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" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

12 anpensa 12010 roga N[161-D3

POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,
oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3, ot 04.06.2018 N 140-D3, ot 28.11.2018 N 449-D3,
ot 27.12.2018 N 511-®3)

Maea 1. OBLUME NONOXEHUA
Cratba 1. MpeameT perynupoBaHusi HacTosiwero PefgepanbHOro 3akoHa

1. Hacrosimuii ®@enepalibHbIi 3aKOH peryIupyeT OTHOIIEHUS, BOSHUKAIOUINE B CBSI3U C OOpalleHueM -
pa3paboTKO#, AOKIMHUYECKHUMH UCCICOBAHHMSIMH, KIMHHYECKUMU HCCIEAOBAHUSMHU, OSKCIEPTH3OM,
FOCYJJApCTBEHHOW pErucTpalueil, CO CTaHAApTU3ALMEd HU C KOHTPOJIEM KaudecTBa, IPOU3BOJICTBOM,
H3rOTOBJICHUEM, XPAaHEHHWEM, MEPEBO3KOM, BBO30M B Poccuiickyro dexpeparuro, BIBO30M W3 Poccuiickon
®denepanun, peKjIaMom, OTITYCKOM, pealn3aluen, nepenadeid, IpUMEHEHHEM, YHUUTOKEHUEM JIEKAPCTBEHHbBIX
CPENCTB.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Hacrosmmii ®denepanbHplii 3aKOH YCTAHABIMBAET IPUOPUTET T'OCYAAPCTBEHHOIO PErYyIMPOBaHUS
0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JEKAPCTBEHHBIX CPEICTB IPU MX O0paIICHUH.
(B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-d3)

Cratbs 2. Chepa npumeHeHus HacTosiwero ®eaepanbLHOro 3akoHa
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Hacrosmuit @enepanbHblil 3aKOH TNPUMEHSETCS K OTHOLICHWSM, BO3HHUKAIOMIMM IpH OOpallieHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.

CraTtbsa 3. 3akoHoAaTenbLCTBO 06 06palleHUn nekapcTBeHHbIX CPeacTB

1. 38.KOHOI[3TCJ'IBCTBO 00 O6paH_IeHI/II/I JICKAPCTBCHHBIX CPCACTB COCTOUT U3 HACTOALICTO d)e):[epanLHoro
3aKOHa, APYyIrux (I)C,Z[epaJIBHLIX 3aKOHOB U MHBIX HOPMATUBHLIX IIPABOBLIX aKTOB Poccuiickoii dDe;[epauHI/I.

1.1. 3akoHOIATENBCTBO 00 OOpAICHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOUICHUU IOPUIUYECKUX JIHIl U
WHAUBUAYAIbHBIX MpEANPUHUMATENEH, OCYIECTBISIIOMINX AEATeIbHOCTh Ha TEPPUTOPUN MEXKITYHAPOJHOTO
MEHUIIMHCKOTO KJIacTepa, MPUMEHSIETCS ¢ yUeTOM 0COOEHHOCTEH, yCTaHOBIEHHBIX DeiepanbHbIM 3akoHOM "O
MEXIyHApOJAHOM MEIULMHCKOM KJIACTEPE W BHECEHUM W3MECHEHHH B OTIENIBHBIC 3aKOHOJATEIIBHBIE AKThI
Poccuiickoit ®eneparun’.

(uactb 1.1 BBennena @exnepanbHbIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. HeiictBue Hactosmero denepanbHOro 3aKoHa paclpoCTpaHsEeTCsl HAa OOpallleHHE HAapKOTHUYECKHUX
JIEKapCTBEHHBIX CPEJICTB U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YUETOM OCOOEHHOCTEN, YCTaHOBIIEHHBIX
3akoHoAarenbcTBOM Poccuiickoit denepaninu 0 HAPKOTUYECKUX CPEACTBAX, IICUXOTPOIHBIX BELIECTBaX U 00
UX IpeKypcopax.

3. [MeiictBue  Hacrosimero  @PenepadbHOro  3akOHa  pacmpocTpaHsercs Ha  oOpaleHue
pannodapmManeBTHYeCKUX  JIEKAPCTBEHHBIX  CPEJICTB C  Y4E€TOM  OCOOEHHOCTEH,  yCTaHOBIIEHHBIX
3aKoHOJaTeIbCTBOM Poccuiickoit denepannu B obactu oOecrieueHust paIualiMoHHON 0€30MacHOCTH.

4. Ecnu MexayHapoAHbIM JoroBopoM Poccuiickoit denepanny ycTaHOBIIEHBI MHBIE NPaBUIa, YEM TeE,
KOTOpPBIE TPEIyCMOTPEHBI HAacTOAIMM DenepanbHbIM 3aKOHOM, NMPUMEHSIOTCS MPaBHIIa MEXITYHApOIHOIO
JI0TOBOpA.

5. B Poccuiickoii Penepauuu B COOTBETCTBUM C MEXKIAYHApOAHBIMU Jorosopamu Pocculiickoit
®enepanyu v (MIM) Ha OCHOBE MPUHITUIIA B3aUMHOCTH MIPU3HAIOTCS PE3yIbTaThl KIMHUYECKUX UCCIIeTOBAHUMN
JIEKapCTBEHHBIX IPENapaToB ISl MEIUIIMHCKOrO IMPUMEHEHHUS, MPOBEIAEHHBIX 3a NpPEAEIaMUu TEPPUTOPUU
Poccuiickoit ®eneparumn.

CtaTtbs 4. OCHOBHbIE NMOHATUA, UCNOJIb3yeéMble B HacTosALlEeM CDenepaanOM 3aKoOHe
I[J'ISI 1eJIe HacTOSIIErO CDGI[CpaJIBHOFO 3aKOHa UCIOJIB3YIOTCA CICAYIOINEC OCHOBHBIC ITOHATHA:

1) nekapcTBEHHBIE CPEICTBA - BEIIECTBA WIM WX KOMOMHAIMH, BCTYIAIOMINE B KOHTAKT C OPraHU3MOM
YEeJIOBEKa WJIM JKMBOTHOIO, IPOHUKAIOIIME B OpraHbl, TKaHW OPraHW3Ma 4YeJIOBEKa WIH >KMBOTHOIO,
MpUMeHsieMble JUIsl MPO(UIAKTUKH, TUArHOCTUKU (3a HCKIIOYEHHEM BEHIeCTB WJIM MX KOMOMHaUud, He
KOHTAaKTUPYIOIIUX C OPraHU3MOM YE€JIOBEKa WJIM >KMBOTHOTO), JIEUeHHs 3a00iieBaHus, peaOMIUTaLuu, A
COXpaHEeHMs, MPeIOTBPAILEHHs WU MIPEepbIBaHUS OEPEMEHHOCTHU U MOJyYeHHbIE U3 KPOBH, IJIa3Mbl KPOBH, U3
OpraHoOB, TKaHEH OpraHM3Ma YeJlOBEeKa WM >KMBOTHOI'O, PACTCHHMM, MUHEPAJIOB METOJAMM CUHTE3a WIH C
MPUMEHEHHEM OHMOJOTMYECKHX TEXHOJIOTHH. K JexapCTBEHHBIM CpeACTBaM OTHOCATCSA (papMaleBTUYECKHE
cyOCTaHIIMM U JIeKapCTBEHHBIE NpenapaThl;

2) QapmaneBTuyeckass CyOCTaHIMSI - JIEKQPCTBEHHOE CPEICTBO B BHUJE OJHOTO WJIM HECKOJIbKHUX
obnaaromux (GapMaKoJIOTHUYECKONH AaKTHBHOCTHIO JICHCTBYIOIIMX BEIIECTB BHE 3aBHCUMOCTH OT HPUPOJIBI
IPOUCXOKACHUSI, KOTOPOE TPEeIHA3HAYECHO ISl TIPOU3BOJICTBA, M3TOTOBIICHHUS JIEKAPCTBEHHBIX MPENapaToB U
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omnpezaenseT ux 3 (HeKTUBHOCTE;
(m. 2 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) BcromorarejbHbIE BEIECTBA - BEIIECTBA HEOPTaHUYECKOTO WJIM OPraHHUYECKOTO MPOUCXOXKICHHUS,
WCIIOIb3yEMbIE B TIPOIIECCE MPOM3BOJICTBA, M3TOTOBIEHUS JICKAPCTBEHHBIX MPEMapaToB I MPHUAAHHUS UM
HEOOXOIUMBIX (DU3UKO-XUMUIECKUX CBOMCTB;

4) nexapCTBEHHbIE MIpemnapaThl - JEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (JOPM, IPUMEHSIEMbIE
JUTSE PO UIIAKTUKY, TUATHOCTHUKY, JISUeHHsI 3a00IeBaHsl, peabuIuTAINH, U1 COXPAaHEHUs, PEAOTBPAILleHUs
WJIH TIpEphIBaHUSI OEPEMEHHOCTH;

5) nekapcTBeHHas opMa - COCTOSHHE JICKAPCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CIIOCO0aM €ro
BBEJICHUS M PUMEHEHHS B 00eCIIeYrBaroIIee JOCTKEHINE HEOOX0IUMOTO JIedeOHOTO 3P deKTa;

5.1) no3upoBKa - COAEp)KAaHUE OJHOTO WJIM HECKOJBKUX JEUCTBYIOUIMX BELIECTB B KOJUYECTBEHHOM
BBIPA)KEHUM Ha €MHUILY 103bl, WU €IMHUIYy 00bEeMa, WM €AUHUILY MacChl B COOTBETCTBUM C JICKAPCTBEHHOMN
¢dopmoit MO0 1T HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOKIAEMOTO M3
JIEKapCTBEHHOM (pOpMBI IeHCTBYIOIIEr0 BEIIECTBA 3a €AMHUILY BPEMEHHU;

(n. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) mepeueHb JKU3HEHHO HEOOXOJMMBIX W BAKHEHIIUX JIEKAPCTBEHHBIX IPEMapaToB - €XKEroJHO
yTBepxknaemsblii [IpaBurensctBoM Poccuiickoin ®enepanuu nepedeHb JIEKAPCTBEHHBIX MPENApaToB I
MEIUIUHCKOIO MPUMEHEHHs, O00eCHeUuBaIOIIUX MPUOPUTETHbIE NOTPEOHOCTH 3APAaBOOXPAHEHUS B LENAX
NpOoQUIAKTUKK W JIeueHUs 3a00JeBaHUN, B TOM 4YHcie NpeoOnagarolliuX B CTPYKType 3a00JeBaeMOCTH B
Poccuiickoi ®enepanuy;

6.1) opdanHBIC II€KAPCTBEHHBIC TMpeNapaThl - JIGKAPCTBEHHBIC Tpenaparbl, MpeaHa3HAYCHHBIC
WCKJTFOUUTENFHO IS TUArHOCTUKU WIIM TATOT€HETHYECKOTO JICUeHUs (JIeUeHHsI, HallPaBJICHHOTO Ha MEXaHU3M
pa3BuTHA 3a005IeBaHus) peakux (opdaHHbIX) 3a00€BaHUM;

(. 6.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6.2) Ouonornveckue JeKapCTBEHHBIE MPEeTapaThl - JeKapCTBEHHBIEC NPEnaparkl, AeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TPOMU3BEIEHO WM BBIIEICHO M3 OHOJOTMYECKOrO0 HMCTOYHMKA W Ul OIpEJeNIeHHs CBOWCTB U
KayecTBa KOTOPBIX HE0O0XOoAMMa KOMOHWHAIUS OHOJOTMYeCKHMX M (U3UKO-XMMHUYECKHX MeTonoB. K
OMOJIOTHYECKUM  JISKaPCTBEHHBIM  IIperaparaM  OTHOCATCS HMMMYHOOHOJIOTHYECKHE JIEKapCTBEHHBIE
MpernapaTsl, JEKapCTBEHHBIC MPETaparkl, MOyYeHHbIE U3 KPOBH, IIa3Mbl KPOBH YeNIOBEKAa M JKMBOTHBIX (3a
UCKITIOYEHHEM IIEIbHOW KPOBH), OMOTEXHOJIOTHUECKHE JICKApPCTBEHHBIC IpErapaThl, T€HOTepareBTHUCCKIE
JIeKapCTBEHHBIE TPETIapaThl;

(1. 6.2 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHMOJIOTUYECKHE JIEKAPCTBEHHBIC TIPETapaThl - JIEKAPCTBEHHBIC MIPEmapaThl, IpeIHa3HAYCHHBIE
TUIst QOPMHUPOBAHUSI AKTUBHOTO WJIM TTACCUBHOTO UMMYHUTETA JINOO MTUArHOCTHKY HAIMYWS UMMYHHUTETA WIH
JTUATHOCTUKU  CHEIU(UUECKOr0  MPUOOPETEHHOTO  W3MEHEHHS  MMMYHOJIOTMYECKOTO  OTBETa  Ha
alepruszupymoire Bemecrsa. K ”MMyHOOHOIOTMUECKUM JIEKapCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHBI,
AQHATOKCHUHBI, TOKCUHBI, CBIBOPOTKH, UMMYHOTTIOOYJIMHBI U aJlJIepTeHbI,
(m. 7 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OMOTEXHOJOTUYECKHE JIEKAPCTBEHHBIC MNpenapaThl - JEKAPCTBEHHbIC IMPENapaTrhl, MPOU3BOJCTBO
KOTOPBIX OCYIIECTBIISIETCS C MCIIOJIb30BAaHHUEM OHMOTEXHOJIOTMYECKUX MPOIIECCOB U METOAOB (B TOM 4YHCIIE
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JTHK-pekOMOMHAHTHOW TEXHOJIOTMH, TEXHOJIOTUM KOHTPOJIUPYEMON SKCIPECCUH TEeHOB, KOIMPYIOIIUX
OMOJOTMYECKH aKTHBHBIE OCNKH B TPOKAPHOTAaX H JyKapHOTaX, BKIIOYAas W3MEHEHHBIE KIIETKU
MJICKOTIMTAIOIINX ), THOPHIOMHOTO METO/1a ¥ METO]a MOHOKJIOHAJIBHBIX aHTUTEIT;

(. 7.1 BBenen ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2)  reHoTepamleBTHMYECKHE  JIEKAapCTBEHHbIE  MpemapaThl -  JIEKapCTBEHHbIE  Ipernaparsl,
(dapmManeBTHUECKasi CyOCTaHIMsI KOTOPBIX SIBJISAETCS PEKOMOMHAHTHOM HYKIEMHOBOM KUCIOTOM WM BKIIOYAET
B ce0s pEeKOMOMHAHTHYIO HYKJIEHMHOBYIO KHCIIOTY, TIIO3BOJISIOUIYI0 OCYIIECTBISATh pPETYJIMPOBAHUE,
penapanuio, 3aMeHy, 100aBIeHUE UK yAaJeHUe TeHeTUYECKOM MOCIe0BaTeIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIeKapCTBEHHBIE CpPEICTBAa - JICKAPCTBEHHBIE TNpenapaTsl W (hapManeBTHYECKUE
cyOcTaHIMm, CoAepIKallie HApKOTUYECKHE CPEACTBAa M BKIIOUEHHBIE B [lepeueHb HapKOTHYECKUX CPEICTB,
MICUXOTPOMHBIX BEHIECTB M HMX MPEKYpPCOpOB, MNOMICKAMMX KOHTposto B Poccuiickoit denepanuu, B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon denepanuu, MeXIyHapOAHbIMU J1oroBopamu Poccuiickoit
®epnepanuu, B ToM yncie EquHoil koHBEeHIIMEH 0 HApKOTHUECKUX cpeAcTBax 1961 rona;

9) NCHXOTpOMHBIE JIIEKAPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIC Mpenaparhl W (apMaleBTUICCKUE
cyOcTaHIMM, COAEpKAIIUe MCUXOTPOIHBIE BEIIECTBA U BKIIIOUYCHHBbIC B llepeueHb HApKOTUYECKUX CPEICTB,
MCUXOTPOMHBIX BEIIECTB W HX MPEKYpCOPOB, MOISKAIIMX KOHTpoito B Poccuiickon ®enepauuu, B
COOTBETCTBUU C 3aKOHOAATEIbCTBOM Poccuiickoii denepanuu, MeXayHapoaHbIMU JIoroBopamu Poccuiickoit
®enepaunu, B ToM ynciie KonBeHueln o ncuxoTponHbix Bemectsax 1971 roxa;

10) paanodapmarneBTHYECKHE JEKapCTBEHHbBIE CPEJICTBA - JICKAPCTBEHHbIE CPE/ICTBA, KOTOPBIE COJepKAT
B TOTOBOM JJIA UCIIOJIb30BaHUA (1)opMe OIWH paJUOHYKINA WX HECCKOJIBKO PaJUOHYKINAOB (pal[I/IOElKTI/IBHBIX
W30TOIOB);

11) pedepeHTHBIN JeKapCTBEHHBIM Tmpernapar - JEKapCTBEHHBIM mpemnapaTr, KOTOPBIA BIEpPBbHIE
3apeructpupoBaH B Poccuiickoit denepanun, kauectBo, 3¢ (HheKTUBHOCTh M 0€30I1aCHOCTh KOTOPOT'0 10Ka3aHbl
Ha OCHOBaHUM pE3yJbTATOB JOKJIMHUYECKUX HCCIENOBAHUN JIEKAPCTBEHHBIX CPEIACTB M KIMHHYECKHUX
UCCIIeZIOBAaHUM JIEKAPCTBEHHBIX IMPENapaToB, MPOBEJICHHBIX B COOTBETCTBUU € TpeOOBaHMAMHU yacted 6 u 7
ctatb 18 Hacrosimero @enepanbHOrO 3aKOHAa B OTHOLIEHMM JIEKAPCTBEHHBIX CPEACTB Ul MEIULMHCKOTO
MpUMEHEHUs 1100 B COOTBETCTBUUM C TpeOoBaHUsAMHU cTaTbu 12 Hacrosmero ®enepaibHOro 3aKOHa B
OTHOIIECHUHU JIEKApPCTBEHHBIX CPEJCTB MJIi BETEPUHAPHOTO MPUMEHEHMs, W KOTOPBIA HCHOJB3yeTCs IS
OLIEHKNM OMOSKBHUBAJEHTHOCTU WIM TEpaleBTUYECKONM SKBHUBAJEHTHOCTH, KadecTBa, 3(P(GEKTUBHOCTH U
0€30I1aCHOCTH BOCTIPOU3BEICHHOTO MM OM0aHaIOroBoro (61omo100HOro) IeKkapcTBEHHOIO IpenapaTa;

(B pen. @eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

12) Bocripou3BeACHHBII JIEKAPCTBEHHBIN IIpEnapar - JIEKapCTBEHHBIN MpenapaT, KOTOPbI UMEET TaKoi
’K€ KaYeCTBEHHBIM COCTAB M KOJMWYECTBEHHBIN COCTaB JIEHCTBYIOIIMX BELIECTB B TAaKOW K€ JIEKAPCTBEHHOU
¢dopme, uTO U pedepeHTHBIH JIEKapCTBEHHBIM MpernapaTr, U OMO’KBHUBAJIEHTHOCTh WM TepaneBTHYecKas
9KBUBAJIEHTHOCTh KOTOPOI0 pehepeHTHOMY JIEKApCTBEHHOMY IIpenapary MOATBEP)KIEHAa COOTBETCTBYIOLIMMHU
MCCIIEJOBAHMSIMY;
(m. 12 B pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-D3)

12.1)  TepameBTHYeCKass  IKBUBAJEHTHOCTh -  JIOCTH)KEHUE  KIMHMYECKH  COINOCTAaBUMOIO
TepaneBTHYECKOT0 dPPeKTa Npu MPUMEHEHUH JICKAPCTBEHHBIX MPENapaToB sl MEAUIMHCKOTO PUMEHEHHUS
JUTSL OJTHOW ¥ TOM e TPYTITBI OOJBHBIX MO OJTHUM M TEM e MOKa3aHHsIM K TPUMEHEHHIO;

