIX COBETaX, a TaKXe B WHCTPYKIUAX IO MPHUMECHECHHIO
JICKapPCTBEHHBIX MPEmapaToB.

2. Mudopmanus o JEKapCTBEHHBIX Mpernaparax, OTIYCKaeMbIX Oe3 pellenrta Ha JEeKapCTBEHHBIH
mpernapar, MOXET COJEpKaThCs B MyONMMKAIUAX W OOBSBICHUSX CPEICTB MAaCCOBOW HH(OpPMAIINH,
CTCIMATM3UPOBAHHBIX U OOMIMX IMEYATHBIX W3JAHUAX, MHCTPYKIHUSIX 10 MPHUMEHEHHIO JEKapCTBEHHBIX
MpernapaToB, MHBIX M3IaHUSX CYOBEKTOB OOpalleHUs JEKAapCTBEHHBIX CPEICTB. PexiiaMHbIe MaTepHaIbl O
JICKApCTBEHHOM TIperapare, OTIHyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIH Ipernapar, JOJDKHBI
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COOTBETCTBOBATh MHCTPYKILIMHU 10 IPUMEHEHMIO JIEKAPCTBEHHOI'O IIperapara.
3. Jlomyckaercs MCIOJIb30BaHUE JIOOBIX MaTepUalbHBIX HOCUTENEH, MO3BOJSIOIIMX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIMIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKEeHHUS.

Wndopmarus 06 H3MEHEHHSX:

Cmamuvs 67 dononnena wacmoio 4 ¢ 1 urwns 2020 . - Dedepanvubiii 3akon om 28 dexabps 2017 e.
N 425-D3 (8 pedakyuu Dedepanvroco 3axona om 27 dexabps 2019 2. N 462-D3)

CMm. npedvloywyro pedaKyuio

4. Jlns ueneét uUASHTH(UKAIUMU YIIAKOBOK JICKAPCTBEHHBIX MIPEMapaToB Il MEIUIIUTHCKOTO
IIPUMEHEHUs TPOU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB B IOpsAKE, yCcTaHOBIECHHOM IIpaBuTenbcTBOM
Poccuiickoit denepanuu, HAHOCIT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHUHU JIEKAPCTBEHHBIX MPENapaToB
JUISL METMLMHCKOTO MPUMEHEHHs, /Ui KOTOPhIX HE MPEAyCMOTpEHa BTOPUYHAS YIAKOBKA) U BTOPUYHYIO
(MOTPeOUTENBCKYI0) YIAKOBKY JICKAPCTBEHHBIX IMPENapaToB I MEIUIIMHCKOTO NMPHMEHEHHUS CPElICTBa
uAeHTU(UKAIINK, 32 HUCKIIOYEHHEM JIEKAPCTBEHHBIX IMPEmapaToB s MEIUIIMHCKOTO MpUMEHEHUS,
MPOU3BOAUMBIX JUISl MPOBEACHUS KIMHUYECKHX HMCCIENOBAaHMM, SKCIOPTA, JEKAPCTBEHHBIX MpPENapaToB
JUIsT MEIMLIMHCKOTO NPUMEHEHMS, YKa3aHHbIX B uacTsax 5 W & crarbu 13 Hacrosmero denepanbHOro
3aKOHa, paano(apMaleBTHUSCKUX JICKAPCTBEHHBIX IpPENapaTroB, NHSIBOK MEIUIIMHCKUX U Ta30B
MEIUIUHCKUX.

Undopmarus 06 n3MEHEHUX:

Cmamus 67 donoanena yacmoto 5 ¢ 1 aneapsa 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 a.
N 425-D3
5. XapakTepuCTUKHU CpeICTBa HUIACHTH(PHUKAIMHU, TMOPSIJAOK €ro HaHeceHUs U TpeOOoBaHMS K
cTpykType U (opmary uH(MOpPMANHU, KOTOPYIO COJEPKUT CPEICTBO HIACHTU(DUKAIMH, OIPEICIISIOTCS
[IpaButenscTBoM Poccuiickon denepannu.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamus 67 donoanena yacmoito 6 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
6. Ilopsok co3naHusi, pa3BUTHs, BBOJA B OKCIUTyaTalyio, JKCIUTyaTalliM W BbIBOJA U3
JKCIUTyaTallud CHUCTEMBl MOHHUTOPHHIA JBWKEHUS JICKAPCTBEHHBIX IIPENaparoB Uil MEIUIUHCKOIO
OPUMEHEHHS, TOpPsAJI0K TPEeAOCTaBIeHUsT HWH(POpPMAlLMU, coJepxalleiics B CHCTEME MOHMTOpPUHIA
JBUKECHHSI JIEKAPCTBEHHBIX NPENapaToB Il MEIWLIHUHCKOTO NMPUMEHEHHUs, W IOPSI0K B3aUMOJECUCTBUS
yKa3aHHOM  CHCTEMBl C  HMHBIMM  TOCYJapCTBEHHBIMM  HMH(OPMAIMOHHBIMH  CHCTEMaMU U
MH(OPMALIMOHHBIMU CHCTEMAaMH IOPUINYECKHX JIMI U UHAUBUYAJIbHBIX MPEANpUHUMATENEH, YKa3aHHbBIX
B uvacTax 7 m 10 HacTtosme# cratbM, ycraHaBiauBatoTcsi [IpaBurtensctBoM Poccuiickoit ®epepanumu.
OnepaTopaMH CHCTEMBI MOHMTOpPWHIA JBUKEHHUS JIEKAPCTBEHHBIX IIPENapaToB Il MEIUIUHCKOTO
OpUMEHEHHs SIBIISIOTCS  (efiepasibHbld  OpraH HMCIOJHUTENBHOW BIacTW M (WJIM) OpraHu3alvs,
ynosiHoMo4ueHHbIe [IpaBurenscTBoM Poccutickoit @enepanyu.

Wndopmarys 06 M3MEHEHHSAX:

Cmamovsa 67 oononnena uyacmoio 7 ¢ 1 uwona 2020 2. - @edepanvuviil 3akon om 28 dexabpsa 2017 e.
N 425-D3 (8 pedaxyuu Pedepanvroeco 3akona om 27 dexkabpsa 2019 2. N 462-D3)

7. KOpuandeckue nuna U MHANBUAYAJIBHbIE IPEANIPUHUMATEINN, OCYILIECTBISAIONINE IPOU3BOICTBO,
XpaHeHue, BB03 B Poccuiickyro @exnepanuio, OTHYCK, peaau3alluio, Iepeaady, IpPUMEHEHUE W
YHUYTO)KEHHUE JIEKAPCTBEHHBIX MPENapaToB JJsl MEIUIIMHCKOTO TPUMEHEHHs, 00eCIIeUNBAIOT B MOPSIKE U
B cCOCTaBe, KoTopele ycraHosieHbl [IpaBurenbctBoM Poccuiickoit ®Penepanyu ¢ yd4eToM BHUJIA
OCYIIECTBIISIEMOH UMM JIESTEIbHOCTH, BHECEHHE HWH(POPMALMU O JEKApCTBEHHBIX IpenapaTrax s
MEAMIMHCKOTO TPUMEHEHUSI B CHUCTEMY MOHUTOpPMHIA JABM)KCHHS JIEKAPCTBEHHBIX IpenapaToB s
MEAUIIMHCKOTO MPUMEHEHHS.