(m. 12.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)
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12.2) OuoaHanoroBblii (OMOMOAOOHBIN) NEKapCTBEHHBIH mpemnapar (OuoaHanor) - OHOJOTHYECKUIt
JICKapCTBEHHBIN TIperapar, CXOXWW M0 TapaMerpaMm KadecTBa, dS(QekTUBHOCTH U 0O€30macHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IIPENapaToM B TaKOH )K€ JICKapCTBEHHOH (OopMe U UMEIOIIHNI
WJCHTHYHBINA CITIOCOO BBEICHHUS,

(. 12.2 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.3) B3auMoO3aMEHSEMBbIN JICKAPCTBEHHBINM TIpemapar - JICKapCTBEHHBIM mpemapar ¢ J0Ka3aHHOU
TEpaneBTUYECKON  HKBUBAJIEHTHOCTHIO WM  OWOIPKBUBAJCHTHOCTHIO B  OTHOIIEHHH pedepeHTHOTo
JIEKapCTBEHHOIO TMpenapara, WMEIOIIMI SKBHUBAJICHTHBIE €My Kaue€CTBEHHBIM COCTaB M KOJIMYECTBEHHBIN
COCTaB JEHCTBYIOIIMX BEIIECTB, COCTAaB BCIIOMOTATENbHBIX BELIECTB, JIEKAPCTBEHHYIO (OpMYy H CIOCOO
BBEJICHUS;

(. 12.3 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

13) nexapCTBEHHOE PACTHUTEIBHOE CBhIPhE - CBEXKHE WIM BBICYHICHHBIE pPAaCTEHHS JTUOO HMX YacTH,
UCTIONb3yEMbIe ISl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB OpraHU3alUsMU - TMPOU3BOAUTEISIMU
JICKApPCTBEHHBIX CPEJCTB WM HM3TOTOBIIEHHUS JIEKAPCTBEHHBIX MPEMApaTOB aNTEYHBIMU OPTraHU3alUsSIMU,
BETEPUHAPHBIMU ANTEYHBIMU OpPraHU3ALMSIMHU, WHIUBUIYAIbHBIMU MPEANPUHUMATEISAMUA, HMEIOUUMU
JUILEH3UIO Ha (JapMaleBTUYECKYIO JIeATEIbHOCTb;

14) nexapCTBEHHBIH pACTUTENbHBIN IpenapaT - JEKapCTBEHHBIM IpemnapaT, MPOU3BEACHHBIN WU
U3TOTOBJICHHBI M3 OJHOIO BHUJAA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIpbS WJIH HECKOJBKMX BHUAOB TAaKOT'O
CBIPbsSI U peann3yeMblil B pac(pacOBaHHOM BH/JIE BO BTOPUYHOHU (MTOTPEOUTENIBCKOI) yIIaKOBKE;

15) romeonaTHyeckuil JEKapCTBEHHBIM MpenapaT - JIEKapCTBEHHBIN IMpenapar, MPOU3BEICHHbBIM WIN
W3TOTOBJICHHBIN U3 (hapMaleBTHUECKOW CyOCTaHIIMKM WiK (apMaleBTHUYECKUX CYOCTAHIMI B COOTBETCTBUH C
TpeOoBaHUSIMH OOMMX (hapMaKONMEHHBIX CTaTe K TOMEONAaTHYEeCKUM JIEKapCTBEHHBIM IIperaparaM WiH B
COOTBETCTBUH C TpeOOBaHMSIMH (hapMaKOIIeH CTPaHBI IPOU3BOUTENS TAKOTO JICKAPCTBEHHOTO TIPETapara;

(. 15 B pen. deaepanproro 3akona ot 22.12.2014 N 429-D3)

16) MexayHapoIHOE HEMAaTEeHTOBAHHOE HAUMEHOBAaHHUE JIEKAPCTBEHHOI'O CpEACTBA - HAaUMEHOBaHME
JIeMCTBYIOIIEro BellecTBa (apMalleBTUYECKOM CyOCTaHIIMM, PeKOMEHI0BaHHOe BceMupHoON opraHuszaruen
3JIPaBOOXPaHEHHUS;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBAHHE JICKAPCTBEHHOTO CPEICTBA - HAMMEHOBAHME JICKAPCTBEHHOTO CPE/ICTBA,
MPUCBOCHHOE €ro pa3padOTUMKOM, Jep)KaTejleM WIH BIAJCIbIIEM PETUCTPALMOHHOTO YJAOCTOBEPEHUS
JIEKapCTBEHHOT'O Tperapara;

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

17.1) rpynnupoBOYHOE HAUMEHOBAHHUE JICKAPCTBEHHOTO Mpernapara - HAMMEHOBAHME JIEKAPCTBEHHOTO
npenapara, HE HWMEIIIET0 MEXIYHAPOJAHOTO HEMAaTEHTOBAHHOTO HAaWMMEHOBAHUS, WIM KOMOWHAIUU
JICKapCTBEHHBIX TMpPENapaToB, UCIOJB3yeMOE€ B IESIX OOBEAWHEHUS UX B TPYNNy TOA CAUHBIM
HAaWMEHOBAaHHMEM HMCXOJs U3 OJIMHAKOBOTO COCTaBa JICUCTBYIOIIMX BEIIECTB;

(m. 17.1 BBenen ®@enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmias dapmakomneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIA YIIOJIHOMOYEHHBIM (eaepalbHbIM
OpraHoOM MCIOJIHUTEIbHON BJIACTH W COJEpXkallMil NepeueHb IOoKa3aTenel KayecTBa W (MJIM) METOJOB
KOHTpPOJISI Ka4eCTBA KOHKPETHOMN JIEKAapCTBEHHON (DOPMBI, JIEKAPCTBEHHOT'O PACTUTEIBHOTO CHIPbS, OMUCAHUS
OMOJIOTUYECKNX, OMOXUMUYIECKUX, MUKPOOHOJIOTHYECKUX, (PU3UKO-XUMHUCCKUX, (PU3UUIECKUX, XUMHUICCKUX U
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JPyTUX METOAOB aHajM3a JEKapCTBEHHOTO CPEJCTBa, a Takke TpeOOBaHUS K HCHOJIb3YyeMBIM B LEJSAX
IIPOBEJIEHUS IAaHHOTO aHAJIM3a PEaKTHUBaM, THTPOBAHHBIM pacTBOpaM, MHIMKATOPaM;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) dapmaxomeitHas cTaThs - JTOKYMEHT, YTBEPKICHHBIA YIOJHOMOYCHHBIM (heepabHbIM OPTaHOM
WCTIOJTHUTEIIBHON BJIACTH W COJCpIKAIMKA TIepeueHb ToKa3aTelled KadyecTBa M METOJIOB KOHTPOJII KadecTBa
JICKapPCTBEHHOT'O CPEJICTRA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

19.1) crangapTHble 00paslbl - BEIIECTBA, IMOCPEICTBOM CPaBHEHHUS C KOTOPBIMU OCYIIECTBISETCS
KOHTPOJb KA4eCcTBa HCCICIYyeMbIX JIEKAPCTBEHHBIX CPEACTB C TIOMOIIBI0  (PU3UKO-XUMUYECKUX U
OMOJIOTMYECKHX METOJIOB B IEJSIX IMOATBEP)KICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
HOPMATHUBHOM JIOKyMCHTAIIMH, YCTAHOBJICHHBIM IIPH OCYIIECTBICHUH TOCYIapCTBEHHOW pETHCTpaIiu, U
KOTOPBIC MPUMEHSIOTCS JIJIS KaJIMOPOBKH CTAHJIAPTHBIX O0pPA3IOB MPOU3BOIAMTENS JICKAPCTBEHHBIX CPEJICTB,
UCIIOJIb3YEMBIX JUIS KOHTPOJIS KQUueCTBa U MHBIX IeJIeH MPH 0OpallleH!H JICKApCTBEHHBIX CPE/ICTB;

(m. 19.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

19.2) (<apmakomeiiHbIii CcTaHTApTHBIM o00paszeln - CTaHIAPTHBIM oO0pasen, MPOU3BEICHHBIA B
COOTBETCTBUH C (hapMaKOTIEHHON CTaTheH;
(. 19.2 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHAs TOKyMEHTAlLUs - IOKyMEHT, COJIEpKallHil epedeHpb OnpeeiieMbIX 0 pe3ylibTaTaM
COOTBETCTBYIOIIUX OHKCIEPTU3 TOKa3aTeNel KadecTBa JIEKApCTBEHHOTO CpEACTBA I METUIIMHCKOTO
MIPUMEHEHHUSI, METOJ0B KOHTPOJISI €r0 KaUueCTBA U YCTAHOBJICHHBIN €r0 MPOU3BOIUTENEM;

21) HOpMaTHBHBIH JOKYMEHT - JOKYMEHT, COJEp’KalllMi IEpeueHb OINpEAENseMbIX IO pe3yJibTaTaM
COOTBETCTBYIOIIMX IKCIEPTU3 TMOKa3aTesie KauecTBa U (WJIM) METOJOB KOHTPOJISI KauecTBa JIEKApCTBEHHOU
dbopmbl, omHcaHWS OWOJOTHYECKUX, OHMOXUMHUYECKHX, MHUKPOOMOJOTUYECKHX, (PU3UKO-XUMUUYECKHX,
(GUBUYECKUX, XUMHUYECKHMX M JIPYTHX METOJIOB aHaju3a JICKApCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
OpPUMEHEHHUs, TpeOOBaHUS K HCIOJb3YeMbIM B LEIsIX TMPOBENEHUS JaHHOTO aHajdh3a peakTHBaM,
TUTPOBAaHHBIM PACTBOpPaM, MHAMKATOPAM U YCTAHOBJICHHBINA €0 MPOU3BOUTENEM;

21.1) oOmuil TEXHUYECKUN [TOKyMEHT - KOMIUIEKT JIOKyMEHTOB U MAaTEpUajoB, COCTOSALIMM U3
HECKOJIbKUX Pa3/eioB - TIOKyMEHTALlUK aJIMUHUCTPATUBHOIO XapakTepa, XUMUYECKOH, (hapMalieBTUYECKON 1
OMOJIOTrMYEeCKON JTOKYMEHTaluu, (apMaKoJIOTHYeCKOW, TOKCHKOJIOIMUECKON IOKYMEHTAluH, KIMHUYECKOMN
JOKYMEHTAllUM W MpPEACTaBIAEMbli OJHOBPEMEHHO C 3asBIE€HHEM O TOCYJapCTBEHHOM perucrpanuu
JIeKapCTBEHHOT0 Ipernapara JJisi MEAULUHCKOr0 IPUMEHEHUs B popmare, yCTaHOBJICHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH;

(m. 21.1 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

22) Ka4ecTBO JICKApPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CPEICTBA TPEOOBAHHIM
(apmaxomneiiHoil cTaTb JMOO B Ciy4yae €€ OTCYTCTBHSI HOPMATHUBHOW JTOKYMEHTALlMW WM HOPMAaTHUBHOTO
JIOKYMEHTA;

23) 0€30I1aCHOCTD JICKAPCTBCHHOT'O CPEACTBA - XAPAKTCPUCTHKA JICKAPCTBECHHOTO CPEACTBA, OCHOBAHHAA
Ha CpaBHUTCIIbHOM aHAJIN3¢C €To S(I)(I)GKTI/IBHOCTI/I " pUCKa NPpUYNHCHHA BpEaa 3J0POBbIO,

24) 3¢ HeKTUBHOCTH JIEKAPCTBEHHOTO IpenapaTa - XapaKTepUCTHKA CTETIEHHU MOJOKHUTEIHHOTO BIUSHHS
JEKapCTBEHHOI'0 IIpernapara Ha TEYEHHUe, NPOJOJDKUTEIbHOCTh 3a00J€BaHMS WINM €ro IpeJoTBpalleHHe,
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(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

pea6I/IJII/ITaI_II/IIO, Ha COXpaHCHUE, TPCAOTBPALLICHUC UJIU IIPECPBIBAHUC 6epeMCHHOCTI/I;

25) cepus JICKAPpCTBCHHOI'O CPCEACTBA - KOJHUYCCTBO JICKAPCTBCHHOI'O CpPCACTBA, INPOU3BCACHHOC B
PE3YIbTATC OAHOTO TCXHOJOTMYCCKOI'o HUKJIa €ro MpOU3BOANUTCIICM,

26) perucTpanoHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa - TOKYMEHT, TOATBEPKIAlomui (paxT
rOCYapCTBEHHOW PETUCTPAIINH JICKAPCTBEHHOTO Mpernapara;

26.1) nepateib WM BJaJeNell PErHCTPAMOHHOTO YJIOCTOBEPEHHs JICKAPCTBEHHOTO Iperapara -
pa3paboTYMK JICKAPCTBEHHOTO CPEICTBA, MPOU3BOIAMTENb JICKAPCTBEHHBIX CPEICTB WM WHOE HOPUIMYECKOE
M0, 00JIaIatoIee MPaBOM BJIaICHUS PETUCTPAIMOHHBIM YI0CTOBEPEHUEM, KOTOPBIE HECYT OTBETCTBEHHOCTD
3a KauecTBO, 3 (HEeKTHBHOCTH M 0€30MAaCHOCTH JICKAPCTBEHHOTO Mpernapara;

(. 26.1 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

27) perucTpaiioHHbII HOMED - KOJI0BOE€ 0003HaUYEHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY Ipenapary Nnpu
€ro ToCyJapCTBEHHOH perucTpanuy;

28) oOpareHue JeKapCTBEHHBIX CPEACTB - pa3paboTKa, TOKIMHUYECKUE HCCIEIOBaHUS, KIMHUYECKUE
WCCIeOBaHMUs, SKCIEepTHU3a, TOCYJapCTBEHHAsi PpErUCTpalusi, CTaHJapTH3alus U KOHTPOJIb KauecTBa,
MPOU3BOJACTBO, U3TOTOBIICHUE, XPAHEHUE, ITIEPEBO3KA, BBO3 B Poccuiickyro denepannio, BbIBO3 U3 Poccuiickon
®denepanun, pexiiaMma, OTITyCK, peaan3alus, nepeaada, IpuMeHeHne, YHUUTOKEHHUE JICKaPCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyOBbeKkThl oOpalleHus JIeKapCTBEHHBIX CPEICTB - (PU3MUYECKUE JUIA, B TOM YHCIIE WHAUBUAYaIbHbBIE
IpeIPUHUMATENH, U OPUIUIECKHE JTUIA, OCYIIECTBISIONINE NeATeIbHOCTh MPH O0paIIeHUH JIEKAPCTBEHHBIX
CPEICTB;

30) pa3paboT4MK JIEKApCTBEHHOI'O CPEJICTBA - OpraHu3allvs, oOlajaromias MpaBaMU Ha PE3yJIbTaThl
JMOKJIIMHUYECKUX WCCIIECAOBAHNN JICKAPCTBEHHOTO CPEJICTBA, KIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHOTO
npemnapara u (WJI1) Ha TEXHOJIOTHIO TTPOM3BOJICTBA JICKAPCTBEHHOTO CPE/ICTBA;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPEICTB - ACATEIBHOCTD 10 MPOU3BOACTBY JICKAPCTBEHHBIX CPEJICTB
OpPraHU3aIUsIMH - TPOM3BOJUTEISAMH JICKAPCTBEHHBIX CPEJCTB HAa OJIHOW CTaJIMU, HECKOJIbKHX WU BCEX
CTaUsIX TEXHOJOTHYECKOTO MPOIIECcCa, a TAKKE M0 XPAHCHHUIO M PeaTU3alliK TPOU3BEICHHBIX JICKAPCTBEHHBIX
CpPE/CTB;

31.1) mpou3BOACTBEHHAs IUIOMIAKA - TEPPUTOPUATBHO OOOCOOJICHHBIH KOMIUIEKC TPOU3BOAUTEIIS
JEKapCTBEHHBIX  CPEACTB, NpPEJHA3HAYCHHBI JUIS BBINOJIHEHHUS BCEro Ipolecca IPOU3BOJCTBA
JIEKapPCTBEHHBIX CPEJICTB WIIH €r0 OMpeeIeHHON CTaauH;

(m. 31.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTENbL JEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYLIECTBIISAIOLIAs IPOU3BOJCTBO
JIEKapCTBEHHBIX CPE/ICTB B COOTBETCTBHH C TpeOOBaHUAMHU HacTosiero deaeparbHOro 3aK0Ha;

33) ¢dapmaneBTHUECKas NEATENbHOCTh - AESITENBbHOCTb, BKIIOYAiOU[ass B ce0s ONTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMHU CPEJCTBAMH, UX XpaHEHHUE, NMEePEBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamu, uX OTIYCK, XpaHEHUE, IePeBO3KY, U3TOTOBIEHUE JIEKAPCTBEHHBIX MPENapaTOB;

34) opraHnu3anus OIITOBOM TOProBJIN JICKAPCTBCHHBIMU CPCACTBAMU - OpPraHu3alusd, OCYIICCTBIIAIOMIAA
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OIITOBYKO TOPIOBJIO JICKAPCTBEHHBIMU CpPCACTBAMHU, HX XpPAaHCHHUEC, IICPCBO3KY B COOTBCTCTBUU C
TpeGOBaHI/IHMI/I HaCTOAIICTO dDe;[epaJILHoro 3aKOHa,

35) anteuyHas opraHmW3als - OPTaHU3AINS, CTPYKTYPHOE MOJApa3felieHne MEANIIMHCKONW OpraHu3alluy,
OCYIICCTBIISIONIME PO3HUYHYI0 TOPTOBIIO JIEKAPCTBCHHBIMU IperapaTaMH, XpaHCHHE, IepPEBO3KY,
W3TOTOBJICHUE W OTITYCK JICKAPCTBEHHBIX MPEMapaToB JIJI METUIIMHCKOTO NMPHMEHEHUS B COOTBETCTBUHU C
TpeOOBaHUAMU HacTosIIero deaepasbHOrO 3aKOHA;

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHasi OPTaHU3alUs - OPTaHU3allMs, CTPYKTYPHOE TOJIpa3elieHue BeTepUHAPHOI
OpraHu3allM, OCYIIECTBISIONMINE PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU IIpemapaTtaMu, XpaHEHUe,
HN3TOTOBJICHUEC U OTHyCK J'ICKapCTBCHHLIX npenapaTOB JJIA BeTepI/IHapHOFO HpI/IMeHCHI/ISI B COOTBCTCTBHU C
TpeboBaHUAMHU HacTosIIero denepaabHOTO 3aKOHA;

37) danbcupUIMpPOBAaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPENICTBO, COIMPOBOXKAAEMOE
J0XHOM nH(pOpMalel o0 ero coctaBe U (WiK) MPOU3BOIUTEINE;

38) Hen0OpOKaYEeCTBEHHOE JIEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHusAM (apMakomeHo craTbu JHOO B CiIydyae €€ OTCYTCTBUS TpPeOOBaHUSM HOPMATUBHOU
JOKYMEHTAIMU WM HOPMAaTUBHOIO TOKYMEHTA;

39) koHTpadakTHOE JICKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPECTBO, HAXOJsIIeecss B 000poTe ¢
HapyIIEHHEM TPaKJAHCKOTO 3aKOHOIATEeIbCTBA,;