Wndopmarius 06 H3MEHEHUSX:

Yacmo 7.1 uzmenena c 28 dexabpsa 2019 e. - @edepanvhviii 3akon om 27 dexabpa 2019 e. N 462-D3
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CMm. npedvloyuyro pedaKyuio

7.1. JlekapcTBEHHbIE Ipenaparbl Ui MEIUIMHCKOTO IMPUMEHEHHs, MpelHa3HauYeHHbIe s
obOecrieueHUs JHI, OOJNBHBIX TeMO(MUINEH, MYKOBUCIIMI030M, TUMO(PHU3APHBIM HAHU3MOM, OOJE3HBIO
['omre, 3510Ka4yeCTBEHHBIMH HOBOOOpPA30BaHUSMHU JUMQPOUTIHOM, KpPOBETBOPHOM M POACTBEHHBIX WM
TKAaHEH, pacCesHHBIM CKJIEPO30M, JIUL[ IIOCIE€ TPAHCIUIAHTAL[MM OPraHoB U (WJIN) TKaHEH, IPOU3BEIECHHBIE
1m0 31 nexabpst 2019 roga, a Takke WHBIC JEKAPCTBEHHBIE MperapaThl I MEAUIIMHCKOTO TPUMEHEHUS,
npousBeneHHble 10 1 wmrons 2020 ronma, mojuiekaT XpaHEHHMIO, IEPEBO3KE, OTIYCKY, pealu3aluu,
nepegave, IPUMEHEHUI0 0€3 HAHECEHUSI CPEICTB UACHTU(PHUKAIIUH 10 UCTEUSHHSI CPOKA X TOAHOCTH.

Wndopmarius 06 H3MEHEHUX:

Cmamovs 67 oononnena uacmoio 8 ¢ 1 aneapsa 2018 o. - @edepanvhuiii 3akon om 28 dexabpsa 2017 a.
N 425-D3
8. Opranuzauus HHGOPMALMOHHOTO B3aUMOJEHCTBHS CHCTEMbl MOHMTOPUHIA JBH)KEHUS
JCKapCTBEHHBIX MpPENapaToB Ui MEAMIMHCKOTO TPHUMEHEHUS C WHBIMH TOCYJapCTBEHHBIMH
MH(QOPMAIIMOHHBIMU CHCTEMaMH O00ECleYnBaeTcss B TOM YHCIE IOCPEACTBOM HHQPPACTPYKTYPHI,
obecrieunBaromeil MHOOPMAIIMOHHO-TEXHOJIOTHYECKOE B3aUMOJCHCTBAE HH(POPMAIIMOHHBIX CHUCTEM,
UCTIONIB3YEMbIX JUISl TIPEIOCTABICHUS TOCYIAPCTBEHHBIX WM MYHHIMNAIBHBIX YCIYI W HCIOJHEHUS
rOCYJapCTBEHHBIX U MYHHIIMIIAIBHBIX (YHKIUH B SJIEKTPOHHOU (opme.

Wuopmarus 06 H3MEHEHHSX:

Cmamus 67 oonoanena yacmoto 9 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-@3
9. OOmenocrynHas uWH(MOpPMANHS, COACPXKAMASACA B CHCTEME MOHUTOPWHTA JIBFDKCHUS
JIEKAPCTBEHHBIX rpenaparoB JUTSt MEJIULIMHCKOTO MIPUMEHEHUS, pa3mMeraercs B
MH(}OPMallMOHHO-TEIEKOMM yYHUKAIIMOHHOM ceTu "HMHTepHeT" (B TOM uncie B popMe OTKPBITHIX JTaHHBIX)
B IOpsiJike, ycraHoBiaeHHOM [IpaButensctBom Poccuiickon denepannu.

Undhopmarrust 06 n3MEHEHUSX:

Cmamus 67 oonoanena yacmoio 10 ¢ 1 saneaps 2018 2. - @edepanvuuiii 3axon om 28 dexabps 2017 a.
N 425-D3
10. IIpousBoauTeNU TEKAPCTBEHHBIX CPEJICTB MOITYYAIOT COJEPKAIIYIOCS B CHCTEME MOHUTOPHHTA
JBUKCHUS JICKAPCTBEHHBIX MPEMapaToB IS MEIUIUHCKOTO TPUMEHEHHS HH()OPMAIMIO O CepHsX U
NapTUSX JIEKAPCTBEHHBIX MpENapaTroB, MPOU3BOJAUMBIX UMH M HAXOJSIIMXCS B TPaXXIaHCKOM 000poTe B
Poccuiickoit deneparuu, 6€3B03MeE3THO.

Wndopmarys 06 H3MEHEHHSAX:

Cmamovs 67 oonoanena uyacmoio 11 ¢ 1 urwona 2020 e. - @edepanvhuviii 3akon om 28 dexabpsa 2017 e.
N 425-D3 (8 pedaxyuu Pedepanvroco 3akona om 27 oexaopsa 2019 2. N 462-D3)

11. 3a mpou3BOACTBO WM NMPOJIAXKY JEKAPCTBEHHBIX NMPENapaToB il MEIUIIMHCKOTO TPUMEHEHUS

0e3 HaHeCceHUs CPEICTB HJAEHTH(MKAINU, C HAapyIIEHHEM YCTaHOBJIEHHOIO MOpPsJIKAa MX HAaHECEHUus, a

TaK)K€ 3a HECBOEBPEMEHHOE BHECEHHE JAHHBIX B CHCTEMY MOHUTOPUHIA JBH)KEHHUS JIEKAPCTBEHHBIX

IIPENapaToB JUIsl MEAULIMHCKOTO IPUMEHEHNS UJIM BHECEHUE B HEE HEJOCTOBEPHBIX JaHHBIX IOPUINYECKHE

JUla ¥ UMHAMBHUIyaJIbHbIE MpEeANpUHUMATENU, YKa3aHHble B uacTsix 4 M 7 HAcTOsIIENH CTaTbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBHUHU C 3aKOHOATENbCTBOM Poccuniickoit denepanui.

Wudopmanust 00 U3MEHEHUIX:

Cmamus 67 oonoanena yacmoto 12 ¢ 1 saneaps 2018 2. - @edepanvhuiii 3axon om 28 dexabps 2017 e.
N 425-D3
12. IIpaButensctBo Poccuiickoii ®enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHHUS
CUCTEMbl MOHUTOpPUHTA JBM)KCHMSI JIEKApPCTBEHHBIX IIpernapaTroB sl MEIUIUHCKOTO TNPUMEHEHHUS,
BKJIIIOYass CPOKM €€ BHEAPEHHs, B OTHOIICHHM JIEKAPCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO
NPUMEHEHHUS, BKJIIOUYEHHBIX B TEpEYeHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, JIEKApCTBEHHBIX MpENapaTtoB, NPEAHA3HAYCHHBIX Ui OOecreueHHst JUI, OOJIbHBIX
remMouinuei, MyKOBUCIIUAO030M, THUIO(HU3apPHBIM HAaHU3MOM, Oose3Hbio [omie, 3710KaYeCTBEHHBIMU
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HOBOOOPa30BaHUAMH JTHUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAHEH, PACCESIHHBIM CKIIEPO30M,
JMIl TOCJ€ TPAHCIUIAaHTAllMM OpraHoB M (MJM) TKaHeW, MHBIX JIEKapCTBEHHBIX IIpenapaToB s
MEJULUHCKOTO IIPUMEHECHMUS.

TAPAHT:

CwMm. KOMMCHTApHUU K CTAThC 67 HaCTOSIICTO CDez[epaanoro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopsa 2013 2. N 317-D3 nacmoswuii PedepanvHulli 3aKOH OONOJIHEH
enasoti 14.1

I'nama 14.1. Orpa}mqem/m, Ha/lara€eMbI€ HA OPraHu3alvu, OCyeCTBJAAIOIMNE NEeATC/IbHOCTD 110
06pameﬂmo JIEKAPCTBCHHBLIX CPEACTB

Cratbs 67.1. OrpannueHusi, HaJaraeMble MPU OCYIIECTBICHUH JIEATEIBHOCTH B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

1. Opranuzanuy, 3aHUMAONIMECs Pa3paOOTKOW, MPOU3BOJACTBOM H (WJIHM) pealu3anuen
JIEKapCTBEHHBIX IPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS, OpraHu3aluy, o0Iagarolmuye mpaBaMu Ha
UCIIOJIb30BaHNE TOPTOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara Juisi METUIUHCKOTO MpUMEHEHUS,
OpraHM3alM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CpPEJCTBAMM, AaNTEUHble oOpraHu3anuu (ux
NPECTaBUTENN, HHbIE (U3NYECKUE U IOPUAMYECKUE JIMIA, OCYIIECTBISIONINE CBOIO JAESITEIbHOCTH OT
MMEHHU ATHX OpraHu3aluii) B OTHOIIEHUU MEIUIMHCKUX PaOOTHUKOB U PYKOBOJUTENEH MEIUIIMHCKUX
OpraHM3aIil He BIIpaBe:

1) Bpy4aTh moJapku, BbIIIAYMBATh JEHEKHbIE CPEICTBA (32 MUCKIOYEHHEM BO3HATrpakJIE€HUM IO
JIOTOBOpaM P IPOBEJCHUM KIMHUYECKMX HCCICNOBAaHUN  JIEKAPCTBEHHBIX IPENapaTtoB UL
MEAMIIMHCKOTO TMPUMEHEHMs, BO3HArpaXJCHUH, CBA3aHHBIX C OCYLIECTBIEHHEM MEAUIIMHCKUM
pabOTHUKOM TENarorn4eckoil M (MiaM) HayyHOM AEATeNbHOCTH), B TOM YHCJE OIUIaYMBaTh pa3BICUCHMS,
OTJIbIX, MPOE3 K MECTy OT/bIXa, a TAaK)K€ MPUBIEKAaTh K yYaCTHIO B pa3BJIEKATEIbHBIX MEPONPUATHUSX,
IIPOBOAMMBIX 3a CUET CBOUX CPEACTB;

2) 3aioyaTh COIVIALIEHUS O HA3HAYEHMM WIM PEKOMEHJAlMy MalleHTaM JIeKapCTBEHHBIX
IpenapaToB i MEIUIIMHCKOIO MPUMEHEHUS (32 UCKIIOYEHHEM JOTOBOPOB O MPOBEJCHUN KIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX MTPENapaToB ISl MEAULIMHCKOTO IPUMEHEHUS);

3) npenocTaBiATh 00pa3iibl JIEKAPCTBEHHBIX NPenapaToB Il MEAUIIMHCKOTO MPUMEHEHUS B LIENIX
BpYUYEHHUS] TalMeHTaM (32 HUCKIIOYEHHEM CIIyyaeB, CBSA3aHHBIX C [POBEJECHHUEM KIMHUYECKUX
UCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHHS);

4) npenocTaBiATh HEJOCTOBEPHYIO M (WJIM) HEMOJHYI0 HMHPOpPMAIUI0 O JIEKapCTBEHHBIX
npenaparax il MEAUIMHCKOTO IPUMEHEHHS],

5) mocemaTte ux B paboyee BpeMs Ha pabOYMX MECTax, 3a UCKIIOUYCHHEM CITy4aeB, CBSI3aHHBIX C
IIPOBEJEHUEM KIMHUYECKUX UCCIIEA0BAaHUN JIEKApCTBEHHBIX IIPENAPATOB sl MEAULIMHCKOTO IIPUMEHEHUS,
C y4acTHeM B TMOPAJKE, YCTAHOBJIEHHOM DPYKOBOAMTEIEM MEIUIIMHCKOM OpraHu3aiiu, B COOpaHUsX
MEIUIUHCKUX  PAaOOTHUKOB M  HWHBIX  MEPONpPUATHUSAX, HANpaBIEHHBIX Ha  MOBBIIIEHHE  HX
npo(ecCHOHANBHOTO YpPOBHS HWJIM Ha MPENOCTaBI€HHE HHQPOpPMAIMH, CBA3aHHONM C OCYIIECTBIECHUEM
MOHUTOPHHTa 0€30MMaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

6) noOy>XIaTh K BBINKUCHIBAHHUIO JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHUS Ha
OnmaHKax, cojepXamux HHOOPMAIMIO PEKJIAMHOTO XapakTepa, a TaKKe Ha PeLenTypHbIX OJlaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HaWMEHOBaHHE JIEKapCTBEHHOIO Ipernapara Ui MEIUIIMHCKOTO
IIPUMEHEHHUS.

2. Opranuzanuu, yKazaHHbIe B a03alie nmepBoM 4acTy | HACTOSIIEH CTaThH, U UX MPEJICTABUTEIN B
OTHOIIEHUH (hapMaleBTHYECKUX PAOOTHUKOB U PYKOBOJHMTENCH alTEYHBIX OPraHU3aIlNil HE BIpaBe:

1) BpyuaTh HOJapKH, BBIILJIAUMBATH JEHEKHBIE CPEACTBA, B TOM YHCJIE OIJIAYMBATh Pa3BICUEHUS,
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OTIbIX, IPOE3J K MECTY OTAblXa, W IPUBIEKATh K YYaCTUIO B PAa3BIEKATEIbHBIX MEPONPUSTHSIX,
IPOBOJUMBIX 33 CUET CBOUX CPEJCTB;

2) mpenocTaBiATh 00pa3lbl JEKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOTO NMPUMEHEHUS IS
BPYYEHUS HACEJICHUIO;

3) 3aKaouyaTh COIVIAIICHHMS O IPEUIOKEHUU HACEJIEHUIO OIPEIENICHHBIX JIEKAPCTBEHHBIX
IpenapaToB Uil MEAUIUHCKOIO IPUMEHEHNUS;

4) mnpenocTaBIATh HENOCTOBEPHYIO M (WJIM) HEMOJHYH0 HMH(OpMAIMIO O JIEKapCTBEHHBIX
npenaparax Ui MEIULUUHCKOIO HPHUMEHEHMs, B TOM YHCIIE HUMEIOIIMX OJMHAKOBOE MEXIyHapOAHOE
HENaTEHTOBaHHOE HaMEHOBAaHMUE.