40) TOKJIMHUYECKOE MCCIe0OBaHNE JIEKAPCTBEHHOTO CPEACTBA - OMOIOTHUECKHe, MUKPOOHOIOTHUECKHE,
MMMYHOJIOTHYECKHE, TOKCHKOJIOTHYEeCKue, (apMakolorudeckue, (Qusndeckne, XUMUYECKUE U JApyTUe
HCCIe0BaHUs JIEKAPCTBEHHOT'O CPEICTBA MyTeM MPUMEHEHHUS HAyYHBIX METOJIOB OLICHOK B LIEJIAX MOJTYYEHUS
JI0Ka3aTeIbCTB OE30MaCHOCTH, KauecTBa U 3P (PEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA;

41) KIMHUYECKOE UCCIIEIOBaHKE JEKapCTBEHHOTO Mpenapara - U3y4eHHue JUarHOCTUYECKUX, JIeUeOHBIX,
NpOQHIAKTUYECKUX, (apMaKOJOTHUYECKUX CBOWCTB JIEKApPCTBEHHOI'O IIpenapara B Ipolecce ero NpuMEeHEeHUs
y 4eloBeKa, )KUBOTHOTO, B TOM YHCIIE MPOLECCOB BCACHIBAHMS, pacHpeAeseHHs, U3MEHEHUS U BBIBEJCHMUS,
MyTeM IMPUMEHEHHUSI HayYHbIX METOJIOB OLICHOK B IIEJISX MOJyYEHHs J0Ka3aTeIbCTB O€3011acCHOCTH, KauecTBa U
3¢ (GEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTta, JaHHBIX O HEXKEJIAaTeNIbHBIX PEakIHsIX OpraHu3Ma 4YeJOBeKa,
KMBOTHOTO Ha TPUMEHEHHWE JIEKAPCTBEHHOTO Tpemapata U 00 3¢ddekre ero B3auMoIecTBUS C IPYTHMHA
JIeKapCTBEHHBIMU MpenapaTtaMu U (WJIM) MUIIEeBBIMUA MPOAYKTaMH, KOPMaMH;

42) MHOI'OLICHTPOBOC KIMHHYECKOEC HCCICAOBAHUEC JICKAPCTBCHHOI'O IIpfriapara JIA MCAUIMHCKOI'O
IMPUMCHCHUA - KIIMHUYCCKOC HCCJICAOBAHUC JICKAPCTBCHHOI'O Ipfrapara A MCAUIHNHCKOIO INPUMCHCHUA,
IpOBOANMOC paBpaGOTHI/IKOM JICKApCTBCHHOT'O IIpCTiapaTa B JABYX U Ooiee MCIUIIUHCKUX OpraHu3aluiax I10
CANMHOMY IPOTOKOJIY KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIiapara,

43) MeXAyHapOJHOE MHOTOIEHTPOBOE KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO Ipemapara Jjist
MEJIUIIMHCKOTO TMPUMEHEHHUS - KIMHHUYECKOE WCCIICOBAHME JICKApCTBEHHOTO Tperapara i MEAUITHHCKOTO
NPUMEHEHUs, MPOBOJUMOE pa3pabOTUMKOM JIEKAPCTBEHHOTO Iperapara B pa3jiHYHbIX CTpaHax MO0 €IUHOMY
IPOTOKOIY KIIMHUYECKOTO UCCIIeI0OBAHUS JIGKAPCTBEHHOTO Mpemnapara;

44) MOCTPCTUCTPAINOHHOC KIIMHUYCCKOC UCCIICAOBAHUC JICKAPCTBCHHOTO IIpCriapaTta AJid MCAUITUHCKOI'O
NPUMCHCHUA - KIMHHUYCCKOC HCCICAOBAHHC JICKAPCTBCHHOI'O Hpfrapara IJid MCAUIHUHCKOrO NPUMCHCHMHA,
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IPOBOJUMOE MIPOU3BOIUTENEM JIEKAPCTBEHHOTO Mpenapara, rpaxJIaHCKUil 000pOT KOTOPOro OCYIIECTBIISIETCS
Mocje TOCYAapCTBEHHOW PErucTpaliy, B LEJSAX JOMOJHUTEIBHOro cOOpa JaHHBIX O €ro 0e30macHOCTH U
3¢ GEKTUBHOCTH, PACIIMPEHUsI MOKa3aHUH K NPUMEHEHHIO JaHHOTO JIEKAPCTBEHHOIO Ipemnapara, a Takke
BBISIBJICHUS HEXeEJIaTeNIbHbIX PeaKuil MallMeHTOB Ha ero JeiCcTBUE;

45) wuccienoBaHre OWOKBUBAJICHTHOCTH JIGKAPCTBEHHOTO TMpermapara - BHI KIMHHYECKOTO
UCCIICIOBaHMS JICKAPCTBCHHOTO IIperapara, IMPOBEICHHE KOTOPOTO OCYIIECTBISICTCS Uil OINpPEIEICHUS
CKOPOCTH BCaChIBaHHMS U BBIBEJACHUS OJHOIO WJIM HECKOIBKMX oOOJagaromux (HapMaKkoIoTHIecKon
AKTUBHOCTBIO JIEUCTBYIOIIMX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO Mpernapara, JOCTHTAIOIIET0 CHCTEMHOTO
KPOBOTOKA, U Pe3yJIbTaThl KOTOPOTO MO3BOJISIFOT C/EJIaTh BHIBOJ O OMOIKBHBAIICHTHOCTH BOCIIPOU3BEACHHOTO
JIEKapCTBEHHOTO TIpeTapara B ONPEICICHHBIX JIEKAPCTBEHHOU (hopMe B TO3HUPOBKE, COOTBETCTBYIOMUX (popme
1 JI03UpOBKE pehepeHTHOTO JIEKAPCTBEHHOTO TIperapara;

(1. 45 B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccreqoBaHHME TEPANeBTHMUYECKON OKBUBAJCHTHOCTH JIGKAPCTBEHHBIX TMIPEMapatoB - BUJ
KJIMHUYECKOT0 MCCIIEIOBAHUs JIEKAPCTBEHHBIX IIPENApaToOB, IPOBEICHHE KOTOPOrO OCYLIECTBIISETCS MJIA
BBISBJICHHSI OJIMHAKOBBIX CBOMCTB JICKAPCTBEHHBIX MpPENapaToB ONPEAEICHHOW JEKapCTBEHHOH (opmbl, a
TaK)Ke HaJM4YUs OJUHAKOBBIX IMOKa3aTeleill O0e3omacHOCTH W 3((EKTUBHOCTH JIGKAPCTBEHHBIX IPEnapaToB,
OJIMHAKOBBIX KIMHUYECKUX d()PEKTOB MPH MX MPUMEHEHUU;

47) mpOTOKOJ KJIMHUYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO Iperapara - JOKYMEHT, B KOTOPOM
OTpeAeNstoTcs Lenu, (GopMbl OpraHM3allii W METOAOJIOTHSI MPOBEACHUS KIMHUYECKOTO HCCIeI0BaHUS,
CTaTHCTUYECKUE METOABl OOpabOTKH pe3ylbTaTOB TAKOTO WCCIEIOBAaHUS M Mephl 1O 00eCIeYeHHIO
0e30MmacHOCTH (PU3UYECKHX JINII, YYACTBYIOIIUX B KIIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO Mpemnapara;

48) Opomropa HCCIEAOBATENS - CBOJHOE H3JIOKEHUE PE3YyJIbTAaTOB MOKIMHUYECKOTO HCCIICIOBAHMS
JIEKApCTBEHHOTO CPEJCTBA M KIMHUYECKOTO WCCIIEOBAHMS JICKAPCTBECHHOTO Tperapara Uil MeIUIITHCKOTO
PUMEHCHUS;

49) uHopMaMOHHBIA JTHCTOK MAallMEHTa - JOKYMEHT, B KOTOPOM CoJepKaTcs B JOCTYMHOH ¢opme
CBEICHMsI, Kacalolluecs IPOBOJAMMOIO KIMHMUYECKOTO MCCIEAOBAaHUs JIEKapCTBEHHOIO Ipenapara, ¥ B
MUCHbMEHHOM (opMe TO0OpOBOJIBHOE COIJIACHE TAlMeHTa Ha YydYacTHEe B KIMHUYECKOM HCCIIEIOBaHUU
JIEKapCTBEHHOI'O Ipernapara Iocjie O3HAaKOMJIEHHS C OCOOCHHOCTSIMM KJIMHHYECKOTO HCCIeA0BaHuUs,
HMMEIOLUMU 3HAYE€HUE U1 BBIPAXKEHUS TAKOTO COTJIACHS;

50) mo0oYHOE ,HCfICTBPIG - p€aKkius OpraHu3Ma, BO3HUKIIIAA B CBA3KU C IPUMCHCHHUEM JICKAPCTBCHHOI'O
Ipernapara B 103axX, pCKOMCHAYCMbIX B HHCTPYKIIUU I10 €TI0 IPUMCHCHUIO, I HpO(i)I/IJ'IaKTI/IKI/I, JUardioCTHuKH,
JIeUCHUS 3a00JICBaHHS WUITH JJIA pCaGI/IJ'II/ITaLII/II/I;

50.1) HexxenarenbHas peakuusi - HeNpeIHAMEpeHHass HeOJarompusTHAs peakuus OpraHu3Ma, KOTopas
MOJKET OBITh CBsI3aHa C IPUMEHEHUEM JICKAPCTBEHHOTO TPETapara;
(. 50.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTeNbHAas peakIMsl - HEXelaTelbHas peaklMs OpraHu3Ma, CBs3aHHAs C
IPUMEHEHHEM JIeKapCTBEHHOTO MpernapaTa, IpUBeaIas K CMEPTH, BPOXKACHHBIM aHOMAIUAM WIH TOpOKam
pa3BuTHA OO TPEICTABNSIOMIAas COO0OW Yrpo3y JKU3HHU, TpeOylomas TOCHUTAIM3AINKA WA TPUBEIIIas K
CTOWKOM yTpaTe TPYA0CTIOCOOHOCTH U (HMJTH) HHBATUAHOCTH;

52) HempenBUJIEHHAs HEXKeNaTeabHasl peaklus - HeXXelaTeslbHas Peakiysl OpraHu3Ma, KoTopasl CBs3aHa
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 27.12.2018) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

C NMPUMEHEHUEM JICKApCTBEHHOTO Iperapara B J103aX, PEKOMEHIYEMBbIX B IMPOTOKOJE €ro KIMHUYECKOTO
WCCIIeIOBaHMs, OpOIIIope UCCleoBaTens, UIM ¢ NPUMEHEHHWEM JIEKapCTBEHHOTO IIpermapaTa B J03aXx,
PEKOMEHIYEMBIX B HWHCTPYKIHHA [0 €ro NPUMEHEHHUIO0 [UIsi TPOQWIAKTHKH, JUATHOCTUKH, JICUCHUS
3a00JIeBaHUS WU MEAMIIMHCKOW peaOWIUTAIMK TMAlUeHTa, ¥ CYIIHOCTh, TSHKECTh HIIM HCXOJ KOTOPOW He
COOTBETCTBYeT MH(OPMAIIMK O JICKAPCTBEHHOM TIperiapare, CoJAepiKaleicss B MPOTOKOJIE €ro KIMHUYECKOTO
UCCJICIOBAHMSI, OPOIIIFOPE UCCIICIOBATENS WIIM B MHCTPYKIMHU 110 TPUMEHEHHIO JICKAPCTBEHHOT'O IIperapara;
(m. 52 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam3op - BUA JEATEABHOCTH IO MOHHUTOPUHTY 3(QQEKTUBHOCTH U 0€30IacHOCTU
JIEKapCTBEHHBIX NPENapaToB, HAIPABJICHHBIM Ha BBISIBICHUE, OLIEHKY M IPEIOTBPALICHUE HEXKEIATEIbHBIX
MIOCJIEJICTBUI IPUMEHEHHUSI JIEKAPCTBEHHBIX NPENapaToB;

(. 52.1 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

52.2) mnaH ympaBleHHs PUCKAaMHU - NOAPOOHOE OMNMCAaHUE MEpONpHITUH MO (papMakOHAI30pY,
HalpaBJIEHHBIX Ha BBIABICHME, OLEHKY M MNPEIOTBpAIIEHUE WM MUHHUMM3ALUIO PHUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMU MIpenapaTaMy, BKI04as OLleHKY 3()()EeKTUBHOCTH JTAHHBIX MEPONPHUSATHIA;

(n. 52.2 BBeneH PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

53) peuent Ha JEKApCTBEHHBIA TMpemapar - MEIUIUHCKHNA JOKYMEHT YCTaHOBIEHHOH (HOPMBI,
CONep KAl Ha3HAYCHHWE JICKApCTBEHHOTO TMIperapara Uil MEIUIIMHCKOTO TPUMEHCHHUs, BbIIaHHBIN
MEIUIMHCKIM Pa0OTHUKOM B IIEJISIX OTITYCKa JIGKAPCTBEHHOTO Mperapara WiIH €ro U3rOTOBICHHS U OTITyCKa
Ha OyMa)XHOM HOCHTENIE WJIM C COIVIaCHsi MalMeHTa WM €ro 3aKOHHOTO MpeACTaBHTENsI B (opme
AJIEKTPOHHOI'0 JOKYMEHTA, MOANKUCAHHOTO C MCIIOJIb30BaHUEM YCUICHHOM KBaTM(UIIMPOBAHHON 3IEKTPOHHON
MOJITUCH MEAUIMHCKOTO PaOOTHUKA, JTUOO TOKYMEHT YCTaHOBICHHOM (OPMBI, COIEpKalluii Ha3HAYCHHE
JIEKapCTBEHHOTO Tperapara sl BETEPHHAPHOTO TPUMEHEHUS, BBIIAHHBIA BETCPUHAPHBIM pPAOOTHHKOM B
HEJISAX OTITyCKa JIEKapCTBEHHOTO TIpenapaTa WiH €ro H3rOTOBJICHHUS U OTITyCKa Ha OyMakHOM HOCHTEIE;

(. 53 B pen. Peaepanpuoro 3akona ot 29.07.2017 N 242-D3)

54) Tpe6oBaHNEe MEAMLIMHCKONW OpraHU3allM, BETEPUHAPHON OpraHM3aluyu - JOKYMEHT YCTaHOBJIEHHOU
(opMBI, KOTOPBIM BBIMUCAH MEIUIIMHCKAM WM BETEpPUHAPHBIM paOOTHHKOM, MMEIOLIMM Ha 3TO IMPaBo, U
COJICPKHUT B MUCHMEHHOM (popMe ykazaHHe anTeyHOW OpraHU3allH 00 OTITyCKE JIEKAPCTBEHHOTO Ipernapara
WJIN O €r0 U3TOTOBJICHUH U 00 OTITyCKe Ui o0ecreueHns J1e4e0HOro porecca B MEAUIIMHCKON OpraHu3anuy,
BETEPHUHAPHOMN OpraHU3allny;

55) KoMIIJIeKCHas OLIEHKA JIEKapCTBEHHOI0 Ipernapara - OLleHKa 3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapara, BKIOYaoNas B ceds aHaIU3 MHPOPMALUMU O CPaBHUTEIbHON KIMHUYECKOW >(PPEKTUBHOCTH U
0€30MacHOCTH JICKapCTBEHHOT'O TMpenapaTra, OIEHKY HSKOHOMHYECKMX TIIOCIEACTBUH €ro MNpUMEHEHus,
M3Y4EHHE [ONOJHMUTEIbHBIX IOCIEACTBUN INPUMEHEHUs JIEKAPCTBEHHOI'O IIpernapaTa B ILENAX IPUHATUSA
pelieHnii 0 BO3MOYKHOCTH BKJIIOUEHMSI JIEKAPCTBEHHOTO Ipernapara B NEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIUX JIGKAPCTBEHHBIX TIpPENapaTroB, HOPMAaTHBHBbIE IIPABOBBIE AaKThl W HMHBIE JOKYMEHTHI,
OIIpeNIeNIAIONINE OPSI0K OKa3aHUS MEAMLIMHCKOW MOMOIIM, WM UCKIKOYEHUS €ro M3 yKa3aHHbIX IepeyHs,
aKTOB U JIOKyMEHTOB;

(1. 55 BBeneH DeaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPWHTA JIBIDKEHUS JICKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHUS -
denepanpHas TOCymapcTBeHHass WH(POPMAIMOHHAS CHCTEMa MOHUTOPWHTA JBWKCHUS JIEKAPCTBEHHBIX
MpernapaToB IS MEJWIWHCKOTO TMPUMEHEHUS OT TMPOWU3BOJTUTENA JIO KOHEYHOrO TIOTpeOUTEeNsl ¢
UCIIOJIb30BAHUEM B OTHOUIICHHH JICKAPCTBCHHBIX IPEHApaToB JUIA MEIUIIMHCKOTO IMPUMEHCHHS CpEICTB
UACHTU(DUKAIIIH.
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(. 56 BBenen denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EOEPAJIbHBLIX OPTAHOB I/ICI'IOJ'IHI/ITEHbI-jOVI 5
BJIACTW, OPTAHOB UCIMOJIHUTEJNIbHOU BJITIACTU CYBBEKTOB POCCUUCKOU
®EOQEPALIUU NMPU OBPALLUEHWUN NNEKAPCTBEHHbLIX CPEACTB

Ctatba 5. MMonHomouusa depepanbHbIX OPraHOB WCMOMHUTENbLHOW BracTU nNpwu
o6palleHnn NnekapCcTBeHHbIX CPeacTB

K momaoMoumnsam (be):[epanLme OpraHoB HUCIIOJIHUTEILHON BIACTH npu o6pameH1/H/1 JICKApCTBCHHBIX
CpE€ACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoit @enepanuu eIMHON TOCYAapCTBEHHOM MOJUTHKHA B 00J1aCTH 00€CTIeueHUS
JIEKapCTBEHHBIMM IIpenapaTaMy rpaxzaad B Poccurickoint @enepanuu;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2) yTBep)KAeHue oOImX papMakomnelHbIX cTaTel, papMaKonelHbIX CTaTel, n3JaHue TOCYIapCTBEHHOM
¢dapmaxonen, co3gaHue U BeJEHNE peecTpa (papMakoneiHbIX CTaHIapTHBIX 00pas3IioB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) ocymiecTBIIEHHE TOCYAapCTBEHHOTO KOHTpONsS (Haa3opa) B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPENCTB;
(B pen. denepanbhoro 3akoHa ot 25.06.2012 N 93-D3)

4) nUIeH3UPOBaHWE TMPOM3BOJICTBA JIGKAPCTBEHHBIX CPEIACTB U (apMaleBTUUYECKON NEATEIHHOCTH B
COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickont denepanny;

5) opra"uzanus JKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB, ATHYECKON OKCIEPTHU3BI BO3MOKHOCTH
IPOBE/ICHUs] KIMHUYECKOTO HCCIEeIOBaHMS JICKapCTBEHHOIO IpenapaTa JUlsi MEIULMHCKOTO IPUMEHEHUS,
9KCHEPTHU3bl IOKYMEHTOB, MPEJICTABICHHBIX JJIs ONPEeNIeHUs] BO3MOKHOCTH PacCMaTpUBaTh JIEKAPCTBEHHBIN
npenapar Ui MEAMLMHCKOTO TMPHUMEHEHHs MPU TOCYJapCTBEHHOM perucTpanuu B KadecTBe Op(haHHOTrO
JIEKapCTBEHHOTO IIpenapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5.1) opraHu3zanms MPOBEACHUSI KOMIUIEKCHOH OIICHKH JICKAPCTBEHHOTO Mperapara B LENSIX MPUHSITHS
pelIeHnii 0 BO3MOXKHOCTH BKJIIOUEHHS JICKAPCTBEHHOT'O MIpernapara B MepedyeHb KU3HEHHO HEOOXOAMMBIX H
BOXKHEHWIIMX JIGKAPCTBEHHBIX MpENaparoB, HOPMATUBHBIE MPAaBOBBIE AaKTbl W WHBIE JIOKYMEHTHI,
OTIpeIeNIAIONINE MOPAAOK OKa3aHWs MEJAULMHCKONW MOMOIIM WM HCKIIOUYEHHUS €ro U3 YKa3aHHBIX MepeyHs,
aKTOB U JIOKyMEHTOB;