TAPAHT:

CwMm. KOMMCHTApUH K CTAThC 67.1 HaCTOoAIICTO CDeI[epaJ'IBHOFO 3aKOHa

Crarbsni 67.2. TpeOoBaHMs K OpraHu3allMd M NPOBEIECHUIO HAYYHBIX MEpPONPUATHHA, HHBIX
MEPONpPUITUMA,  HANpaBICHHbIX HA  MOBBILIEHHME  NPO(ECCHOHATBHOTO  YPOBHS
MEIUIUHCKMX paOOTHUKOB WJIM Ha HpPeoCTaBlieHMe HH(OpMaIUK, CBS3aHHON C
OCYIIIECTBJIEHUEM MOHUTOPUHIA 0€30I1aCHOCTH JIEKAPCTBEHHBIX MPENAapaToOB

1. Ilpn npoBeneHNN HAY4YHBIX MEPONPUATHN, UHBIX MEPONPUATHN, HAIIPABJIICHHBIX HA IOBBILICHHUE
npoeCCHOHATBPHOTO YPOBHS MEAWIMHCKUX paOOTHUKOB WM Ha TPEAOCTAaBICHHE CBSI3aHHOH C
OCYILECTBJIEHEM MOHUTOPUHIA O€30MaCHOCTH JIEKapCTBEHHBIX IPenapaToB HH(POpMALUU, OPraHU3yeMbIX
OpraHM3alusaMH, yKa3aHHbIMU B a03aiie nepsom vactu | craten 67.1 Hacrosimero denepaibHOro 3aKOHa,
UX MPEICTaBUTENIAMU U (WiIH) GUHAHCUPYEMBIX 33 CUET CPEACTB ITHUX OPraHU3alUM U UX MPeICTaBUTENEH,
3ampeniaercs MpernsTCTBOBAaTh YYaCTHI0 B YKA3aHHBIX MEPOIPHUSATHSAX HHBIX OpraHM3alfii, KoTopble
IPOU3BOJAT WIM PEANTMU3YIOT JIEKAPCTBEHHBIEC INpENapaThl I MEAUIMHCKOTO IMPUMEHEHUS CO CXO0XKHM
MEXaHU3MOM (PapMaKoJIOrMUecKOro AeMCcTBUsL, TUO0 co3AaBaTh IMCKPUMUHAIIMOHHBIE YCIOBUS ISl OJJTHUX
YYaCTHUKOB I10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHU, & UMEHHO:

1) mpenocTaBiATh pa3IMyHOE KOJIWYECTBO BPEMEHU AJIsl BHICTYIUIEHUH YYaCTHUKOB, pa3jIMuHbIE 110
pa3mMepy 3aHMMaeMOH IUIOIAAM MeCTa JUIsl JIEMOHCTpPAlMM OOpa3loB JIEKAPCTBEHHBIX MPENapaTroB AJs
MEJIUIMHCKOTO IPUMEHEHNs WIM PEKIAMHBIX MaTepHAIOB O JIEKapCTBEHHBIX Mpernaparax Juis
MEAMIMHCKOTO NMPUMEHEHHS Ha DKCHO3ULMX, CTEHIAX, 32 UCKIIOUEHUEM CIIy4aeB, €CJIM TAKUE YCIOBHS
3aKperyieHbl B COTJIAIIEHMSIX 3TUX OpraHu3alui, WX TpeAcTaBUTENed O (PUHAHCUPOBAHMHU YKa3aHHBIX
MEpONPHUATHIA U 00YCIIOBIIEHBI PA3TUYHBIMU 3aTPaTaMM YYaCTHUKOB Ha UX OPraHU3ALHUIO;

2) ycraHaBiIMBaTh pa3Mep B3HOCA JUIsl YYaCTHHKOB MEPONPUSITHM, yKa3aHHBIX B a03alle mepBOM
HACTOALIEH 4acTH, NPEBBIIAIONINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUITHNA U BEAYLIUH
K HeOOOCHOBAHHOMY OTPaHUYEHUIO YHCIIa X YYaCTHUKOB.

2. Opranuzanuu, ykasaHHbele B a03ane nepsoM udactu | crareu 67.1 Hacrosmero denepaibHOro
3aKOHA, UX TMPEACTABUTEIM, OCYLIECTBISIONINE OpraHu3anuio U (W) GuHAHCHPOBAHUE MEPONPUSATHUH,
yKa3aHHBIX B 4acTH | HAcTOsIIEH cTaThu, 00s3aHbl 00eCIeuynBaTh JIOCTYIN K HHPOPMALIMHU O JaTe, MecTe U
BPEMEHHM TMPOBEACHUS YKa3aHHBIX MEpONPUATHH, IUJIaHAX, MporpaMMax MPOBEACHUS YKa3aHHbBIX
MEPONPUIATHHA U TeMax, MJIAHUPYEMbIX IJII PAaCCMOTPEHMS, COCTAaBE MX YYACTHUKOB IYTEM Pa3MEIICHHUS
COOTBETCTBYIOIICH MH(OpMAIUU Ha CBOUX O(UIMAIBHBIX caiTax B ceTd "MHTepHeT" He Mo3aHee ABYX
MECSIIEB /10 Hayaja IPOBEAECHUS YKa3aHHBIX MEPOIPUITHH.

3. Undopmaniysg o npoBeI€HUH MEPOIPHUATHH, YKa3aHHBIX B 4acTH | HAcTOSIIEH CTaTbH, B CPOK,
YCTAQHOBJICHHBII 4YacTbi0 2 HACTOsILEH CTaTbu, JOJDKHA OBbITH HampaBiieHa B (eaepalibHbId OpraH
UCIIOJTHUTENIbHOM  BJIACTH, OCYIIECTBISIOIMN (QYHKIMM 1O KOHTPOJI M Haa3opy B cdepe
3/IpaBOOXPAHEHHMS, Ul MOCIEAYIOIIEro pa3MelleHus ee Ha O(UIIMATbHOM CalTe 3TOro OpraHa B CETH
"Untepnert".

TAPAHT:

CM. komMeHTapuu K cTaTtbe 67.2 HacTosero deaepanbHOro 3aKOHa
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I'maBa 15. OTBeTCTBEHHOCTH 32 HApPYLIEHHE 3aKOHOAaTeabcTBA Poccuniickoii ®@exepanumn npu
o0palueHnH JIEKAPCTBEHHBIX CPEeACTB H BO3MeELIeHHE Bpela, IPUYHHEHHOI0 310POBbIO IPAKIaH
BCJIeCTBHE IPUMEHEHH JIEKAPCTBEHHBIX NIPENnaparos

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 6 cmamvio 68 nacmosweeo Dedepanrvrozo
3aKOHA 8HeCceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 20135 e.