(m. 5.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BbAaua paspelieHUil Ha NPOBEACHHE KIMHUYECKUX HCCIEAOBAHUN JIEKapCTBEHHBIX IpPENaparos,
BEJICHUE pEeCcTpa BBIJIAHHBIX pa3pELICHUN Ha MPOBEACHUE KIMHUYECKUX HCCIEJOBAHUM JIEKApCTBEHHBIX
[IpEIaparos;

7) TroCydapCTBCHHAA PCrucTpanus JICKApCTBCHHBIX IMPENapaToOB, BECACHUC TOCYIApCTBCHHOI'O pCeCTpa
JICKApPCTBCHHBIX CPCIACTB,

8) opranm3anus u (WIK) POBEICHIE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIeHHs JIEKAPCTBEHHBIX CPE/ICTB Ha
COOTBETCTBHUE MIPABUJIAM HAJIJICXKAIICH TaOOpaTOpPHON MPAKTUKH, MPAaBHIIaM HaJJIe)KaIIel KIIMHIIECKOU
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NPaKTUKH, IPaBUIIaM HaJUICKAIICH MPAKTUKH XPAHSHUS U MIEPEBO3KH JICKAPCTBEHHBIX MPENapaToB, MpaBUIaM
HaJIexaIenl AUCTPUOBIOTOPCKOM MPaKTUKU, TIPaBUIIaM HaJIeKaIe anTedYHON PAaKTHKY;
(. 8 B pea. @enepasibHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmszaumsi U (MJaU) MPOBEIEHUE HHCIEKTUPOBAHMS CYyOBEKTOB OOpalleHHs JEKApPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TpPEOOBAHMSAM IMpaBWJI HaJUIekKalled MPOU3BOJICTBEHHOM TMPAKTUKH, Bblaya
3aKJIIOYEHUH O COOTBETCTBMM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMIM IpPaBUJ HaAJexallen
HPOM3BOJICTBEHHOM MPAKTUKH;

(m. 8.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJIEHME TMOpAJKAa BEACHHUA M BEICHUE TIOCYJAapCTBEHHOI'O peecTpa 3aKIYeHHH O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBAaHMAM  MpPaBWJI  HaAJeXallen
MPOU3BOACTBEHHOUN MPAKTHUKU;

(. 8.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) rocygapCTB€HHass perucrpanusd YCTAHOBJICHHBIX IMPOU3BOAUTCIIIMH JICKAPCTBCHHBIX IIPEIIapaToB
OpCACIIbHBIX OTITYCKHBIX IICH HaA KU3HCHHO HCOGXO,I[I/IMLIG U BaKHEHIIHne JICKAPCTBCHHBIC IIPCIiapaTbl U
BCACHHUC TOCYAAapCTBCHHOI'O pPECCTpa MPCACIIbHBIX OTIIYCKHBIX ICH HpOHSBOI[HTGJICﬁ Ha JICKAapCTBCHHBLIC
npemnaparbl, BKIOYCHHBIC B IICPECUCHDb ) KU3HCHHO HCO6XOI[I/IMI)IX H BOXKHEHIIINX JICKApPCTBCHHBIX IIPCIIapaToOB;

9.1) cormacoBaHuWe MPOEKTOB PEIICHWA OPTraHOB HCIIOJHHUTEIBHOW BIACTH CyOBeKTOB Poccuiickoii
@enepanyu 00 yCTAaHOBICHUH U (MJIM) U3MEHEHHUHU MPEeNIbHBIX pa3MEPOB ONTOBBIX HaJ0ABOK U MpeAeIbHbIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HAM, YCTaHOBIEHHBIM MPOU3BOIUTEISIMU
JICKapCTBEHHBIX TMperapaToB, Ha JIEKAPCTBEHHBIC TIperaparbl, BKIIOYECHHbIE B TMEpPeueHb >KU3HEHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB;

(. 9.1 BBenen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) ycraHoBieHHE TOps/IKa BBO3a JIEKapCTBEHHBIX cpeAcTB B Poccuiickyro ®Denepanuio u BbIBO3a
JIeKapCTBEHHBIX cpeacTB U3 Poccuiickoin denepanuu;
(m. 10 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

10.1) BBIgava, yCTaHOBIIEHHE MOPSIKA BbIIAYM U (POPMBI JOKYMEHTa, KOTOPBIA MOATBEPXKIAET, UTO
MPOU3BOJICTBO JICKAPCTBEHHOTO IMpemnapara OCYIIECTBICHO B COOTBETCTBUU C TpPEOOBAHHUSIMH TIPABHII
HaJUIeXKalleld  MPOW3BOJCTBEHHOW  NPAKTHKW, W  TMOMJICKHT  MPEACTABICHUIO IO  TpeOOBaHUIO
YIOJTHOMOYEHHOTO OpPTaHa CTPaHbI, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN ITperapar;

(. 10.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

10.2) BbImaya, yCTaHOBIIEHUE MOPSIAKA BBIAAYU U (DOPMBI JOKYMEHTA, COAEPIKAILETO CBEACHUS O CTaIUAX
TEXHOJIOTMUECKOT0 Mpoliecca MPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEJACTBA ISl MEIUIMHCKOTO MPUMEHEHUS,
OCYILECTBIISIEMbIX Ha TEPPUTOPUN EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(n. 10.2 BBenen denepanpHpiM 3akoHOM 0T 22.12.2014 N 429-03, B pen. PenepanbHOro 3akoHa OT
13.07.2015 N 241-@3)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpaIlleHUEM JICKAPCTBEHHBIX CPE/ICTB;
12) arrecrarus u cepTU(UKAIUS CIIEIUATICTOB;

13) yrpatun cuiy ¢ 1 centsiops 2013 rozga. - @enepanbhblii 3akon ot 02.07.2013 N 185-D3;
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14) ocymiectBienue papMaKoHaI30pa;
(. 14 B pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) momydenue mo 3ampocaM YIOJIHOMOYEHHOTO (heaepa’abHOro OpraHa HCIIOJHHUTENBHON BJIACTH OT
OpraHOB HMCIOJHUTEIbHOM BiacTu cyObekToB Poccuiickoit denepanuu, a Takke OT CyObEKTOB OOpaleHUs
JIEKapCTBEHHBIX CPEJCTB U1 MEIUIMHCKOTO NpUMEHEHHs HMH(OpMaluM IO BOIPOCAM YCTaHOBJIEHUS U
NPUMEHEHHUs 1IeH Ha JIEKapCTBEHHbIE Mpenaparhl U Hal0aBOK K HUM;

17) MMPUMCHCHUC MCP OTBCTCTBCHHOCTHU 3a HAPYHICHUC 3aKOHOAATCIILCTBA Poccuiickoii @enepaunn;

18) yTBepxaeHuE MpaBuil HaaJexaleld 1a00paTopHON NMPAKTUKHU, IPABUII HAJUIEKAIEH KIMHUYECKON
MIPaKTUKHU, TPaBUI HaJJIEKalIel MPOU3BOJACTBEHHOM NMPAKTUKU, IPABUII HajAJIeXKallleld MPaKTUKU XpaHEHUs U
MEePEeBO3KM JIEKApPCTBEHHBIX IMpernapaToB, MpaBWiI HaJUIekKallell IucTpuObIOTOPCKOW MPaKTUKU, MPABHI
Ha/UIeKalleld anTeyHOM MpPAaKTUKM, IpaBWI HaAJeKalled MpakTUKU (papMakoHa[30pa JIEKAPCTBEHHBIX
IpenapaToB il MEIUIMHCKOTO IPUMEHEHUS;

(m. 18 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue mopsiika (GOpMUPOBAHUS PETHCTPAIIMOHHOTO JAOChE HAa JICKAPCTBEHHBIN IpemapaTr u
TpeOOBaHUI K TOKYMEHTaM B €T0 COCTaBE;
(. 19 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) yTBepKIeHHE TPABUJI PAIMOHAIBHOTO BBHIOOpAa HAMMEHOBAHUW JICKAPCTBEHHBIX IPENapaToB IS
MEAMIIMHCKOTO TPUMEHEHUS;
(m. 20 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkIIeHHE NIEPEeYHs HAUMEHOBAHUH JIGKAPCTBEHHBIX (PopM;
(m. 21 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

22)  (QopmupoBaHHE peecTpa  THUMNOBBIX  HHCTPYKIMH TIO  MEAUIMHCKOMY  MPUMEHEHUIO
B3aMMO3aMEHAEMBIX JIEKaPCTBEHHBIX IIPENApPaTOB;
(m. 22 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

23) yTBepxkJeHHE TpeOOBaHUI K MHCTPYKIMM MO MEAULIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHBIX
IIpenapaToB U K UHCTPYKIUU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENapaToB;
(m. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) mocynebHOe 3aKphITHE CAWTOB, COACPKAIINX HHPOPMAIIMIO O POZHUYHON MPOIAKEe TUCTAHIIMOHHBIM
croco0OM, MpeAsokKeHHe O NPUOOPETEHUHM AUCTAaHLIMOHHBIM CHOCOOOM, JOCTaBKE JUCTAHIMOHHBIM
criocoboM u (MiaM) nepenade (GU3NUIECKOMY JIUIY TUCTAHIIMOHHBIM CIIOCOOOM JIEKapCTBEHHBIX NPENnaparos,
HapKOTHYECKUX JIEKApCTBEHHBIX IpENapaToB W IICUXOTPOINHBIX JIEKAPCTBEHHBIX IIPENapaToB, 3a
HCKJIIOYEHMEM CIIy4acB, ycTaHOBIEHHBIX [IpaBurenscTBoM Pocculickoit denepanuu.

(. 24 BBeneH denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

KoncynwsranTtlIoroc: mpuMedanue.
C 29.11.2019 cr. 5 nononusercs 1. 25 (D3 ot 28.11.2018 N 449-D3).
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
( T27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 N " [ata coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynwsrantllnroc: mpuMedanue.

[Tomoxenuss cratbu 5.1 pacmpoCTpaHSIOTCA Ha TOJHOMOUYMS (enepaabHbIX OPraHOB HCHOJHUTEIHLHOMN
BJIACTH, KOTOpBIE HE TEpeNaHbl /I OCYIIECTBICHHUS OpPTraHaM TOCYJapCTBEHHOW BIIACTH CyOBEKTOB
Poccuiickoit denepaniiun U OopraHaM MECTHOTO CAMOYMPABIEHHUS COOTBETCTBYIOIIMMH (eaepaabHbIMU
3aKOHAMH.

Cratba 5.1. [Mepepaya ocywecTBneHus nofHomouun deaepanbHbIX OpPraHoB
UCNOJNIHUTENIBHOW  BfacTM Npu  oOOpaleHMM JNeKapCTBEHHbIX CpeacTB  oOpraHam
MCNONHUTENIbHOM BrnacTtn cyobekToB Poccunckon ®epepaumm

(BBeneHna denepanbHbiM 3akoHOM OT 13.07.2015 N 233-D3)

[TomHOMOUMS (enepanbHBIX OPraHOB HCIOJIHUTENBHOM BIACTH IpPH OOpaIleHUM JIEKapCTBEHHBIX
CpEeZACTB, NPeAyCMOTpeHHbIe HacTosmuM denepabHbIM 3aKOHOM, MOTYT MepelaBaThCsl Ul OCYIIECTBICHUS
opraHaM HCIIOJIHUTENbHOU BiacTu cyObekToB Poccuiickoit dexepauuu nocraHosiaeHusMu [IpaBurenbcTBa
Poccuiickoit @enepanuu B mopsaake, ycTaHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 OokTs0ps 1999 roga N
184-03 "O6 o0muX NPUHIMIIAX OPTaHU3AIUHN 3aKOHOJATEIbHBIX (IIPEICTABUTEIBHBIX) U UCTIOTHUTEIBHBIX
OpraHOB TOCYAApCTBEHHOM BlacTh CyOobekToB Poccuiickoit denepanun'.

Cratba 6. lMonHOMouusi opraHOB WCMONMHUTENbBLHOW BracTu cyb6bekta Poccunckomn
®depepaumu npu obpaLleHUn neKapcTBeHHbIX CPeacTB

K moiHoMounsiM opraHoOB UCTIOTHUTENLHON BIIAcTH cyObekTa Poccuiickoit denepannu mpu odOpamieHnu
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalys PETHOHAIBHBIX MPOTPaMM OOECIIeUeHUs] HaCelIeHUsl JIeKapCTBEHHBIMU
npenapaTamy,

2) ycTaHOBJEHHE NpEACIbHBIX Pa3MEpOB ONTOBBIX HAI0ABOK M TMpEAETIbHBIX Pa3MEPOB PO3HUYHBIX
Haj10aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM IPOU3BOJMTEISIMUA JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKapCTBEHHbIE IpEnaparbl, BKJIIOUEHHBIE B IIEPEUCHb JKU3HEHHO HEOOXOIMMBIX U
BAKHEUIIMX JICKAPCTBEHHBIX IIPENApATOB;

3) ocymiecTBICHHE pPETHOHAJIBHOTO TOCYAApCTBEHHOTO KOHTpPOJS 3a MPUMEHEHHEM IeH Ha
JeKapCTBEHHBIE Mpenaparbl, BKIIOUYCHHBIE B TIEPEUCHb IJKM3HEHHO HEOOXOMMMBIX W  BaKHEUIIHX
JEKapCTBEHHBIX IpernapaTtoB, OpPraHMU3aLlUSAMH  ONTOBOM  TOPIOBIM, AaNTEYHbBIMM  OPTaHU3ALMIMH,
WHAUBUAYAJIbHBIMU NPECANIPUHHUMATCIIAMA, UMCIOIIMMU JIMIICH3UIO Ha (papMaI_IeBTI/I‘-IeCKYIO ACATCIIBbHOCTD,

(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-d3)

4) npuHaTue perieHus o0 UCIONIb30BAaHUM Ha Tepputopun cyobekTta Poccuiickoit denepauuu HapsLy ¢
pelentamMy Ha JIEKapCTBEHHbIE IIpenaparbl, OQOPMIEHHBIMM Ha OyMa)KHOM HOCHTENEe, pPELENTOB Ha
JeKapCTBEHHbIE MIpernapaThl, CPOPMUPOBAHHBIX B (POPME IJEKTPOHHBIX TOKYMEHTOB.

(. 4 BBenen PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

maea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratbsa 7. PazpaboTka u usgaHume rocyfapcTteBeHHon chapmakoneu, pasmMmelleHue AaHHbIX
O HeH

1. Tlom rocymapcTBeHHOH (apmakomneeil MmoHUMaeTcs CBOA OOMmMX (apMaKONEWHBIX CTaTed u
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(hapMaKomeHbIX cTaTei.

2. Pa3zpabotka oOmmx ¢apMakoneHelx crtared u (apmakoneiHbIX cTaTeil, B TOM 4MHCIe
(apMakonelHpIx crateil Ha (papmakomneiiHble cTaHAapTHBIE 00pa3ibl, U BKIIOUYEHHE UX B TOCYAAPCTBEHHYIO
(hapMakomnero OCYIIECTBISIOTCS B TOPSIKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (penepanibHbIM OpraHoM
WCTIOJTHUTEIBHON BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pazpabotka ¢dapmakomneiiHoil cTaTbu Ha pedepeHTHBIN JeKapCTBEHHBIN Mpenapar 1 BKIIOYEHUE €€ B
rOCy/IapCTBEHHYIO (apMakomnerd B TEUYCHHE CpOKa JIEHCTBUS 3alllUThl HMCKIIOYHUTEIHHOTO TIpaBa,
YJIOCTOBEPEHHOTO TMATeHTOM Ha pedepeHTHBIN JIEKapCTBEHHBIN MpermapaT, OCYIIECTBISIOTCS C COTIIAcHUs €ro
pa3spaboTuuka.

(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocymapctBeHHass  (papmakomess  M3JaeTcsd  YNOJHOMOYEHHBIM  (elepalbHbIM  OPraHOM
UCTIOJIHUTENILHON BJIACTH 3a CUET CPENCTB (herepanbHOro Or0KeTa U MOAJSKUT NEPEen3JaHusIM He pexe ueM
OJIUH pa3 B IAThH JIET, B MEPUOJI MEXTY KOTOPBIMHU M3JIAIOTCS MPUIIOKEHHUS K TOCYAapCTBEHHON (apmakoriee,
cojepxaie ooue (apMakoneiHbie cTatbu W (WiM) QapMakolelHble CTaThbH, YTBEP)KICHHBIE IOCIE
W3JIAHKS WK TIepEeN3AaHus TOCYAaPCTBEHHON (hapMaKoTIeH.

5. YmnomHOMOYeHHBIM (QeAepanbHbIii OpraH WCHOJHUTEIRHON BJIACTH pa3MeniaeT JaHHBIE O
rOCyJapCTBEHHOM (hapMakoriee W MPUIOKEHUIX K HEW Ha cBoeM oduImanbHOM caiite B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM TMOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Cratbs 8. HMLIEH3MpOBaHVIe npoun3BoacTBa JNNeKapCTBeHHbIX cpeacTe n
d)apmaueBTquCKoﬁ AeATennbHOCTU

1. JluumeH3upoBaHUE NPOHM3BOJCTBA JIGKAPCTBEHHBIX CPEACTB M (PapMaleBTUYECKON AESATEIbHOCTH
OCYLIECTBIIIETCS. B COOTBETCTBUH € 3aKOHOAATENLCTBOM Poccuiickon Penepanuu.

2. OO6s13aTeNIbHBIM YCIIOBUEM TPEAOCTaBICHUS JIMIIEH3UMH Ha MPOMU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
ABIISIETCS MPHIOKEHHE K 3asBJICHUIO0 COMCKATEINs JIMLIEH3UM IepeuHs JIEKapCTBEHHbIX (OpM U (MJIM) BUAOB
(apManeBTHUECKUX CyOCTaHIUI, KOTOPbIE TPOU3BOANUTEIND JIEKAPCTBEHHBIX CPEICTB HAMEPEH MPOU3BOIUTD.

3. B cnyuae HEOOXOOMMOCTH PACIIUPEHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
JICKApCTBEHHBIX ()OPM U BHIOB (hapMarieBTHUECKHX CyOCTaHIIUN MPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEICTB
JIOJKEH TIOJIYYUTh HOBYIO JTMLEH3UIO HA TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Cratbsa 9. Nl'ocyaapcTBeHHbIN KOHTpoOnb (Haa3op) B ccepe obpalleHUst fieKapCTBEHHbIX
cpencTts
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

1. TocymapcTBeHHBI KOHTPOJIb (HAI30p) B cdepe oOpalleHUs JTEKAPCTBEHHBIX CPEACTB BKIIOYACT B
ceost:

1) nuUEeH3MOHHBIH KOHTPOJb B cdepe MNPOU3BOJACTBA JIEKAPCTBEHHBIX CPEeICTB U B  cdepe
(hapmareBTHUECKOH eATeTbHOCTH;
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2) denepanbHbI rocy1apcTBEHHBIN Ha130p B chepe 0OpalleHus! JIeKapCTBEHHBIX CPEJICTB;

3) BBIOOPOYHBIM KOHTPOJIb KaueCTBa JIEKApCTBEHHBIX CPECTB.
(n. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

2. JluteH3WOHHBIH KOHTPOJIh B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPeACTB M B cdepe
(hapManeBTHUECKOM  JIEATETLHOCTH  OCYIIECTBIISETCS  yIMOJHOMOYCHHBIMH  (ellepaibHBIM  OpPTraHOM
WCITOJIHUTEJILHON BJIACTH U OpraHaMH MCTIOJHUTEIBHOM BIacTH cyObekToB Poccuiickoit denepainu coriiacHO
UX KOMIIETEHIIMU B TOpsAJKe, ycTaHOBIEHHOM DenepalbHbIM 3akoHOM OT 26 aexabps 2008 roma N 294-D3
"O 3amure mpaB IOPUAMYECKUX JIMII U HWHJIMBUAYAJIbHBIX NpPEANPUHUMATENEH TPH OCYLIECTBICHUU
rOCYy/IapCTBEHHOTO KOHTPOJs (HaA30pa) W MYHHIMIIAJBHOTO KOHTPOJNA", C Yy4eToM ocoOeHHOoCTel
OpraHM3allii U TPOBEIEHUS MPOBEPOK, yCTaHOBIEHHBIX PDenepanbHbIM 3akoHOM oT 4 mast 2011 roma N
99-®3 "O nuuEeH3UpPOBAHUM OTICIIBHBIX BUAOB JACATEILHOCTH' .

3. @enepanbHblii TroCylapCTBEHHbI Hag30p B cdepe oOOpalleHusi JIEKApCTBEHHBIX CPE/ICTB
OCYILECTBIISICTCS] YIIOJIHOMOYEHHBIMU (pe/lepaibHbIMM OpraHaMHU HCIOJIHUTENBbHOM BiacTu (fajee - OpraHbl
rOCy/JapCTBEHHOIO HAJ30pa) COIJaCHO HX KOMIIETEHLIMH B TIOpsJIKE, ycTaHOBJIEHHOM IlpaBurenscTBoM
Poccuiickoit denepanuu.

4. @enepanbHBIA TOCYIAPCTBCHHBIN HAI30p B cdepe oOpalleHus JICeKapCTBEHHBIX CPEJICTB BKIIFOYACT B
ceos:

1) opraHuzanuio M INPOBEJCHHE MPOBEPOK COONIOACHHUA CyOBEKTaMH OOpalleHHs JeKapCTBEHHBIX
CPEICTB yCTaHOBJIEHHBIX HacTosuM denepanbHbIM 3aKOHOM U HPUHATHIMH B COOTBETCTBUU C HUM HMHBIMHU
HOpPMaTHUBHBIMU IIPaBOBBIMU akTamu Poccuiickoit denepanuu TpeOOBaHUHN K TOKIMHUYECKUM HCCIIeIOBAaHUAM
JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM HCCICIAOBAHUAM JICKAPCTBCHHLIX IIPCIapaToB, XpaHCHMUIO,
repeBo3ke, BBO3y B Poccuiickyro denepanuro, OTIMyCKy, peain3aliy JIEKapCTBEHHBIX CPEJCTB, IPUMEHEHUIO
JICKAPCTBCHHBIX npemnaparTos, YHHUYTOXKCHUIO JICKAPCTBCHHBIX CpeacTB, a TaK¥XE CO6J'IIO)I€HI/I${
YIOJIHOMOYEHHBIMU OpraHaMHM HCIOJHUTENbHON BiacTH cyOBbekTOB Poccuiickoit ®enepauuu MeTOAUKU
YCTAQHOBJICHHS MPEEJIbHBIX pa3MEpOB OINTOBBIX HA/J0aBOK M MPEIENbHBIX pa3MepOB PO3HUYHBIX HaJA0aBOK K
(aKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOJUTEISAMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JICKAPCTBCHHBIC NpCHaparbl, BKIKYCHHBIC B IICPCUCHbL JKMU3HCHHO HCO6XOI{I/IMBIX A BaXXHEHUIINX
JIEKapCTBEHHBIX NPENapaToB (Jajee - 00s3aTeIbHbIe TPEOOBAHUS);

2) OpraHmM3aiyio W TMPOBEJCHHE MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMISIIMXCS B
rpaXxAaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUSIM K UX Ka4EeCTBY;

2.1) mpoBeZicHHE KOHTPOJIBHBIX 3aKYNOK B IENIAX IMPOBEPKU COONIIOJCHHS CyOBEKTaMH OOpalieHHs
JICKAPCTBEHHBIX CPEJCTB, OCYIIECTBISIOMIUMUA PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMU Tperaparamu s
MEUIIMHCKOTO MPUMEHEHHS, TIPABHII OTITYCKa JICKAPCTBEHHBIX MPENapaToB il MEAUIIMHCKOTO IPUMEHEHUS
n (Wam) 3ampera NpoAakd (ParbCU(UIIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX
JICKApPCTBEHHBIX CPEJICTB U KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB;

(. 2.1 BBeneH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

3) opranuzanuio u nposeneHue papMakoHaI30pa;
4) mpUMEHEHHE B TOpSIKE, YCTAHOBIEHHOM 3aKOHOAATENhCTBOM Poccuiickoit denepanuu, mMep 1o

IIPECEUEHUIO BBISBJICHHBIX HApYLIEHUI 00s3aTENIbHBIX TPEOOBAHUN U (WJIM) YCTPAHEHUIO MOCIEICTBUN TaKUX
HapyIIEHHUH, B TOM YHCJIe IPUHITHAE PELICHUS O HaX0XKICHUH JICKAPCTBEHHBIX CPECTB B 0OpAIeHUH, BbIIATy
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OpeAnucaHnii 00 yCTpaHEHUM BBISBICHHBIX HApYLIEHWH O0s3aTeNbHBIX TpeOOBaHMN M TPHUBICYEHUE K
OTBETCTBEHHOCTH JIUI], COBEPIIMBLINX TaKUE HAPYIIECHUS.
(dactp 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @enepanbHBII TOCYNAapCTBEHHBI Ham30p B cdepe OOpalieHus JIEKAPCTBEHHBIX CPEJICTB
OCYIIIECTBIISIETCS B TIOPsZIKE, ycTaHOBICHHOM DenepanbHbiM 3akoHOM OT 26 nexadps 2008 roga N 294-d3 "O
3alIMTe IMpaB  IOPUAMYECKUX JIMLL M HMHAMBUIYaJbHBIX IpeIIpUHUMATENeH IpH  OCYLIECTBICHUU
rOCYJapCTBEHHOTO KOHTpOJIi (Hajg30opa) W MYHHIMIAIBHOTO KOHTPOJSA", C Yy4eTOM OCOOEHHOCTEM,
YCTaHOBJIEHHBIX HacTOsALIEW cTarbel. [IpeaBapurenbHOE COrlacOBaHME C OpraHaMM NPOKYpPaTyphbl CPOKOB
IIPOBEJICHUS] BHEIJIAHOBOM IPOBEPKM CYOBEKTOB OOpallleHusl JIEKApCTBEHHBIX CPEICTB, a TaKKe
MIPEeIBAPUTENILHOE YBEAOMJICHHE IOPUAMYECKUX JIUI, WHIAUBUAYAIbHBIX MpeIlpUHUMATENICH O Havaie
MIPOBEJIEHUS 3TOM MpoBepku He TpeOyeTcs. OpraHbl IPOKYpaTyphl U3BEIIAIOTCS O MPOBEICHUU BHETJIAHOBOM
IPOBEPKHU CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB IOCPEACTBOM HAIPABICHHUS COOTBETCTBYIOLIMX
JIOKYMEHTOB B TE€UEHHE TpeX padouyux AHEH C MOMEHTa OKOHYAHMs INPOBEJCHUS yKa3aHHON BHEIIAHOBOU
IIPOBEPKHU.

(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloKHOCTHBIE JIMIIAa OpraHa TOCYJapCTBEHHOIO Haa30pa B TOPSAIKE, YCTAaHOBJICHHOM
3aKOHOJaTeNnbCcTBOM Poccuiickoit denepannu, UMEIOT MPaBo:

1) mojiydaTb Ha OCHOBaHHMHM MOTHBHUPOBAHHBIX ITHCBMCHHBIX 3aIllpOCOB OT CY6"beKTOB 06pameHI/1>1
JICKAPCTBCHHBIX CPEACTB, OPraHOB HUCIIOJTHUTEILHOM BJIACTH CY6T>CKTOB Poccuiickoit (Deﬂepaum/l H OpraHOB
MCCTHOI'O CaMOYIIPABJICHUA NOKYMCHTHI 1 I/IH(bOpMaLII/IIO 110 BOIIpoCamM O6paH_[€HI/IH JICKApCTBCHHBIX CPCIACTB,

2) OecrnpenaTCTBEHHO IO MPEIbSIBICHUH CIYKEOHOrO yJOCTOBEpEHHS M KOMWU IpUKasa
(pacnopsbkeHus) OpraHa roCyJapCTBEHHOIO HaA30pa O HAa3HAYCHWM IPOBEPKH IOCEIATh HCIIOJIb3YyEMbIE
IOPUANYECKUMH JIUIIAMH, UHAUBUIYAIbHBIMH MPEANPUHUMATENSIMH, SBISIOMIMMUCS CyObeKTaMu oOpallieHus
JIEKapCTBEHHBIX CPEJCTB, MPHU OCYILECTBIEHHUH CBOEH NEATENbHOCTH TEPPUTOPUH, 3/1aHHs, NOMEIIEHUs U
COOPY’KEHHs B LIEJIAX MPOBEJCHUS MEPONPUATHIA IO KOHTPOJIIO;

3) mpoBoauTh OTOOp OOpa3LOB JIEKAPCTBEHHBIX CPEACTB, MpEIHA3HAUYEHHBIX Ui pean3alud U
peanu3yeMbIX CyObeKTaMu OoOpalleHHs JIEKapCTBEHHBIX CPEICTB, JJISi MPOBEPKU MX KAadeCTBa, NMPOBEIACHUS
WCCIIEIOBaHUM, MCHBITAHUN B COOTBETCTBHUM C TMpaBWiIaMH oTOOpa 00pasloB, YCTaHOBJIECHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH;

3.1) NIpoOBOAUTH KOHTPOJILHBIC 3aKYITKU JICKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO IPUMEHEHHS B
HENAX TPOBEPKH COOJIOACHUS CYOBbEKTaMU OOpaIIeHUs] JIEKAPCTBEHHBIX CPEJICTB, OCYHICCTBISIOIIUMU
PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH TpenaparaMu JUisli MEAMIIMHCKOTO MPUMEHEHHUs], TPaBUI OTITyCKa
JCKApCTBCHHBIX  MpEnapaToB Ui  MEAWIMHCKOrO  MpPUMEHEeHWsT ©  (WIM) 3ampera  IpoAakd
(banbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEAOOPOKAYCCTBCHHBIX JIEKAPCTBEHHBIX CPEACTB U
KOHTPa(aKTHBIX JICKAPCTBECHHBIX CPEJICTB;

(. 3.1 BBenen denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

4) BBIaBaTh CyOBEKTaM OOpalleHHsl JIEKAPCTBEHHBIX CPEICTB TMPEANUCAHUS O IPEKPALICHUH
HapylIeHU# 00s3aTelbHBIX TpeOOBaHMKH M 00 YCTPaHEHHH BBISBICHHBIX HAapyIICHUH 00s3aTebHBIX
TpeOoBaHUH;

5) HampaBiATh B yNOJIHOMOYEHHBIE OpPraHbl MaTepuaibl, CBA3aHHbIE C HapPYLUICHUSIMH OO0sS3aTEIbHBIX
TpeOOBaHUil, ISl pEIIeHHs BOIPOCOB O BO30YXJACHUU YTOJIOBHBIX JI€J MO IPU3HAKaM MPeCTyIICHUH.
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7. BLI60pO‘leII>i KOHTPOJIb Ka4Y€CTBa JICKAPCTBCHHBLIX CPCACTB OCYHICCTBIISACTCA YIIOJIHOMOYCHHBIM
(I)C,[[epaJ'IBHLIM OopraHomM HCIIOJHUTENLHOM BIACTH B YCTAaHOBJICHHOM UM HOPAAKEC U BKIIFOYACT B ceOst:

1) o0paboTky cBelneHUI, B 00s3aTEILHOM TOPSAKE MPEIOCTABISIEMBIX CYOBEKTaMH OOpaIeHUs
JIEKApCTBCHHBIX CPECTB, O CEPUSX, MAPTUAX JCKAPCTBCHHBIX CPECTB, MOCTYMAIOIINX B TPAXKIAHCKUANH 000pPOT
B Poccuiickoit @enepanuu;

2) ot60p 00pa310B JEKAPCTBEHHBIX CPEACTB y CyOBEKTOB OOpallleHus IEKapCTBEHHBIX CPEJCTB B IIENIAX
MPOBEJCHHS UCIIBITAHUIN HA UX COOTBETCTBHE TPEOOBAHUSM HOPMATHUBHOM JOKYMEHTAIIUU MJIM HOPMATHUBHBIX
JIOKYMEHTOB;

3) mpuHATHE IO pe3yJbTaTaM IMPOBEACHHBIX MCIBITAHWM pEHIeHHs O JaJbHEHIIEM TI'PakJaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPENICTBA;

4) mpuHATHE YIIOJIHOMOYECHHBIM (peZIepalbHBIM OPTaHOM HCTIOJHUTEIFHOW BIACTH PEIICHUS O MEePEBOIC
JICKapCTBEHHOT'O CPEJCTBA Ha IMOCEPUNHBIM BBHIOOPOYHBIA KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEICTB B
Clly4ae MOBTOPHOTO BBISBICHUS HECOOTBETCTBUSA KauyecTBa JIEKAPCTBEHHOTO CPEICTBAa YCTAaHOBJICHHBIM
TpeboBaHUAM U (TIpH HEOOXOAMMOCTH) O MPOBEPKE CyOBeKTa 0OpalleHus IeKapCTBEHHBIX CPeACTB. Pacxosl,
CBS3aHHBIE C TIPOBEJCHHEM ITOCEPUIHOrO0 BHIOOPOYHOTO KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPEICTB,
OIJIAYMBAIOTCSl MPOM3BOAMTEIEM JIEKAPCTBEHHOIO CpeAcTBa JMOO JAepKaTeleM WIM  BIaAeTbLEM
PErUCTPaIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara.

(dactp 7 BBenena denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Mnasa 5. PASPABOTKA, AOKITMHNWYECKUE UCCINTEOOBAHUA
JIEKAPCTBEHHbIX CPEOCTB, A TAKXE KNMTMHUWYECKUE UCCJIEOOBAHUA
JIEKAPCTBEHHbIX NMPEMAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeACcTB

1. Pa3paboTka JeKapCTBEHHBIX CPENICTB BKIIOUYAET B c€0sl MOUCK HOBBIX (hapMaKOJIOTUYECKU aKTUBHBIX
BEILECTB, MOCJIEIYIONIEE U3YUCHUE UX JIEKAPCTBEHHBIX CBOMCTB, JTOKJIMHUYECKHE UCCIEIOBAHUs, Pa3paboOTKy
TEXHOJIOTHH MPOU3BOJICTBA (hapMalEeBTUYCCKUX CyOCTaHIUi, pa3pabOTKy COCTaBOB W TEXHOJOTHUH
MPOU3BOICTBA JICKAPCTBEHHBIX MPENapaToB.

2. dunHaHCcOBOE 0OECTICUeHUE Pa3padOTKH JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 3a CUET:

1) cpenctB dbenepanbHOroO OOIKETA;

2) cpencTB pa3pabOTUYUKOB JICKAPCTBEHHBIX CPECTB;

3) cpencTB MpOM3BOAUTENEH JIEKAPCTBEHHBIX CPEJACTB IPHU BBINOJIHEHUN HAYYHO-UCCIEI0BATEIbCKUX
paboT mo JOTOBOPY MEXAY pa3paOOTUMKOM JIEKAPCTBEHHBIX CPEACTB M MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX
CPEJICTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAATEIbCTBOM Poccuiickoit denepaniui HCTOYHUKOB.

3. HpaBa pa3pa60TqI/IKa JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCSA I'PAKIAHCKHUM 3aKOHOAATCIBCTBOM.

Cratba 11. [JoknuHu4Yeckoe wuccrnefoBaHUe JIeKApCTBEHHOro cpeacTtBa Aans
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MeAUUUHCKOro npumMmeHeHusA

1. JloknMHMYECKOe HCCICNOBAHUE JICKAPCTBEHHOTO CPEACTBA IS MEAUIMHCKOTO TMPUMEHEHUS
OpOBOAUTCA IMYTEM HNPHUMCHCHHA HAYYHBIX METOJOB OLICHOK B HCIAX IMOJYUCHHUSA JOKa3aTCJIbCTB
0e30macHOCTH, KauecTBa M 3PHEKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

2. JloxIMHMYECKOE MCCIEIOBAHNE JIEKApCTBEHHOTO CPEICTBA JUISI MEIUIMHCKOIO IPUMEHEHHS
NPOBOJUTCS B COOTBETCTBMM C MpaBWJIAaMHU HaJUIeXKallled J1abopaToOpHOM MNpPaKTHKH, YTBEPXKIECHHBIMU
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Jlnst opraHM3any W TPOBEAEHHS JIOKIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUITMHCKOI'O IIPUMCECHCHUA p33pa60T‘-H/IKI/I JICKApCTBCHHBIX Cp€aAcTB MOTYT IMPUBJICKATH
Hay4HO-HMCCIIE0BATEIbCKAE OpraHW3aly, o00pa3oBaTelbHbIE OPraHM3allMM  BBICIIETO  00pa30BaHMA,
UMEIOIIME HEOOXOOUMYI0 MAaTepUaIbHO-TEXHUYECKYl0 0a3y W KBaIM(UIMPOBAHHBIX CHEIUAIUCTOB B
COOTBETCTBYIOIIEH 00J1aCTH UCCIIeI0BaHMUS.

(B pen. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. JIOKIMHMYECKOE HCCIEeI0BaHUE JIEKAPCTBEHHOIO CpeACTBa Ui MEAMLMHCKOIO TMPUMEHEHUS
MIPOBOJIUTCS IO YTBEPHKAECHHOMY DPa3paOOTUYMKOM JIEKAPCTBEHHOIO CPECTBA IUIAHY C BEJAEHUEM IPOTOKOJIA
9TOr0 MCCIIEJOBAHUSA U COCTABIEHUEM OTYETa, B KOTOPOM COJAEP)KATCS Pe3yJbTaThl 3TOr0 HUCCIEIOBAHUS U
3aKJIIOYEHHE O BO3MOXHOCTH IPOBEAEHUS KIMHUYECKOTO MHCCIIEOBAHUS JIEKapCTBEHHOIO MpenapaTa IJis
MEUIIMHCKOTO IPUMEHEHMS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TPABUI HAJUICkKAIICH JIa0opaTOPHOW MPAKTUKH U IMPABOBBIX
HOPM HCITOJIb30BAHUS JKUBOTHBIX TIPU MPOBEJICHUU JOKIMHUYCCKIX HCCIICIOBAHUH JICKAPCTBEHHBIX CPEJICTB
JUISS  MEIUIUHCKOTO  TPUMEHEHHWS  OCYIICCTBIIICTCS  YIOJHOMOYCHHBIM  (eficpaTbHBIM  OPTaHOM
HCIIOJIHUTENILHOM BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynpraTel JOKIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO CPEACTBA Il MEIUIMHCKOIO
MPUMEHEHHS MOTYT OBITh TPEACTABICHBI B YIIOJTHOMOUYEHHBIH (pefepanbHblii OpraH UCIOTHUTEIBHON BIacTH
B YCTaHOBJICHHOM ITOPSIAKE B LEJAX IOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara.