Cm. mexkcm cmamvu 8 npedbloyujel peoaKyuu
Crarbst 68. OTBETCTBEHHOCTh 3a HapylLIEHHE 3aKoHoAarenbcTBa Poccuiickoit denepauuu npu
00paleHNH JIEKAPCTBEHHBIX CPEJICTB
1. Hapymenne 3akoHOomarenbcTBa Poccuiickoit @enepanuu mpu oOpalieHUH JeKapCTBEHHBIX
CpEACTB BJIEYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickoit
®denepauuu.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 2 usmenena c 15 uons 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. 3a HempeACTaBICHUE WM HECBOEBPEMEHHOE TpeICTaBlIeHne HHPOPMauH U (MIIH) TOKyMEHTOB
a100 MpeACTaBICHHE HEJOCTOBEPHBIX HH(POPMAIUH U (HIIH) JOKYMEHTOB, IPEYCMOTPEHHBIX HACTOSIINM
@denepanibHBIM 3aKOHOM, CYOBEKTHI OOpaIleHUsl JIGKAPCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUH C 3aKOHOaTeNbCTBOM Poccuiickoit deneparyn.
TAPAHT:

CM. KoMMeHTapuu K cTaThe 68 HacTosiero denepaibHOr0 3aKOHA

Crarba 69. Bo3melienne Bpena, MPUUYUHEHHOTO 3/I0POBBIO TPaXKJaH BCIEACTBHE MPUMEHEHUS
JIEKapCTBEHHBIX MIPENApaTOB

1. [Tpon3BoauTeENb JEKaPCTBEHHOTO Mpernapara 00s3aH BO3SMECTUTD BPE, IPUUMHEHHBIN 3/I0POBBIO
IpaXkJaH BCIEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOI O IIpernapara, €CJid JoKa3aHo, 4To:

1) nexapcTBEHHBIN mpenapar NPUMEHSUICS 110 Ha3HAYEHWIO B COOTBETCTBUM C MHCTPYKIHMEH IO
NPUMEHEHHIO JIEKapCTBEHHOI'O Ipernapara W MPUYUMHOM Bpela sBWICS BBOJ B TIpa)XJaHCKUN 000poT
HEI00pOKAaYECTBEHHOT O JIEKAPCTBEHHOTO MTPEnapara;

2) Bped 3/0pOBbIO TNPHUYMHEH BCIEJACTBHE HEIOCTOBEpHOW HH(OpMaIuy, coaepxaiieiics B
MHCTPYKIMHU MO0 IPUMEHEHUIO JIEKApCTBEHHOI'O Mpernapara, W3JlaHHOM MPOU3BOAMUTEIIEM JIEKAPCTBEHHOTO
npernapara.

Wudopmanust 00 U3MEHEHUIX:

Deoepanvrvim 3axonom om 25 nosops 2013 2. N 317-D3 6 uwacme 2 cmamvu 69 nacmosuezo
DedepanbHoe0 3aKOHA BHECEHbL USMEHEHUS

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

2. B cnyuae, ecnu Bpes 3I0pOBbIO I'paXkJlaH MPUYMHEH BCJIECACTBHUE MPUMEHEHUS JIEKapCTBEHHOTO
npernapara, TPUIICIIIEr0 B HErOAHOCTh B pe3yJIbTaTe HApYIICHHWS MpPaBHUJI XPaHEHHS JIEKaPCTBEHHBIX
CpEeZACTB, NPaBWJI ONTOBOW TOPIOBIM JEKAPCTBEHHBIMU IperapaTamMH, MpaBUi OTIYCKa JIEKapCTBEHHBIX
npenapaToB, TPABWJI M3TOTOBJICHHS M OTIYCKAa JIGKAPCTBEHHBIX IPEIapaToB, BO3MEIIEHHE Bpena
OCYILECTBIISICTCSI COOTBETCTBEHHO OpraHU3allMeil ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMHM CpPEICTBAMH,
anTeYHOH  OpraHu3alued, WHIMBUAYAIbHBIM TpPEANPUHUMATEIIEM, HMCIONIMMH JIMIICH3UI0  Ha
(apMaleBTUYECKYIO0 JAEATENbHOCTh WM JUICH3MI0O Ha MEAMLUHCKYIO JCATEIbHOCTb, METUIIMHCKOMN
OopraHu3amyeil, WMEIomeH JHUIEeH3UI0 Ha (PapMaleBTUYECKYIO JeATEIBHOCTh (€€ 000CO0JEeHHBIM
noapasneneHueM (amOymnaropuei, (erapIepckuM u (PeapAlepCKO-aKyIIePCKUM ITYHKTaMH, LEHTPOM
(otmenenueM) oOmiel BpadueOHOM (CeMEWHOM) MPaKTUKH), PACIIOJOKEHHBIM B CEIHCKOM HACEICHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET anTe4Has OpraHu3alus), JOMYCTUBIIMMHU MPOAAXy W OTIYCK TaKOTO
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JIEKapCTBEHHOTI'O Tperapara.
3. Bosmemenue Bpena, MNPUYMHEHHOTO 3[0POBBI0 TpaKAaH BCIEJACTBHUE IPUMEHEHUs

JIEKapCTBEHHBIX IpENapaToB WM COBEPUIEHMS] INPOTUBOIIPABHBIX JAEHUCTBUM cyObexkTamu oOpallieHus

JICKAPCTBEHHBIX CPEJCTB, OCYHIECTBIIIETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoi

®denepauuu.

T'APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 69 HacTosAIIero CDezLepaanoro 3aKOHa

I'1aBa 16. 3aka0unTe/IbHbIE MOJ0KEHU

Crarbs 70. O npu3HaHUU YTPATUBIIUMU CUITYy OTAEIBHBIX 3aKOHOJATENLHBIX aKTOB (MOJIOKEHUN

3aKOHOJATeNbHBIX akToB) Poccuiickoit denepanuun

[Ipu3Hath yTpaTUBIIMMU CUILY:

1) ®enepanpubiii 3akoH or 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX CpencTBax'
(CoOpanue 3akononarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbheiii 3akon o1 2 saBaps 2000 roga N 5-®3 "O BHeceHUH U3MEHEHHUSI U JJOTIOJTHEHUH B
Oenepanbubiii 3akoH "O nekapctBeHHbIX cpeacTtBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoii
®epnepanun, 2000, N 2, cT. 126);

3) crarbio 40 @epepanbHoro 3akona ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUU U3MEHEHUU U
JIOTIOJIHEHNH B HEKOTOpbIE 3aKOHOJATENbHBbIE aKThl Poccuiickoi denepanuy B CBA3U C INPUHATHEM
®enepanpHoro  3akoHa 'O JIUIEH3UPOBAHMHM  OTACIBHBIX BHJIOB  jesrenbHocTH"  (CoOpaHue
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
JIOTIOJIHEHNH B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickon denepanuu, NpU3HAHUM YTPATUBIIMMU
CUJIy OTIENbHBIX 3aKOHOJATEIbHBIX akToB Poccuiickoii @enepanuu, NPEeIOCTABIECHUU OTIEIbHBIX
rapaHTUi COTPYJHUKAaM OpraHOB BHYTPEHHMX JI€JI, OPIaHOB [0 KOHTPOJIIO 32 000POTOM HAPKOTHYECKHUX
CPEIICTB U TICUXOTPOIMHBIX BEIIECTB U YIpa3IHAEMbIX (pelepabHbIX OPTraHOB HAJOTOBOW MOIUIIUU B CBS3H
C OCYIIECTBIEHHEM Mep IO COBEpPLICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepanuu, 2003, N 27, ct. 2700);