Cratba 12. [loknuHu4yeckoe uccriefqoBaHue NeKapCTBEHHOro cpeacTBa U KIMHU4YecKoe
uccnegoBaHue NeKapcTBEHHOro npenapara Ansi BeTepuHapHoro npumMeHeHus

1. JIoKIMHHMYECKOE UCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M BETEPHUHAPHOIO IPUMEHEHUs
MPOBOAMUTCS IYTEM MPUMEHEHHS HAay4YHbIX METOAOB OLEHOK B LEIAX MOJY4YeHHs] J10Ka3aTelbCTB
0€e30I1acHOCTH, KauecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, B TOM UYHUCIIE ONPEAETICHUs CPOKa €ro
BBIBEJICHUSI W3 OpraHM3Ma >KMBOTHOIO, B LEIsIX oOecrneyeHus Oe30MacHOCTH MNPOAYKLUU >KUBOTHOTO
IPOMCXOXKIECHUS MOCIIe IPUMEHEHUS! COOTBETCTBYIOLIETO JEKAapCTBEHHOTO Mpernapara.

2. JIOKJIMHHUYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CpEACTBA M KIMHUYECKOE HCCIEI0BAHUE
JEKapCTBEHHOTO Iperapara JUis BETEPUHAPHOTO MPUMEHEHUs, UCCIeI0BaHHEe OHWO3IKBHBAJICHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOrO IIpernapaTa IMPOBOJATCS B COOTBETCTBHM C IPaBUJIAMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

3. I[OKJ'H/IHI/ILIGCKOC HUCCIIECA0OBAHUE JICKAPCTBCHHOI'O CpEACTBA MW KIMHHYECKOEC HMCCICIOBAHUC
JICKAPCTBCHHOT'O  IIpfrapara Uil BCTCPHUHAPHOI'O0  IMPUMCHCHUA  IIPOBOLATCA IO  YTBCPIKIACHHOMY
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pa3pa6OT‘lI/IKOM JICKAPpCTBCHHOTO CpeACTBa IlIaHY C€ BCEACHHUCM TIIPOTOKOJIOB JTHUX HUCCIICIOBAaHUN U
COCTAaBJICHUEM OTUCTOB, B KOTOPBIX COACPKATCA PC3YJIbTATHI 3TUX HCCIIeIOBaHUM.

4. Jlnsa opraHu3allMd U TPOBENEHUS JOKIMHUYECKOI'O MCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIIMHUYECKOTO HCCIIEIOBaHMs JIEKAPCTBEHHOI'O IpernapaTa JUlsi BETEPUHAPHOTO NMPUMEHEHHUS pa3paboTUHK
JIEKapCTBEHHOT'O CpeICTBA  MOXET  IpPHUBJIEKATh OpraHu3alui, UMeEIoUIe  HeoOXOAUMYIO
MaTepHAIbHO-TEXHUUYECKYI0 0a3y M KBaIM(DPULUUPOBAHHBIX CIELHAIUCTOB B COOTBETCTBYIHOIIEH 001acTH
UCCIIeIOBaHMUS.

5. Kimauueckne HUCCIICAOBaHUA JICKAPCTBCHHLBIX IMPCIApaToB IJId BCTCPUHAPHOTO MNPHUMCHCHUA
OpoOBOAATCA B BCTCPHHAPHBLIX OpraHU3alysaAX W B OpraHu3anugax, OCYUICCTBIIAIOINNX Pa3BCACHUC,
BbIpalllUBaHUEC U COACPIKAHUC )KNBOTHBIX, B LICIIAX!

1) ycTaHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPENapaToB 3I0POBbIMU KUBOTHBIMU;

2) monbopa ONTHUMANIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMPEMapaToB U Kypca JIeYeHHs] Ha KOHKPETHOM
TpyImIe >KUBOTHBIX C OTpeeIeHHBIM 3a00JIeBaHNEM;

3) ycraHoBIeHHs 0€30MacHOCTH U 3(PPEKTUBHOCTH JICKApCTBEHHOTO IpenapaTa, npeJlHa3HaueHHOro s
JICYCHHUS ONPEACICHHBIX 3a00JC€BaHUN KUBOTHBIX, WIH 3()()EKTUBHOCTH JIEKAPCTBEHHOTO Iperapara JJis
poUIaKTUKN 3200JI€BaHU 3I0POBBIX KUBOTHBIX;

4) wu3ydyeHHs BO3MOXXHOCTEH pacHIMpeHHUs T[OKa3aHUM K TNPUMEHEHHIO 3aperUCTPHUPOBAHHOIO
JIEKapCTBEHHOT0 IIpenaparTa 1 BhISIBICHUS paHEe HEM3BECTHBIX TOOOYHBIX ACHCTBUIA.

6. Kimnnueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpeliapaTa I BCETCPHUHAPHOIO IIPHUMCECHCHUA
OCYHICCTBJIACTCA 3a CHCT CPCACTB pa3pa60Tq1/H<a JICKAPCTBCHHOT'O CPCACTBA.

7. OTueTsl 0 pe3ynbraTax AOKIMHUYECKOIO MCCIEI0BAHUS JIEKAPCTBEHHOIO CPEICTBA U KIMHUYECKOIO
UCCIIEZIOBaHMsl JIEKAPCTBEHHOIO IIpenapara A BEeTEPUHAPHOIO MPUMEHEHHs COCTaBISIOTCS pa3pabOTUYMKOM
JIEKapCTBEHHOI'O CPEJCTBAa C YYETOM 3aKJIIOUEHUIN OpraHu3aluii, MPUHUMABIIMX Y4YacTHE B OpraHM3allH U
IPOBEIEHUH ITHX HCCIIEIOBAHUN.

8. KoHTpomb 3a mpoBeneHUEM JOKIMHUYECKUX MCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX
HCCIENOBAHUN  JIEKAPCTBEHHBIX IIpenaparoB  JUIsl  BETEPUHAPHOIO  IIPUMEHEHHs  OCYILECTBISETCA
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIIBHON BIIACTH.

Magea 6. OCYLWLECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN
NNEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. locygapcTBeHHas perucrpauuvs nekapcTBeHHbIX nNpenapaTos
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickoit denepanu JOMyCKaOTCA MPOU3BOACTBO, U3TOTOBIICHHE, XPAaHEHHUE, TIEPEBO3KA, BBO3 B
Poccuiickyro @enepanuio, BbiBO3 U3 Poccuiickoit denepanuu, pekiiama, OTIYCK, peaau3aius, nepeaaya,
IpUMEHEHHE, YHUUTOXKEHUE JIEKAPCTBEHHBIX IMPENapaToB, €CIU OHU 3apPETUCTPUPOBAHBI COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIHHON BIACTH.

(uactp 1 B pen. @enepanbHoro 3akoHa oT 13.07.2015 N 241-D3)
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2. 'ocyaapCTBEHHOM perucTpanun noJiexar:

1) Bce nekapcTBEHHBIC Tpenaparbl, BIEPBbIC MOMAJEKAIIUEe BBOAYy B oOpamenue B Poccuiickoit
denepauuu;

2) JexapCTBEHHbIE Mpenaparbl, 3aperUCTPUPOBAHHBIE paHee, HO MPOU3BEICHHbIE B APYTUX
JIEKapCTBEHHbIX ()OpMax B COOTBETCTBMM C T€pEYHEM HAWMEHOBAHHM JIEKapCTBEHHBIX (OpM, B HOBOM
JI03UPOBKE IIPU JJ0KA3aTENbCTBE €€ KIMHUYECKON 3HaUNMOCTH U 3 (EKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCTrUCTPUPOBAHHBIX PAHEC JICKAPCTBCHHBIX ITPEIIAPATOB.

3. T'ocynapcTBeHHas perucrpanus JEKapCTBEHHBIX IIPENapaToB OCYIIECTBISETCS IO pe3yJibTaTaM
9KCHEPTHU3bl JIGKAPCTBEHHBIX CPEICTB, a TOCYJApCTBEHHAs pErucTpauus oOp(aHHBIX JEKapCTBEHHBIX
IIpenapaToB OCYIIECTBIISIETCS M0 PE3YJIBTATAM JKCIEPTHU3bI JOKYMEHTOB, IPEACTABICHHBIX ISl OIIPEAEICHUS
BO3MOXHOCTH  paccMaTpuBaTh JIEKQpCTBEHHBIM MpemapaT i MEIWLUUHCKOrO TMPUMEHEHUs Mpu
OCYILECTBIIEHUH T'OCYJapCTBEHHON perucrpanyuy B KadyecTBe Op(aHHOIO JIEKApCTBEHHOIO Ipenapara, U Io
pe3yJIbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. T'ocygapcTBeHHasi perucTpalusi JEKApCTBEHHOrO Ipenapara OCYIIECTBISETCS COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM (peiepalIbHBIM OPTaHOM HCIIOJIHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMIAIONIMIA CTa
HMIECTUACCATH pabouYMX JHEH CO [HS TPUHATHS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOU
perucTpanuu JIEKapCTBEHHOTO Tpemapara. B yKka3aHHBIH CpPOK BKIIIOYAETCS BpeMs, HEOOXOAMMOE IS
MOBTOPHOT'O TIPOBEICHUSI IKCTIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHH CO CTaThell 25 HACTOSIIETO
®enepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO Ipenapara HCUUCISAETCS CO
THS TPUHATHUS COOTBETCTBYIOUIUM YIIOJTHOMOUYEHHBIM (peiepalibHbIM OpPraHOM HUCIOTHUTENBFHON BIIACTH
COOTBETCTBYIOIIETO 3asBJIICHUS O TOCYJApCTBEHHON pErucCTpalli JIEKAPCTBEHHOI'O TMpemapara ¢
MPUJIOKEHUEM HEOOXOJIMMBIX JOKYMEHTOB IO JIeHb BBIJIAYd PErHUCTPAIMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOI0 IMpenapaTta. Bpems, HeoOXxonuMoe i HampaBlIEHUs YIOJHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCITOJTHUTEIIBHOW BJIACTH 3alpoca O MPEACTABICHUH HEOOXOJMMBIX MAaTEpPUATIOB W MPEIACTaBICHUS
3asBUTEJIEM OTBETA Ha JAHHBIN 3alpoC B COOTBETCTBUU CO cTaThsiMu 16, 19 u 23 HacTosmero denepanbHOro
3aKO0Ha, HE YYUTBIBACTCS IIPU UCUMCIIEHUU CPOKa rOCYIapCTBEHHOM PerucTpaluu JeKapCTBEHHOTO ITpenapara.

5. T'ocynapCTBEHHOW pEerucTpaluy HE OAJIEKAT:

1) JICKApCTBCHHLIC TIpC€rapaTbl, HN3TOTOBJICHHLIC allITCYHBIMU OpraHu3alnvuiaMu, BETCPUHAPHBIMU
AIlITCUYHBIMU OpraHu3aluiaIMi, HWHIAWBUAYAJIbHBIMH MPECATTPHUHUMATCIIAMU, KOTOPBIC HMCIOT JIMOCH3HWIO Ha
(bapMaHeBTI/I‘IeCKYIO ACATCIIBHOCTh, II0 pEOCITaM Ha JICKAPCTBECHHBIC IIpCriapaTrbl U Tpe60BaHI/I${M
MCOUIIMHCKHUX opraHnsauI/Iﬁ, BETCPUHAPHBIX OPI' aHI/I3aI_II/II71;

2) nexkapCTBEHHbIE Ipenaparhbl, MPUOOpeTeHHbIe (U3NYECKUMHU JMLIAMHU 3a mpeaeramu Poccuiickoit
®denepalyy U peIHa3HaYEHHbIE AJIs JMYHOTO UCII0JIb30BAHMUS;

3) nexapCTBEHHbIE mMpernapaThl, BBO3UMbIe B Poccuiickyro ®deneparuio sl OKa3zaHUS MEIUIIMHCKOU
MOMOIIM M0 W3HEHHBIM IMMOKa3aHUSIM KOHKPETHOrO MNalMeHTa Ha OCHOBAaHHUM PAa3PEIICHUs, BBIIAHHOTO
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHOMN BIIACTH;

4) JICKApCTBCHHBIC CpEACTBA, BBO3UMBIC B POCCHﬁCKym q)ez[epaumo Ha OCHOBAaHHMH BBIJAHHOI'O
YHOOJHOMOYCHHBIM (I)e[[epaJIBHLIM OopraHoM HCIIOJIHUTEILHOM BIIACTH paspeiicHrud U NpCAHA3HAUCHHBIC IJIA
MIPOBCACHUA KIIMHUYCCKHUX HCCIIeIOBaHUM JICKApCTBCHHBIX HpCrapaToB H (I/IJII/I) IMPOBCACHHUA SKCIICPTU3LL
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JICKApCTBEHHBIX CPEICTB ISl OCYIIECTBICHHS TOCYIAPCTBEHHON PErUCTPAIMK JICKAPCTBECHHBIX MPENapaTos;
5) dbapmaiieBTHUECKHE CYOCTaHIINH;

6) paanodapmarieBTHUYECKHE JIGKAPCTBEHHBIC TIpENaparbl, HW3TOTOBJICHHBIE HEMOCPEACTBCHHO B
MEIMIMHCKUX OpTaHM3allsiX B TIOPSAJIKE, YCTAHOBJICHHOM YIIOJITHOMOYEHHBIM (eepaabHbIM OpPraHOM
WCTIOTHUTEIPHON BIIACTH;

7) nekapcTBEHHBIE MTpernapaThl, IPOU3BOAUMBIE JJISl SKCIIOPTA.
6. He nomyckaertcs rocyiapcTBeHHasl peruCTpalus:

1) JICKAPCTBCHHLBIX IMPCIIApaTOB, OTINYAOIIUXCA APYT OT ApPpyra Ka4CCTBCHHBIM COCTAaBOM HeﬁCTBYIOH_IHX
BCIICCTB, IO OAUHAKOBBIM TOPIrOBbIM HAMMCHOBAHUCM;

2) omHOTrO JIEKapCTBEHHOTO Npemapara, HpPEeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTPAIMIO B
OTHOIICHWH OJHOTO ¥ TOTO JK€ JepKaTellsi WIM BIAAENblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapaTta B BUE JIBYX U OoJiee JeKapCTBEHHBIX MPENnapaToB MO/ Pa3IHYHBIMH TOPTOBBIMH
HaVMEHOBAHUSIMH.

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B oayekTpoHHOH (opme wim Ha OyMaXHOM HOCHUTENE) CyObeKTa oOpaimeHus
JICKAPCTBCHHLIX CPEACTB COOTBETCTBYIOIIHUM YIIOJIHOMOYCHHBIM (1)GI[€p3JH)HBIM OopraHomM HCIOJIHUTEILHOU
BJIACTH, OCYIIECTBIISIONINM TOCYIApPCTBEHHYIO PETUCTPAITUIO JICKAPCTBEHHBIX MPENapaToB, B YCTAHOBICHHOM
UM TOpSAJKE OCYLIECTBISIETCS HAay4YHOE KOHCYJIbTHPOBAHHME II0 BOIPOCAM, CBSI3aHHBIM C IPOBEICHUEM
JTOKJIIMHUYECKUX HCCIIEJIOBAHMN, KIMHUYECKUX HCCICOBAHUMA JIEKAPCTBEHHBIX MPENapaToB, AKCIEPTU3HI
KauecTBa JEKAPCTBEHHBIX CPeACTB, 3(PpPeKTUBHOCTU U 0E30MaCHOCTH, C OCYIIECTBICHHUEM TOCYAapCTBEHHON
perucTpaiu  JICKAPpCTBCHHBLIX  IIPCIIapaToOB. KOHCYJILTHpOBaHI/IC OCYHCCTBIAACTCA C  MPUBJIICUCHUCM
(enepambHBIX TOCYJApCTBEHHBIX OO/DKETHBIX YUYPEXKICHUH, TOIBEIOMCTBEHHBIX TaHHOMY (enepanrbHOMY
oprany UCHOJIHUTEILHON BJIACTH U HE YHaCTBYHOIIHUX B OpraHu3alyvi HNPOBCACHUSA SKCIICPTU3BI KAa4CCTBaA
JICKapCTBEHHBIX CPEACTB B LIEJSAX OCYIIECTBICHHSI MX TOCYJapCTBEHHOW pPErucTpaluud B COOTBETCTBUU CO
ctatheil 16 Hacrosimero denepanpbHOro 3akoHa, B BUAE OTBETAa B MUCHMEHHOH (opMe YIMOTHOMOUYEHHOTO
(deneparpbHOrO OpraHa HCIOJHUTENBHONW BJIACTM Ha 3ampoc. PasMep B3uMaeMoO#l ¢ 3asBUTENs IUIAThI
OTpe/eIsIeTCS B COOTBETCTBUH C 3aKOHOAATeNbcTBOM Poccuiickoit ®Denepanmu 00 opraHU3anuu
MIPEIOCTABJIEHUS] TOCYJAPCTBEHHBIX M MYHHLMNAIbHBIX yciyr. MHpopmanus 06 ocyllecTBIEHUN HAay4HOTO
KOHCYJIbTHUPOBAHHA, B TOM 4YHCJIC CTaTbH, 0630131)1, CIIPpaBOYHBIC MATCpHAJIBI U HWHaA I/IH(i)OpMaHI/IH 00
OCYIIECTBJICHUM HAYYHOTO KOHCYJbTHUPOBAHUS, pa3MellacTcsl Ha OQUIMAIBHOM CaiTe YIMOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HWCIOJHUTENbHON BracTh B ceTd "MHTepHET" ¢ coONMoeHueM OrpaHHuYeHUH,
YCTaHOBJICHHBIX 3aKOHOJIATEIIbCTBOM O TMEPCOHANBHBIX TAHHBIX, KOMMEpPUYECKOW W (WJIM) TOCyAapCTBEHHON
TaiHe.

8. T'ocymapcTBeHHast perucTpanus JEKapCTBEHHBIX IMpenapaToB, KOTOPbIE TNPEIHAa3HAYCHBI MJIf
MPUMEHEHUST B YCJIOBHUSX BOCHHBIX JICWCTBHM, YPE3BBIUAWHBIX CHUTyalui, NPOQUIAKTUKA € JICUCHUS
3a00JIeBaHUN U TOPaKEHUH, MOJNYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS HEOIATONPUATHBIX XUMHUYECKHX,
OMOJIOTMYECKHUX, paAHAlMOHHBIX (aKTOPOB, W pa3paboTaHbl MO 3aJaHuio0 (elepaibHBIX OPraHoOB
WCTIOJIHUTENILHON BJIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI CTpaHbI M OE30MACHOCTH TOCYIapCTBa,
OCYILIECTBIISIETCS B MOPSAAKE, ycTaHOBJIEHHOM [IpaBuTenscTBoM Poccuiickont @enepanuu.

Cratbs 14. NMpUHUMNbI 3KCNEepTU3bl NeKapCTBEHHbIX CpeacTB
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(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKApPCTBCHHLIX CPCACTB OCHOBLIBACTCS HA NPUHIOUIIAX 3dKOHHOCTH, CO6JIIOI[CHI/ISI IpaB u
CBO6OI[ YCJIOBCKAa MU TI'paxJaHWHA, IpaB HOPpUAXYCCKOro Jvia, HC3aBUCHUMOCTU OSKCIIEpPTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTU W ITOJHOTEHI I/ICCHG}IOBaHI/If/'I, MIPOBOAMMEBIX C HCIIOJB30BaAHUEM COBPEMCEHHBIX ,HOCTI/I)KCHI/Iﬁ
HaYyKl MW TEXHUKH, OTBETCTBCHHOCTH (be,ﬂepaﬂbHOl"O rocyaapCTBCHHOI'O 6I-OI[)K€THOFO YUPEKACHUA 110
IMPOBEACHHUIO SKCIICPTU3LI JICKAPCTBCHHBIX CPEACTB 1 SKCIICPTOB 3a MPOBCACHNUEC U KaUCCTBO 3KCIICPTU3LI.