5) crareio 101 denepansHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHecenuu
M3MEHEHUN B 3aKoHoJaTenbHble akThl Poccuiickoit denepanuum W NPU3HAHUM YTPATUBIIUMH CHITY
HEKOTOPBIX 3aKOHOJATeNbHBIX akToB Poccuiickoit ®denepaunu B CBA3M € NpUHATHEM (eaepabHbIX
3akoHOB "O BHECEHMHM HW3MEHEHMU W JomnonHeHuid B DenepanbHbiii 3akoH "OO 00mUX MPHHIIMIIAX
OpraHM3ali 3aKOHOAATENbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTENbHBIX OPraHOB TOCYAapCTBEHHOMN
BiIactu cyobekroB Poccuiickoit ®eneparuu" u "OO0 oOMmMMX NPUHIMIIAX OPraHU3alMU MECTHOTO
camoympasnenus B Poccuiickoit @eneparuu" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) crateio 28 denepanbHOro 3akoHa ot 18 gexadbpst 2006 rona N 231-D3 "O BBefeHUU B IeHCTBHE
gactu dyerBeprToii ['paxmanckoro koaekca Poccuiickoit @enepanmu" (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit deneparun, 2006, N 52, ct. 5497).

TAPAHT:

CMm. xommeHTapuu Kk ctarbe 70 HacTosmero denepalbHOTO 3aKOHa

Crates 71. Berynnenue B cuny HacTtosiero denepaibHOro 3akoHa

1. Hacrosimuii @enepanbHbIil 3aKOH BeTynaeT B cuiy ¢ 1 certsops 2010 roga.

2. JlexapCTBEHHBIE CpEICTBA, 3apEeTUCTPUPOBAHHBIE 1O AHS BCTYIUICHUS B CHIJIy HACTOSILErO
®denepanbHOrO 3aKOHA, MOJJIEKAT BKIIOYEHHUIO B FOCYJAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECEHHEM YKa3aHHBIX B uacTu | crarbu 33 Hactosmiero denepalbHOTO 3aKOHA CBEIEHUN 00 3THUX

29.01.2020 Cuctema 'APAHT 130/134


http://ivo.garant.ru/document/redirect/10164072/1084
http://ivo.garant.ru/document/redirect/12112037/0
http://ivo.garant.ru/document/redirect/12117852/0
http://ivo.garant.ru/document/redirect/12129440/40
http://ivo.garant.ru/document/redirect/12131589/31
http://ivo.garant.ru/document/redirect/12136676/101000000
http://ivo.garant.ru/document/redirect/12151067/28

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

JIEKapCTBEHHBIX CPEACTBAaX 0€3 MPOXOXKIEHUS BHOBb IHPOLEAYPbl TOCYJAapCTBEHHON perucrpanuu
JIEKapCTBEHHBIX IIPENApaTOB.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102 N 271-D3 6 uacmv 3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl U3MEHEHs.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
3. l'ocynapcTBeHHAsE perucTpaius JeKapCTBEHHBIX MPEapaToB, 32 HCKIIIOYCHUEM JICKapCTBEHHBIX
IpernapaToB JUisi MEAWIIMHCKOTO MPUMEHEHHUS, MPEJCTABICHHBIX HAa YKa3aHHYIO PETHCTPAIUIO IO JHS
BCTYIUICHUS! B CHJIy Hacrtosiero denepaibHOro 3aKOHa, OCYIIECTBISIETCS! B COOTBETCTBHH C HACTOSIIIUM
®denepallbHBIM 3aKOHOM Ha OCHOBAaHWHW JIOKYMEHTOB W JIaHHBIX, MPEJICTABICHHBIX JO JTHS BCTYIUICHUS B
crty Hactosiiero denepanbHOTO 3aKOHA.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 29 mosops 2010e. N 313-@3 wacme 3.1 cmamvu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 68 HOBOU PedaKyuu, 6Cmynarowel 8 CUily co OHA OpUYUATLHO20
onyonukosanust HazeanHo2o DedepanvbHo2o0 3aKOHA U PACHPOCMPAHIIOWEUCS HA NPABOOMHOUEHUS,
so3Huxwue ¢ 1 cenmabdpsa 2010 a.

Cm. mexkcm uacmu 6 npedvloyuetl pedaKyuu

3.1. 'ocynapcTBeHHas peructpalus JIEKapCcTBEHHbIX PENapaToB JJIs MEAULIMHCKOIO IPUMEHEHUS,
NIPE/AICTABICHHBIX HA TOCYJAapCTBEHHYI) PETHCTPALMI0 JO JHS BCTYIUIGHHS B CHUJIy HAcCTOSILEro
@denepalibHOTO 3aKOHA, U FOCYIapCTBEHHAsI pErUCTpalus JEKapCTBEHHBIX MIPENapaToB sl MEAULIUHCKOTO
IIPUMEHEHHUs, MPEJCTAaBICHHBIX HA 3KCIEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 1O JAHS BCTYIUIEHUS B CHILY
HacTosAmero @enepalbHOrO 3aKOHAa B LENAX HX IOCIEAYIOUIEH TroCyJapCTBEHHON perucrpanuu,
OCYILIECTBIISIIOTCA HAa OCHOBAaHMM JOKYMEHTOB M JAHHBIX, IPEICTABICHHBIX O JHS BCTYIUIEHHS B CHILY
HacTosmero @enepaJibHOTO 3aKOHA, a TaKXKe 3asdBI€HHMsT O TOCYJAapCTBEHHOW perucTpalnuu
JIEKapCTBEHHOI'0 IIpenapara, IPeICTaBICHHOIO IPOU3BOJUTENIEM JIEKapCTBEHHBIX MPENapaToB HIIU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH C HacTosIUM PDeepanbHbIM 3aKOHOM B YITOJIHOMOYEHHBIN
GbenepanbHbIl OpraH HUcHoNHUTENbHOW Biacth A0 1 wmapra 2011 roma, Oe3 TpeGoBaHUs yIIAThI
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTebecTBOM Poccuiickon deaepanuu 0 Hajorax
u cOopax.