2. 3KCHepTI/I38. JICKApCTBCHHBIX NPCIapaToB I MCAUIHUHCKOTIO NIPUMCHCHHA BKIOYACT B ceOs:

1) oskcrepTu3y JOKYMEHTOB, NPEICTABICHHBIX Ul OIPENEICHHUs BO3MOXHOCTU paccMaTpUBaTh
JIEKapCTBEHHBIM IIpenapar Juisi MEAMIMHCKOIO IIPUMEHEHHs IIPpU OCYLIECTBIEHUM TIOCYAApCTBEHHOU
perucrpaiuu B KauecTse ophaHHOTO JIEKAPCTBEHHOT'O IIpernapara;

2) OKCIICPTU3Y NPEAIONKCHHBIX METOJOB KOHTPOJA Kadye€CTBa JICKAPCTBCHHOI'O CPEACTBA M Kade€CTBa
IMPEACTABJICHHBIX 06pa3u0B JICKApCTBCHHOT'O CPEACTBA C UCIIOJIB30BAHNEM OTUX MCTOAOB ():[anee - OKCIIEpTU3a
KaucCTBA JICKAPCTBCHHOT' O CpC)ICTBa);

3) sKcnepTHU3y OTHOIIEHHS 0XKMJAEMOW IO0JIb3bl K BO3MOXHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOIO
mpemnapara.

3. DkcmepTHu3a JICKapCTBEHHBIX NPEMapaToB IS BETEPUHAPHOTO TNPHUMEHEHHS BKJIIOYAeT B ceOs
JKCIIEPTU3y KadecTBa JIEKAPCTBEHHOT'O CPEACTBA U OKCIEPTH3y OTHOIIEHUS OXXKHUJIAEMOW TMOJNb3bl K
BO3MOXKHOMY PUCKY MPUMEHEHHsI IEKAPCTBEHHOTO MIperapaTa.

Cratba 15. ®epepanbHoe rocyfapCcTBeHHOe OHKETHOEe yuypeXxaeHue Nno npoBeneHunro
3KCnepTU3bl NIeKapCTBEHHbIX CPeacTB

OKcrnepTu3a JIEKapCTBEHHBIX CPEJICTB IMPOBOAUTCS (pelepajbHbIM TOCYIAapCTBEHHBIM OOJKETHBIM
YUPEKAEHUEM COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO (heiepabHOIO OpraHa MCIOJHUTEIbHON BIACTH,
CO3JIaHHBIM JJIsi OOECTeYeHHs MCIOMHEHUs IIOJIHOMOYMH HTOro (¢enepalbHOro OpraHa Io Bbaue
paspelieHnii Ha IPOBEIEHUE KIMHUYECKUX HCCIEJOBAaHUM JIEKapCTBEHHBIX INpernaparoB U (WiM) IO
rOCyJapCTBEHHOHN PErnCTpaliy JIEKapCTBEHHBIX MPENapaToB (Jlanee - SKCIEPTHOE YUPEKICHHE).

Ctatbs 16. Opral-msau,ml npoBeneHus 3KCnepTu3bl NNeKapCTBeHHbLIX CpeacTB
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTU3a JIEKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMUCCHEN IKCIEPTOB 3KCIEPTHOTO YUPEXKIEHUS,
Ha3HA4CHHOW €ro pyKOBOJMTEIIEM, Ha OCHOBAaHMHU 3a/IaHMs HA INPOBEICHUE DKCIIEPTU3BI JIEKAPCTBEHHOI'O
CPEJICTBA, BBIJAHHOTO YHOJHOMOYEHHBIM (eiepalbHBIM OpPraHOM HCIOJIHHUTEIbHONM BiacTH. PykoBoaurtesns
9KCHEPTHOIO YUPEKIEHUs oOeclieurBaeT HaAJIeKallee NMPOBEJEHNUE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM C 33JaHUEM, BbIIaHHBIM YIIOJHOMOYEHHBIM (peJiepanbHbIM OPraHOM HCIOJIHUTENBHOM BIacTH,
U OpraHu3yeT MOATOTOBKY CBOJHOIO 3aKJIFOYEHMS 3TOM KOMHMCCHHM. B COCTaB 3TOM KOMHMCCHH IO PELICHUIO
PYKOBOJIUTENSI SKCIEPTHOTO YUYPEXKICHHS MOTYT OBITh BKIIOYEHBI B KauecTBE OKCIIEPTOB JUIA, HE
paboTtaroniyie B JAHHOM SKCIEPTHOM YUPEXKICHHH, €CIH HMX CIeUalbHbIe 3HAHUS HEOOXOIMMBI IS
MIPOBEACHUS IKCIIEPTU3BI U TAKHUE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM YUPEKICHUU.

2. :‘)KCHepTOM II0 MPOBCACHUIO OKCIICPTU3BI JICKAPCTBCHHBLIX CPCACTB ABJIACTCA aTTEeCTOBAHHLIN
pa6OTHI/IK 9KCIICPTHOTO  YUYPCIKIACHUA, KOTOpBIfI HMCCT BBICIHICC MCIUIIMHCKOC, (bapMaueBTqucxoe,
6I/IOHOFI/I‘-I€‘CKOG, BCTCPHUHAPHOC HIIM XUMHUYCCKOC 06pa3OBaHI/Ie U TPOBOJUT ISKCICPTU3Y JICKAPCTBCHHBIX
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CpCACTB B MMOPAAKE UCITIOJTHCHHUA CBOUX JOJDKHOCTHBIX 00s13aHHOCTEN (,uanee - 3KCHCpT).

3. Ilpu mpoBei€HUH SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB AKCIEPT HE MOXKET HAXOIUTHCS B KAaKOU-JINOO
3aBHCUMOCTH OT JIMIIA, HA3HAUYMBIIETO 3Ty HKCIEPTH3Y, Pa3pabOTIMKa JIEKApCTBEHHOTO CPEACTBA MU APYTUX
3aMHTEPECOBAHHBIX B PE3YJIBTATAX IKCIIEPTU3HI JIMIL.

4. Ilpu mpoBeqeHUH SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB HE JIOMYCKAaeTCs MCTpeOOBaTh y 3asBUTENS
a0 MHBIX JIMII MaTepuaibl, HEOOXOOUMbIC AJIsl IPOBEAEHUS SKCHEepTH3bl. B ciyuyae HenocTtaTO4HOCTH
IIPEJICTaBJICHHBIX IKCIIEPTY MAaTEPUAJIOB ISl 1a4M 3aKI0YEHHs SKCIIEPT CTABUT BOIIPOC O MPEACTABICHUH EMY
HEOOXO/JMMBIX MaTepHajoB IEepe] PYKOBOAMTEIEM SKCHEPTHOIO YUPEXkKACHHUs, KOTOpHIA oOpamaercs c
COOTBETCTBYIOIIUM 3aIIPOCOM B YIIOJIHOMOUYEHHBIH (heiepaibHblii OpraH UCTIONHUTELHON BIACTH, BBIJABIINT
3a/laHue Ha TPOBEJCHHE OHKCIEPTU3bl JIEKAPCTBEHHOIO CpeICTBA. YKa3aHHBIM (enepanbHbI  Oprax
WCTIOJIHUTENIBHON BIIACTH B TEUYEHHE MATH pabouuMx [HEH cOo JHS MOCTYIUIEHHS 3ampoca PYKOBOIUTENS
9KCHEPTHOIO YUYPEXJEHHUsI HalpaBiseT 3asBUTENIO 3allpoC O IMPEACTaBIEHUM HEOOXOAMMBIX MaTepHasoB.
JlaHHBIH 3a1pOC MOKET OBITh MEpeJaH YIOJIHOMOYEHHOMY MPEICTABUTENIO 3assBUTEINS JIMYHO MO/ PACIUCKY,
HampaBJeH 10 MOYTe 3aKa3HbIM MUCbMOM WJIM MEpEeaH B 3JIEKTPOHHOH (opMe 1Mo TeTeKOMMYHUKAITUOHHBIM
KaHaJlaM CBs3M. B ciydae HampaBieHUs [JAaHHOIO 3alpoca II0 II0YTe 3aKa3HbIM NHMCbMOM OH CUHUTAETCA
IIOJIyYEHHBIM 110 UCTEYEHUU IIECTH THEW ¢ JaThl HAIIPABJICHUS 3aKa3HOIO NMHChMa.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asButenb 00s3aH TMPEICTABUTh OTBET HA 3alpoC YIOJHOMOYECHHOTO (eaepalbHOro opraHa
UCTIOTHUTENFHOM BIIACTH B CPOK, HE MPEBBIIIAIONIMIA JEBSHOCTa PabOYMX IHEH CO JHS €ro MOJNy4YeHHSs.
YnonHoMO4YeHHBIN (efepanbHblii OpraH HCIOJHUTEIHHONW BIACTH, BBIAABIIMN 3aJlaHUE Ha TMPOBEACHUE
IKCIIEPTHU3BI JIGKAPCTBEHHOTO CPEJCTBA, B TCUCHHUE MSATH PabOYMX THEH CO JHS TOCTYIUICHUS OT 3asiBUTEIS
OTBETAa Ha JAHHBIN 3aIPOC HAMPABJISET TAKOW OTBET B AKCIIEPTHOE yUpexkaeHue. B ciiyyae HenpeacTaBieHus
10 WCTEYCHUHW JEBIHOCTA pabouux JHEH 3asBUTENIEM OTBETa HA JAaHHBIA 3ampoc YIIOJHOMOYCHHBINA
(dbenepayibHBIE  OpraH HWCIOJTHUTEIBHOW BIJIACTH, BBIJABIIMK 3aJlaHUEC HA MPOBEJACHUE DKCIIEPTHU3BI
JIEKapCTBEHHOTO CpEACTBA, B TEUeHUE MATH pabouuMx JHEW HampaBiseT B OSKCIEPTHOE YUpexKACHUE
YBEJIOMJICHHE O HEIMPEACTaBICHUU 3asBUTEIEM OTBETa Ha 3alpoc YKa3aHHOro opraHa. Bpems co nHA
HaIpaBJICHUs 3aIpoca YKCIIEPTHOTO YUPEKICHUS B YIOJTHOMOYCHHBIN (heepanbHblid OpraH HCIIOJTHUTEIHHON
BJIACTH JO JHS TIONYYEHHS OSKCIEPTHBIM YUPEKIEHHEM OTBETa Ha 3alpoc WM YyBEIOMIICHUS O
HETIPEICTaBJICHUU OTBETAa Ha 3alpoC HE YUYWUTHIBAETCS MPU HMCUUCICHUU CPOKA IMPOBEIACHUS SKCIEPTU3BI
JIEKapCTBEHHOT'O CPE/CTRA.

(uacts 4.1 BBenena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIN Ipenapar Al MEIULUHCKOIO
IIPUMEHEHUS COJEPIKUTCS MpeaycMoTpeHHast ctarbei 18, wacteio 1.1 crathu 30 u crarbeir 34 HacTosIIEro
denepanbHOTO 3aKOHA KOS PEIICHHs YIOJTHOMOUYEHHOTO (heaepaabHOTr0 OpraHa UCIIOJHUTEIBHON BIACTH O
MPOBEJICHUN WHCIEKTUPOBAHUS MPOU3ZBOAUTENS JIEKAPCTBEHHBIX CPEACTB, 3KCHEPTy N0 odopmiieHus
Pe3yJIbTaTOB HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA MPEAOCTABIACTCS B MOPSAKE M Ha YCJIOBUAX, KOTOpBIE
HpeayCMOTPEHBI YacTsIMHu 4 U 4.3 HacTOSIIEeH CTaThbu, KOMMS 3aKIIOUEHUS] O COOTBETCTBUM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TpPeOOBAaHUAM IpaBUJI HaJUIeKAalleH MPOU3BOJACTBEHHON INPAKTHKH, BbIIAHHOTO
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

(uactsp 4.2 BBeeHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3agBuTens 00s3aH NPEICTaBUTh B YIIOJTHOMOYEHHBIHN (eiepanbHbIil OpraH UCIIOTHUTEILHON BIIACTH
KOMMIO 3aKJIIOUEHHUs] O COOTBETCTBUM IPOM3BOJIMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBaHMUAM IPABMI
HaJUIeKalled MpOn3BOACTBEHHON NMPAKTUKH B CPOK, HE MPEBBIIIAIOLINNA CTa BOCBMUAECATH pabouux JHEH co
JIHS TIOJTyYEHHsI 3arpoca O ee IMPeJOCTaBICHUH. YTOJHOMOYEHHbIN (pefepanbHblii OpraH MCIOIHUTEIbHON
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BJIACTH, BBIAABIIMHI 33/I1aHKE Ha MPOBE/ICHHE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, B TEUCHHE TISITH pabounx
JHEW €O JHSA TOCTYIUICHHS OT 3asBUTENl KONUHM 3aKIIOUEHUs] O COOTBETCTBUU IPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPAaBUJI HAAJIEKAIICH MPON3BOACTBEHHON MPAKTUKH, HAIIPABIISET €€ B
9KCIEPTHOE YUpexIeHne. B cimyyae HempeacTaBiIeHUs 3asSBUTENIEM B YKa3aHHBIN CPOK KOTHH 3aKIFOUYECHUS O
COOTBETCTBUHM  TPOM3BOIUTENS  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHUSM  TpaBWI  HaJJIekKalei
IPOU3BOJICTBEHHON MPAKTHKH YIIOJIHOMOYECHHBIN (e/iepalIbHbIil OpraH HCIIOJHUTENBHON BIIACTH, BBIIABIIHNA
3aJlaHue Ha MPOBEICHHUE HKCIIEPTU3HI JEKAPCTBEHHOTO CPEACTBA, B TEUCHHE TISITH pab0ouuX JHEH HaIpaBIseT B
HKCHEPTHOE YUPEKACHUE YBEIOMIICHHE O HEMPEACTaBICHUH 3asBUTENIEM KOIHMH 3aKIIOUEHHSI O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABWII HAJUICKAIICH NMPOU3BOACTBEHHON MPAKTUKH.
Bpemst co nHS HampaBJeHHs 3ampoca AKCHEPTHOTO YUPEXKICHHS B YIIOJTHOMOUYEHHBIN (enepanbHbIi OpraH
WCTIOJTHUTEIBHOM BIIACTH JIO JTHS MTOJTyYEHHSI SKCIIEPTHBIM YUYPEXKICHHEM KOITUH 3aKITFOUEHHS O COOTBETCTBHU
IPOU3BOUTENS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPaBHJI HaJUIeXkKalleld MPOU3BOJCTBEHHON MPaKTHKU
VI YBEJJOMJICHHS O €€ HENPE/ICTABICHUU HE YYUTHIBACTCS MPH UCYHCICHUHM CPOKA MPOBEACHUS KCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA.

(uactp 4.3 BBeeHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. DKcnepT npu NpOBEACHUN OPYUYEHHOW €My PYKOBOAMTENIEM 3KCIEPTHOTO YUPEXKIEHUS SKCIEPTU3bI
JIEKapCTBEHHOT'O CPEJICTBA 00sI3aH:

1) ITPOBECTHU IMOJTHOE MCCICAOBAHUC IIPCACTABICHHBIX EMY 06T>CKTOB, MaTr€puaioB, 1aTb 000CHOBaHHOE
1 OOBEKTHUBHOE 3aK/IFOUYEHHE MO ITOCTABICHHBLIM nepea HUM BOIIpOCaM HJIM MOTHBHUPOBAHHOC 3aKIIFOYCHHUE O
HCBO3MOXHOCTH MPOBCACHUA MM 3SKCHCPTU3bI JICKAPCTBCHHOI'0 CPCACTBA, C€CJIM ITOCTABJICHHBLIC BOIIPOCHI
BBIXOJAT 3a IMPCACIIbl CIICHHUAJIbHBIX 3HAHUM 9KCIICpPTa, O0BEKTHI I/ICCJIC,HOBaHI/II\/JI U MaTcpuajibl HCIIPHUI'OJHBI
WM HEAOCTATOYHBLI IJId HNPOBCACHUS I/ICCJ'IGI[OBaHI/Iﬁ N agadu 3aKIFOYCHUA h11%(30) COBpCMCHHLIfI YPOBCHb
Pa3BUTHA HAYKH HE IMO3BOJIACT OTBCTUTH HAa ITOCTABJICHHBIC BOIIPOCHI;

2) He pasriamaTth CBEICHHS, KOTOPHIE CTaJId €My HM3BECTHBI B CBS3M C NPOBEIACHUEM DSKCIEPTHU3BI
JICKApCTBEHHOTO CPECTBA, & TAKXKE CBEIICHHS, COCTABISIONINE FOCYNapCTBEHHYI0, KOMMEPUYECKYIO MM HHYIO
OXpaHsSIEeMYIO 3aKOHOM TaliHY;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN U MATEPUAIIOB.

6. DKCIIepT HE BIpaBe:

1) mpoBOIUTH 3KCHEPTH3Y JIEKApPCTBEHHOTO CPEACTBAa IO OOPAIIEHUI0 HENOCPEICTBEHHO K HEMY
OopraHu3anuii win GU3N4YEeCKUX JINL;

2) CaMOCTOATCIIBHO COGI/IpaTL MaTepHraJibl AJId IMPOBEACHUA SKCIICPTUSLI JICKAPCTBECHHOI'O CPEACTBA,
3) MMPOBOAUTD SKCICPTUIY JICKAPCTBCHHOI'O CPCACTBA B KAUCCTBC HCIOCYJAPCTBCHHOT'O 3KCIICPTA.

7. B cinydyae HE0OXOIMMOCTH 3KCIEPT BIPaBE XOAATalCTBOBATh NEpe] PYKOBOAUTENIEM IKCIIEPTHOIO
YUPEXKJIEHUS O MPUBJICUYECHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX SKCIIEPTOB.

8. Kaxnplii sKcmepT, BXOJSAIIMHA B COCTaB KOMHUCCHHM 3KCIEPTOB, KOTOPOH MOPYYEHO NPOBEIACHUE
3KCHEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIBHO IPOBOJUT UCCIEAOBAHUS, OLIEHUBAET
pe3ynbTaThl, MOJTYYEHHbIE UM JIMYHO M JPYTMMH JKCHEepTaMu, U (OPMYIUPYET BBIBOABI OTHOCHUTEIHHO
IOCTABJIEHHBIX BOIIPOCOB B IIPEAEIax CBOMX CIEHUAIBHBIX 3HAHUM.
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9. PesynbpTaThl SKCIEPTH3Bl JEKAPCTBEHHOTO CpeACTBa OGOPMIISIOTCS 3aKIIOUYEHHEM KOMHUCCUHU
JKCIEPTOB. B  3aKIOYEeHNMM KOMHCCHUHU OSKCIIEPTOB YKa3bIBAIOTCA TIEpEeUYeHb HCCIENOBaHUM, 00beM
MIPOBEJICHHBIX KAXKIBIM SKCIIEPTOM HCCIICIOBAHUHN, YCTAHOBJICHHBIC Ka)XIbIM W3 HUX (DAKTHI U CIEIAHHBIC B
pe3yabTaTe HCCIENOBAaHUN BBIBOJBI. DJKCIEPT, MHEHHE KOTOPOTO HE COBIAJAET C PEIICHHMEM KOMUCCHUU
9KCTIEPTOB, BIPABE BBIPA3UTh CBOC MHEHHE B MUCBMEHHOW (hOpMeE, KOTOpOE MPHUOOIIACTCS K 3aKITFOYCHHUIO
KOMUCCHH 9KCIIEPTOB.

10. DkcnepTsl, BXOASIIUE B COCTAB KOMUCCHH, MTPEIYNPEKAAIOTCA 00 OTBETCTBEHHOCTH B COOTBETCTBUU
¢ 3aKoHoJaTenbCTBOM Poccuiickoit ®@enepanuu 3a Aayy 3aKIIOUEHUs, COJAEpPXKAIEro HEOOOCHOBAHHBIE MU
(anbcuUIMPOBaHHBIEC BBIBOABI, O YEM OHH JAIOT MOJIITHUCKY.