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mosopsa 20102 N 313-D3 yacme 3.2 cmamovu 71 nacmosuwezo
DedepanbHo20 3aKOHA U3NIOHCEHA 8 HOBOU pedaKyuu, SCmynarowel 8 Cumry co OHA OQUYUATLHO20
onyonukoganus HazeanHo2o DedepanvHozo0 3aKOHA U PACHPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

3.2. TloaTBepkleHHE TOCYJapCTBEHHOM PpETrUCTpallMM JIEKApCTBEHHBIX MpenapaToB Ui
MEIUIITHCKOTO TIPUMEHEHUS, MIPEICTABICHHBIX ISl TTOJITBEPKIACHUS TOCYIAPCTBEHHON PETUCTPAIH 10
JHS BCTYIUIEHMsI B CHMJIy HacTosimero ®enepaabHOro 3aKOHa, U MOATBEPXKIEHHE ToCyIapCTBEHHOU
pETUCTpAIl JICKAPCTBEHHBIX TPEMapaToB Ui MEIUIIMHCKOTO TPUMEHEHUs, NpPEICTaBICHHBIX Ha
9KCHEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 0 IHS BCTYIJICHHA B cuily Hactosiiero deaepaibHOro 3akoHa B
[EeNsAX TOCIEAYIOMIET0 TMOATBEPKACHUSI HMX TOCYAApCTBEHHOW PETUCTPAIMH, OCYIIECTBISIOTCS Ha
OCHOBAaHMU JIOKYMEHTOB M JIaHHBIX, INPEACTABICHHBIX JO JHS BCTYIUIGHHS B CHJIy HACTOSILEro
OdenepabHOTO 3aKOHA, a TakKXe 3asBICHHS O TIOATBEP)KICHUH TOCYAapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO IIperapara, IPeICTaBIEHHOI0 MPOU3BOIUTENIEM JICKApCTBEHHBIX MPENapaToB WX
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU € HacTOAIUM DesiepanibHbIM 3aKOHOM B YIIOJHOMOYEHHBIH
denepanbHBIl OopraH uUcnonHUTENbHOW Bracth A0 1 wmapra 2011 roma, Oe3 TpeGoBaHHUS yIUIATHI
rOCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTebcTBOM Poccuiickoi deaepanuu 0 Hajlorax
u cbopax.

Wndopmarus 06 H3MEHEHHSX:
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@eoepanvrvim 3akonom om 29 nosops 20102. N 313-@3 uwacme 3.3 cmamvu 71 nacmosiezo
DedepanvHoeo 3aKOHA U3B0JCEHA 6 HOB0U pedaxkyuu, SCcmynarmwel 8 Culy co OHs OQUYUATbHO2O
onyonuxoeanus HazeanHo2o PedepanbHo2o0 3aKOHA U PACNPOCMPAHAIOWENCS HA NPaBoOMHOULeHUS,
sosHukwue ¢ 1 cenmsaops 2010 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

3.3. Ilpunsatue peumeHuss O BHECEHUMM HW3MEHEHHH B JIOKYMEHTBI, CcOJAepXkalluecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s MEJULUHCKOrOo
IPUMEHEHUS U IPEICTaBICHHbIE A0 IHS BCTYILUIEHUS B CUJy HacTosuero denepajbHOrO 3aKoHA, U
MIPUHATUE PELICHUsI O BHECEHUU U3MEHEHHUM B JIOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperucTpUpPOBAaHHBIN JEKAPCTBEHHBIH Npenapar A1 MEAULHUHCKOIO IPUMEHEHUS U MPEICTAaBICHHbIC Ha
SKCHEPTU3Y JIEKAPCTBEHHBIX CPEJCTB J0 JIHS BCTYIUIEHHMS B CHIIy Hacrosmero denaeparbHOro 3aKoHa,
OCYIIIECTBIISIIOTCS HA OCHOBaHUM JOKYMEHTOB M JAHHbBIX, IPEJICTABICHHBIX 1O JHS BCTYILUICHUS B CHUIY
HacTosimiero PefepasbHOrO0 3aKOHA, a TAaKXKe 3asBJICHHS O BHECEHHMM HW3MEHEHHM B JOKYMEHTHI,
COJIepKallllecss B PETUCTPAllMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpemnapaT Uit
MEIULUHCKOTO MPUMEHEHHUs, NPEACTABICHHOIO IPOU3BOAMTENIEM JIEKAPCTBEHHBIX IPENapaToB WIH
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH C HAcTOALUIMM DesiepalibHbIM 3aKOHOM B YIIOJHOMOYEHHBIN
denepanbHbIl OpraH UCHOIHUTENbHOM Biactu g0 1 wmaprta 2011 roma, 6e3 TpeOOBaHUS YILIATHI
rOCyIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi denepanuu 0 Hajlorax
U cOopax.

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 29 mosops 2010e. N 313-@3 uwacme 3.4 cmamovu 71 nacmoswezo
DedepanvHo2o 3aKOHA U30JHCEHA 6 HOB0U pedaxkyuu, scmynarmowel 8 Culy co OHA OQUUUATbHO2O
onyonuKo8aHus HAa38anHo20 PedepanbHo2o 3aKOHA U PACNPOCMPAHIIOWENCS HA NPaB0OMHOULEHUS,
sosHuxwue ¢ 1 cenmaops 2010 a.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

3.4. Bblgaua pazpelmieHMdl Ha MNPOBEICHUE KIMHUYECKUX HCCIEIOBAHUI JI€KapCTBEHHBIX
MPENnaparoB JJIsi MEIUIIMHCKOTO MPUMEHEHHS IO 3asBJIICHUSM, MOJAHHBIM JI0 JTHS BCTYIUICHHS B CUIY
Hacrosumero denepaabHOro 3aK0Ha, a TAKXKE IO 3asIBJICHUSM, ITOJAHHBIM I10CIIE IHS BCTYIUIEHUS B CUILY
Hacrodero PeaepanbHOro 3aKOHa Ha OCHOBAHHMM 3KCIEPTHU3, TPOBEACHHBIX 10 IHS BCTYIUIEHUS B CUITY
Hacroswmero denepanbHOro 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUMM € HactosmuM dDenepanbHbIM
3aKOHOM Ha OCHOBAaHWU JIOKYMEHTOB U JaHHBIX, IPEJACTABICHHBIX WM MOJIYYEHHBIX 10 JTHSA BCTYIUJICHUS B
cuily Hacrosmero denepanbHOro 3aKOHa, a TaKK€ Ha OCHOBAaHMM KOIMU MPEIBAPUTEIBLHOIO JI0IOBOpPA
00s13aTeILHOTO CTPAXOBAHMS KU3HH, 30POBbS MAIMEHTOB, YYaCTBYIOINX B KIMHUYECKOM HCCIICIOBAHUN
JIEKapCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO MPHUMEHEHHUs, WIM KOIMUU JOroBOpa O00s3aTENBHOTO
CTpaxOBaHMsS JKWU3HHM, 370pPOBbS TMAlMEHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM  MCCIEHOBAaHUM
JIEKapCTBEHHOTO TpemnapaTta i MEIUIMHCKOTO MPUMEHEHHUs, TUO0 MPeICTaBICHHONW KOMWU JOTOBOpa
00s13aTEILHOTO CTPAaXOBaHMS, 3aKIIOYCHHOTO B COOTBETCTBHH C THUIIOBBIMU TPABHJIAMH OO0S3aTEIHHOTO
CTPaxOBaHMs, C YKa3aHUEM MPEACIbHON YHUCIEHHOCTH MALMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
MCCJICIOBAHUH JIEKAPCTBEHHOT'O TIperapara JJid MEIUIIMHCKOTO MpUMEHEHHUs, 0e3 TpeOOBaHUs YILIAThI
TrOCYIapCTBEHHOW IMOUUIMHBI, PETYCMOTPEHHON 3aKOHO1aTebecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvnvim 3akonom om 11 oxmsaopsa 2010 2. N 271-D3 cmamws 71 nacmoswezo DedepanbHozo
3aKOHA 0ONOJIHEHA Yacmuio 3.5
3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOM BallOTE 0 AHSA BCTYIUIEHUS B CHJY HACTOSIIETO
®denepallbHOTO 3aKOHA NPEAEIbHBIE OTIYCKHbBIE LIEHbl HHOCTPAHHBIX NIPOU3BOJIUTENEH HA JIEKApCTBEHHBIE
npenaparbl, BKIIOUYEHHbIE B IIEpPEYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
mpernapaToB, MOAJNEKAT mepecueTy B pyonu no kypcy LlentpanbHoro 6anka Poccuiickoii Deaepanuu Ha
naty, ycraHoBieHHYI IIpaButensctBoM Poccuiickoit ®Denepanmu, 0e3 MpeACTaBICHUS 3asBICHUS O
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1epecyere LEHbl ¢ BHECEHUEM COOTBETCTBYIOLIUMX M3MEHEHUN B TOCYNAPCTBEHHBIA PEECTP IPEIEIbHBIX
OTIIYCKHBIX LIEH IIPOM3BOAMTEIECH Ha JIEKAPCTBEHHBIC IIPENApaThl, BKJIIOUEHHBIC B IIEPEUYCHb KU3HEHHO
HEOOXOIMMBIX U BXKHEHIINX JICKAPCTBEHHBIX MPENIapaToB.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamos 71 nacmoswezco Dedepanvroco
3aKOHA OONOIHeHa Yacmvio 3.6
3.6. 3aperucTtpupoBaHHBIE JO JHS BCTYIUICHHS B cuily HacTosmero deaepaqbHOro 3aKoHa
npeleibHble OTHYCKHBbIE IIEHBl POCCUHMCKHX TMPOM3BOAMTENCH Ha JIEKAapCTBEHHBIC Ipenaparsl,
BKJIIOYCHHBIE B TMEPEUEHb >KU3HEHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX IPENapaToB,
nojyiexxatr uHAekcaruu ¢ 1 HosOps 2010 roma wmcxoms W3 MPOTHO3UPYEMOTO YPOBHS HHQIISIIINH,
ycraHoBiIeHHOTo DeepaibHbM 3aK0HOM OT 2 nekadpst 2009 roga N 308-D3 "O denepansHoM OromKere
Ha 2010 roa u Ha ianoBeIi iepuoa 2011 u 2012 rogos" Ha 2011 rog.

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 oexabps 2011 2. N 409-@3 6 uacms 3.7 cmamovu 71 nacmosuezo
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs, GCIMYNalowue 8 CUILY N0 UCHeYeHUU mpuoyamu OHell nocie
OHsL OpuyuanbHo20 onyoIUKOsanus HazsanHo2o PedepanbHo20 3aKOHA

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

3.7. Ilocne 1 mapra 2011 roma He JOMYyCKAarOTCs MPOU3BOACTBO U BBO3 B Poccuiickyro denepariuio
JICKapCTBEHHBIX MPENapaToB B YIAKOBKaX ¢ MAPKUPOBKOM, KOTOpast ObLIa HaHeCeHa A0 JTHS BCTYIUJICHUS B
cuny Hacrosimero ®enepanbHoro 3akoHa. Ilo mcTedyeHHMH yka3aHHOrO CpoKa JlaHHBIE JE€KapCTBEHHbBIE
npenaparbl MOI'YT OTIYCKaThCsl, peaJIu30BbIBATHCS, IIEPEIABATHCS U IPUMEHSTHCS JJO UICTEUEHHS UX CPOKa
TOJTHOCTH.

4. Co nmHA BeTymuleHus B cuiny Hactoswmero @enepanbHoro 3akoHa u no 30 ampens 2011 roga
BKJIFOUUTENIBHO JIOMYCKAETCsl IPOBEJCHUE IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB IKCIIEPTAMU 3KCIIEPTHOTO
YUPEXKIEHUS 1O TMPOXOKIAEHUS HUMH aTTeCTallud B IIOPSJIKE, YCTAHOBIECHHOM YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM MCIOIHUTEIBLHONW BIACTH.

5. Co mus BeTyruleHus B cuily Hacrosimero @exepanbHoro 3akoHa u mo 31 mexabps 2013 roaa
BKJIFOUUTEJIBHO OCYILIECTBISETCS MEPEXO0Jl K MPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHUM C
IIpaBWJIaMU OPraHU3alliy NPOU3BOJCTBA U KOHTPOJII KA4eCTBA JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIMHU B
gactu | crareu 45 wHacrosimero @PenepanbHOro 3aKoHa, B TOJMHOM oObeme. Cpoku mepexojaa
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HX MPOMU3BOJACTBY B COOTBETCTBUH C KOHKPETHBIMU
TpeOOBaHUSIMU JAHHBIX NPABUJI, BKJIIOYAsi CPOKU aTTECTALMU YIIOJIHOMOUYEHHBIX JIMII, YKa3aHHbBIX B HaCTSIX
6 m 7 craten 45 Hacrosmero PenepanbHOro 3aKoHa, ycraHaBnuBaroTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

6. JIuueH3un Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 sHBaps 2014 rona,
nerctBytoT nociie 1 gaBapsa 2014 roga 10 UCTEYEHHsS] CPOKa UX JEUCTBUSA MPH YCIOBUHM COOTBETCTBHS
JUIEH3UaTa [paBujiaM OpraHu3alud IPOM3BOACTBA M KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPEJICTB,
YKa3aHHBIM B yacTu | ctateu 45 Hactosmero deaepaibHOro 3aKoHa.

Wndopmarys 06 M3MEHEHHSAX:

DedepanvHvim 3akoHom om 29 nosopa 2010 2. N 313-D3 cmamesa 71 nacmoswezo DedepanbHoco
3aKOHA OONONIHEHA Yacmvio 7, gcmynaoueli 8 CUuly co OHA 0QUYUATbHO20 ONYOIUKOBAHUS HA38AHHO20
DedepanbHo20 3aKOHA

7. ®@opMHUpOBaHUE TOCYIAPCTBEHHOTO 3a/JaHMsl HAa MPOBEACHHE SKCHEPTU3bl JIEKAPCTBEHHBIX
cpenacTB ¢enepalbHOMYy TOCYIapCTBEHHOMY OIODKETHOMY YUPEXKIEHHUIO MO TMPOBEACHUIO SKCIEPTHU3BI
JICKapCTBEHHBIX CPEACTB M (pMHAHCOBOE OOECTeueHUE BBIMOJHEHUS STOTO 3aJaHUS OCYIISCTBISIOTCS B
nopsiike, yctaHoBiieHHOM Denepanbubiv 3akoHoM OT 12 ssHBaps 1996 roga N 7-®3 "O HeKOMMepUeCKHUX
opraHuzanusx".

TAPAHT:

Cwm. koMMeHTapuu K ctathe 71 HacTosimero denepaqbHOrO 3aKOHA
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[Ipesunent Poccuiickoit deneparuu
Mocksa, Kpemib

12 anpens 2010 r.
N 61-03
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