11. Onpenenenne ypoBHsS NPO(PECCHOHATBHON TOJITOTOBKM JKCIIEPTOB M aTTECTAIlMs WX HA IPaBO
MPOBEACHUST OKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB OCYIIECTBISIIOTCS JKCIEPTHO-KBATU(UKAITMOHHBIMU
KOMHUCCHSIMH B TOpSIJIKE, YCTAaHOBJIIEHHOM COOTBETCTBYIOIMM YIOJHOMOYEHHBIM (heepaqbHbIM OpPraHoM
UCTIOTHUTENFHON BIAacTU. YpOBEHb MPO(EeCCHOHANBFHOW MOATOTOBKH JKCHEPTOB MOIJICKUT MEPECMOTPY
YKa3aHHBIMH KOMUCCHUSIMU HE PEXE UeM OJMH pa3 B MSATh JIET.

12. TIpaBuiia mpoBeIEHUs SKCIIEPTU3HI JIKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH SKCIIEPTU3bI OTAETBHBIX
BUJIOB JIEKAPCTBEHHBIX IpernapaToB (pedepeHTHBIX JIEKaPCTBEHHBIX IPENapaToB, BOCHPOU3BEIECHHBIX
JIEKapCTBEHHBIX IMPENnapaToB, OMOJOTHYECKUX JIEKApPCTBEHHBIX MpenapaToB, OMOAaHAIOrOBbIX (OMOMOI00HBIX)
JIEKapCTBEHHBIX IIpenapaToB (0M0aHAIOroB), FTOMEONAaTUYECKUX JIEKAapCTBEHHBIX PENapaToB, JEKapCTBEHHbBIX
pacTUTENbHBIX MpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX MpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABJIMBAIOTCS  COOTBETCTBYIOIMM  YIOJHOMOUYEHHBIM  (eiepajbHBIM  OpPraHoM
HCIIOJTHUTEJIBHON BIIACTH.

(uactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Cratbsa 17. MNopaya wu paccMmoTpeHune 3asaABJIeHUA O rocyp,apCTBeHHoﬁ perncrtpauuvm
JNNIeKapCTBeHHOro npenaparta ansa setTepuHapHoOro npyuMmeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ins rocynapCTBEHHOM PETHCTpAlMU JIEKAPCTBEHHOTO IIpernapara Juisi BETEPUHAPHOIO MPUMEHEHUs
pa3paboTUYUK TaKOTO JIEKAPCTBEHHOTO TMperapara WUiId YINOJIHOMOUYEHHOE MM JPYroe HOpUINYECKOE JHUI0
(ranee B HacTosLEH cCTaTbe - 3asgBUTENb) MPEIACTABISAET B YIOJIHOMOYEHHBIH (QenepanbHblii opraxn
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIOLINM IOCYJapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX IPENapaToB
JUIs BETEPUHAPHOTO TPHUMEHEHHs, B D3JEKTPOHHOM (opMe miaM Ha OyMaKHOM HOCHTENE 3asBICHHE O
rOCy/apCTBEHHOW pEerucTpanuu JEKapCTBEHHOIO Ipemnapara Julsi BETEPUHAPHOIO INPUMEHEHUs, a TAaKXKe B
TIOPSIZIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (ellepabHbBIM OPraHOM HCITOJHUTEIHHON
BJIACTH, B DJICKTPOHHOW (opMe WM Ha OYMaXHOM HOCHUTENE HEOOXOIUMBIE JTOKYMEHTBHI, M3 KOTOPBIX
(opMHpyeTcsl peruCTPaLMOHHOE JOChE Ha JIEKAPCTBEHHBIN Mpenapat i BETepUHAPHOTO IPUMEHEHHUS.

2. B 3asBieHHMH O TOCYIApCTBEHHOM perucTpalnyy JIEKapCTBEHHOTO Mpernapara Uil BETepUHApHOTO
MIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHME U apec 3asBUTENS, pa3padOTUMKa U IPOU3BOAUTENS JIEKAPCTBEHHOTO IIpenapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS U aJpPeC MECTa OCYLIECTBIIEHUSI IPOM3BOJICTBA JIEKAPCTBEHHOIO IMpenapaTa Jilsl
BETEPUHAPHOTO TMpPUMEHEHUs (B Cly4ae HaJU4uds HECKOJbKUX YYaCTHHUKOB IIpoliecca IPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

2) HAMMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BETCPUHAPHOTO MNPHMCEHCHUS (Mexcz[yHaponHoe
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HCIIATCHTOBAHHOC, WJIN I'PYHIIMPOBOYHOC, NN XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUCHb ﬂeﬁCTBYIOHlHX U BCIIOMOTaTCJIbHBIX BCHICCTB, BXOIANIUX B COCTAB JICKAPCTBCHHOTIO
npenapara g BETCPUHAPHOI0 IPUMCHCHU S, C YKa3aHUCM KOJIMUCCTBA KAKA0I'0 U3 HUX;

4) nexapcTBeHHas (opma, [TO3UPOBKA, CHOCOOBI BBEACHHS U TPUMEHEHHUS, CPOK TOIHOCTH
JICKapCTBEHHOTO TIperapara Juisi BETePUHAPHOTO MPUMEHEHHUS;

5) dbapmakoTepaneBTHUECKasl TPYIIa;

6) HEOOX0IMMOCTh IPUMEHEHHUSI YCKOPEHHOM NMpOLeAypbl SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIETAX
roCy/1apCTBEHHOW PETUCTPALINH JIEKAPCTBEHHOTO Mpenapara;

7) KOIIMM TOKyMEHTOB, IOATBEPKAAIOIIMX YIIJIATy TOCY1apCTBEHHON IOLUIMHBIL:

a) 3a TPOBEIEHHUE SKCIEPTH3bl KauecTBa JICKAPCTBEHHOTO CPEACTBA M DKCIEPTU3bI OTHOIICHUS
OKHMJIaeéMOM TIONIb3BI K BO3MOXXHOMY PHCKY NPUMEHEHHS JIEKAPCTBEHHOTO TIpemapara Jyisi BETEPUHAPHOTO
IPUMEHEHUS IIPU €ro TOCyIapCTBEHHON PEerucTpaIuy;

0) 3a BbIZJaUy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara;

8) HanM4Me corjacus, MpeayCMOTPEHHOIO YacTbio 7 HACTOSIIEH CTaThu, €CIM C MOMEHTA PErHCTPaLuu
pedepeHTHOT0 JEeKapCTBEHHOTO Mpenapara AJisi BETEPUHAPHOTO IPUMEHEHUS MPOIILUIO MEHEE YeM LIEeCTh JIET.
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpannoHHOE A0ChE B HENSIX 3KCIEPTU3bl JEKApCTBEHHOI'O Ipemnapara JUIsi BETEPHUHAPHOTO
npUMeHeHus: (GOPMHUPYETCS U3 CIEIYIOIIHUX JOKYMEHTOB:

1) xomMs JMIEH3MH Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IMPOU3BOAUTEIIO
PETUCTPUPYEMOr0 JICKApCTBEHHOTO IMperapara Ui BETEPUHAPHOTO NPUMEHEHHs, Ui POCCUHCKUX
MPOU3BOAUTENEH;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) KomWs JHUICH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IPOU3BOIUTEIIO
(apmaneBTHYECKOI CyOCTaHIIMHM, BXOMAIIEH B COCTaB PETHCTPHPYEMOro JIEKAapCTBEHHOTO Mpemapara Jyis
BETEPHHAPHOTO IPUMEHEHUSI, ISl POCCHICKUX MPOU3BOANTENCH;

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

2.1) Komusi TOKyMEHTA, BBIJIAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IIPOU3BOIUTENS AJIS KaXI0H
MIPOU3BOJACTBEHHON IUIOLIAJKA PETMCTPUPYEMOro JIEKapCTBEHHOIO Ipernapara Juisi BETEPUHAPHOIO
MPUMEHEHUS U MOATBEPIKIAIOIIEr0 COOTBETCTBUE MPOU3BOIUTENS JIEKapCTBEHHOTO Ipernapara TpeOoBaHUsIM
IIPaBWJI HaJJIEKAIEHd NPOU3BOACTBEHHON MPAKTUKH, U €r0 IEPEBOJ] Ha PYCCKUHU S3BIK, 3aBEPECHHBIC B
YCTAaHOBJICHHOM IOPSJKE, a TaKXe KOMMs 3aKIKYEHHsS O COOTBETCTBUHU IPOU3BOAMTENS JIEKApPCTBEHHBIX
CpeACTB TpeOOBAHUSAM MpPaBWII HaJUIEXKAILIEH NMPOU3BOACTBEHHON MPAKTUKU, BBIJAHHOTO YIIOJHOMOUYEHHBIM
(denepaqbHBIM  OPraHOM  HCIOJHUTENBHOW  BIACTH JUIS  KaXJOW  MPOW3BOACTBEHHOM  IUIOIIAIKU
PErucTpUpPyEMOro JIEKApCTBEHHOTO Mpernapara JAjsi BETEPUHAPHOTO NMPUMEHEHHs, JTUOO KOIHs pEelIeHUs O
MPOBEJICHUN HWHCIEKTUPOBAHUS IMPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CPEACTB, MPUHSATOTO YIOJIHOMOYEHHBIM
(denepaqbHBIM  OPraHOM  MCIOJIHUTENBHOM  BIACTH Ul KaXJOW  INPOM3BOACTBEHHOM  IUIOIIAJKU
PETUCTPUPYEMOIO JIEKAPCTBEHHOTO Ipernapara il BETEPUHAPHOIO NPUMEHEHMs. YKa3aHHbIE JOKYMEHTBI
MIPENICTABIIAIOTCS B CIy4ae, €ClIu MPOU3BOACTBO JEKAPCTBEHHOIO Ipenapara OCYLIECTBIISIETCS 3a MpeaesiaMu
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Poccuiickoit denepanuu;
(m. 2.1 BBeneH ®PenepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

2.2) xomusi JIOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl [POU3BOJIUTEINS
(hapMareBTHUECKON CYOCTaHIIMM W TIOATBEPKIAIOIIETO COOTBETCTBHE MPOU3BOIUTENS (hapMareBTHUSCKON
cyOcTaHIMM, BXOIAINIEH B COCTaB PErHCTPUPYEMOTrO JIEKapCTBEHHOTO Tperapara Il BETEPUHAPHOTO
MpUMEHEHUs, TPEOOBAHMIM TIPABWIJI HAJICKAIICH MPOU3BOJICTBEHHON MPAKTUKHU, M €T0 TIEPEBOJI Ha PYCCKUI
SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TOpsJKE, B CJIy4yae, €Cld MPOU3BOACTBO (hapMareBTUUECKON
cyOcCTaHIMH OCYIIECTBISIETCS 3a Mpeaenamu Poccuiickoit denepanuu;

(n. 2.2 BBeneH denepanbHbiM 3aKkoHOM OT 04.06.2018 N 140-D3)

3) MPOEKT HOPMATUBHOTO IOKYMEHTA Ha JIEKapCTBEHHBIN IIpenapar /sl BETEPUHAPHOTO MPUMEHEHNS,

4) NOKYMEHT, COJEp)Kalllui CIEeIYIoNyl0 HHPOpMAHMIO O (papMaleBTHYECKON CyOCTaHIIMM WIIH
(hapManeBTHUECKUX CyOCTAHIMAX, BXOMSAIIUX B COCTaB JICKAPCTBEHHOI'O Ipemnapara JUisi BETEPUHAPHOTO
PUMEHEHUS:

a) HauMeHoBaHue (papMaIeBTHUECKON CyOCTaHIINH, €€ CTPYKTYpa, OOII1e CBOWCTBA;

0) HAaMMEHOBAaHUE U A/IPEC MTPOUZBOAUTEIS;

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpoOnU3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTagugX IMPONU3BOACTBA,

r) “HpOpPMaLIUS O TPUMECHX;

n) crienrpukanys Ha papMaleBTHUECKYIO CyOCTaHIIHIO;

€) OMHMCAaHNe METOIMK KOHTPOJISI KaueCTBa;

’K) pe3yJIbTaThl aHAIK3a Cepuil apMalleBTUYECKON CyOCTaHINY;

3) MepedyeHb CTAaHIAAPTHHIX OOpa3llOB WMJIM BEIIECTB, HUCIOJIb3YEMBIX MPU OCYIIECTBICHUM KOHTPOJIS
Ka4yeCTBa,

1) OIMCaHUE XapaKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHAIOB U YKYIIOPOYHBIX CPEJICTB;
K) TaHHBIC O CTAOMIIBHOCTH;
) CPOK TOJTHOCTH, YCIIOBUS XPaHCHHUS,

5) OTUCT O PE3yJibTaTaX HOKJIMHUYCCKOTO UCCIICAOBAHUA JICKAPCTBCHHOI'O CPCACTBA AJIA BETCPUHAPHOT'O
IIPUMCHCHUS

6) OTUET O pE3yJibTaTaX KIIMHUYCCKOI'0 MCCICAOBAHUSA JICKAPCTBCHHOI'O Ipfciiapara JJIs1 BETCPUHAPHOI'O
IIPUMCHCHUSA Y KAXIO0T'0 BUA ) KMBOTHBIX, YKa3aHHBIX B HHCTPYKIKWHA 110 BETCPUHAPHOMY IIPUMCHCHUIO,

7) MPOEKT HMHCTPYKIMH MO BETEPUHAPHOMY IMPUMEHEHHIO JIEKAPCTBEHHOrO IpemnapaTa, Coaepikalien
CJIEAYIOLINE CBEICHUS:
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a) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCriapara JIsI BCTCPUHAPHOI'O IMPUMCHCHUS (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WX I'PYIIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

0) nekapcTBeHHas GopMa C yKa3aHWEM HAMMEHOBAaHWN M KOJMYECTBEHHOTO COCTaBa JEHCTBYOIIUX
BEII[ECTB U KAU€CTBEHHOT'O COCTaBa BCIIOMOTATEIHHBIX BEIECTB;

B) OINKCaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO Mpernapara Jjsl BeTepUHAPHOIO MPUMEHEHNS;

r) (apmakoTepaneBTHUECKas IpyIIa JEeKapCTBEHHOIO Ipenapara i BETepUHAPHOr0 IPUMEHEHUS WU
yKa3aHue "ToMeonaTu4ecKuil JIeKapCTBEHHBIN mpemnapart’;

1) dapMakonMHaMHMKa U (DapMaKOKMHETHKa (3a MCKIIOUYEHHEM (apMaKOKMHETUKH TOMEONAaTHYECKUX
JEKapCTBEHHbIX  IMPENapatoB U  pPACTUTENbHBIX  JIEKAPCTBEHHBIX  IPENapaToB) WM  ONMCAHUE
MMMYHOOHOJIOTHYECKUX CBOWCTB JIEKAPCTBEHHOTO IIpenapara;

€) MOKa3aHus JUIsl IPUMEHEHHUS,
) IPOTUBOIIOKA3aHUs AJIsl IPUMEHEHUS;
3) Mepbl NPEJOCTOPOKHOCTH IPU NPUMEHEHUU;

I/I) YKa3aHue¢ BO3MOXKHOCTHU H 0co0eHHOCTEH MNPUMCHCHUA Yy 6epeMeHHLIX JKUBOTHBIX, Y KUBOTHBLIX B
nepuona JIakTalluu, y IOTOMCTBA )KUBOTHBIX;

K) PEeXHUM JIO3UPOBaHHUSA, CINOCOO BBEACHHS M NIPHUMEHEHHUs, IPU HEOOXOAMMOCTH BpEMs IMpuema
JIEKapCTBEHHOTI'O Ipernapara sl BETEpUHAPHOTO MPUMEHEHUS, IPOJOJIKUTEIBHOCTD JICUEHUS;

J'I) BO3MOJKHEIE ITOOOYHEIE ,HCI;'ICTBI/IH, HEXKCIATCIbHBIC PCaKIWK IIPU IPUMCHCHHHU JICKAPCTBCHHOI'O
Ipenapara 4Jjis1 BETCPUHAPHOT'O MPUMCHCHU A,

M) CUMIITOMBI IEPEIO3UPOBKH, MEPBI IO OKA3aHUIO IIOMOILM IIPU NEPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IpenapaTaMu U (UI1) KopMamu;
0) ¢opMBI BBIITyCKa JIEKAPCTBEHHOTO TMpeTapara Jjisi BETEPHHAPHOTO IPHUMEHEHMS,

n) yka3zaHue (Mpu HEOOXOIUMMOCTH) OCOOEHHOCTEH JeMCTBHs JIEKapCTBEHHOrO Tperapara il
BETEPUHAPHOI'0 IPUMEHEHHUS IIPU IIEPBOM IIPUEME UJIH IIPH €r0 OTMEHE;

p) omucanue (MpuU HEOOXOAMMOCTH) NEHCTBHII BETEpUHAPHOTO Bpaya (BeTepuHApHOTO (empiamepa),
WHOTO CIIENUAICTa B 00JAacTH BETEPHHAPHM, BIIAJEIbIA >KMUBOTHOTO IMpPH MPOIyCKE MpHeMa OJHOM Win
HECKOJIBKUX 7103 JIEKApCTBEHHOTO Mperapara Jjsl BETEPUHAPHOTO IPUMEHEHHS;

C) CPOK I'OAHOCTH M YKa3aHMC Ha 3alpCT NPUMCHCHHA JICKAPCTBCHHOI'O Mpfcriapara JJIs1 BETCPHUHAPHOI'O
IPUMEHCHUA 11O UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

Y) YKa3aHHueC Ha H606XO,I[I/IMOCTB XpaHCHU: JICKAPCTBCHHOT'O IIpCIiapaTa AJisk BETCPUHAPHOTO IIPUMCHCHU A
B MCCTax, HCAOCTYIIHBIX JJIS ,Z[eTeﬁ;
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¢) ykazaHue (Ipu HEOOXOAMMOCTH) CHELUAIBHBIX MEp MPEeIOCTOPOKHOCTH MPU YHHUUTOXKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX IPENapaToB AJIs BETEPUHAPHOTO IPUMEHEHHS;

X) CpPOKM BO3MO>KHOT'O HCIIOJIb30BAHUS TNPOAYKLUU >XKUBOTHOIO IPOUCXOXKICHMSI IIOCIE BBEICHUS
JKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCIIOBUS OTITYCKa;

‘I) HanMMCHOBaHUA MU aJpeca IMPOMU3BOACTBECHHBIX INIOIIAAO0OK IIPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIpCIiapara
AJIs1 BETCPUHAPHOT'O IPUMCHCHUA ]

II) HAauMEHOBAaHME, aJpec OpraHU3aluH, YIOJHOMOYEHHON Jep)KaTeleM WIM  BIAJAEIbLEM
PErUCTPaLMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Ha IPUHATHE NPETEH3UH OT NOTPeOUTENs;

8) MpOEeKThl MAaKETOB MEPBUYHOM YNMAKOBKM U BTOPUYHOW YNAKOBKU JIEKAPCTBEHHOTO Ipernapara Jyis
BETEPUHAPHOTO IPUMEHEHUS;

9) cienyromue cBeACHU O JEKapCTBEHHOM Ipenapare JUIisi BETEPHHAPHOTO IIPUMEHEHUS:

a) OIMCaHKNe U COCTaB JICKAPCTBEHHOTO Ipenapara st BETePHHAPHOTO IPUMEHEHNS;

0) onucanue papMaleBTUYeCKoi pa3paboTKH;

B) ONKCAHUE MpoIecca IPOU3BOJCTBA U €r0 KOHTPOJIS;

T') ONMCaHWe KOHTPOJISI KPUTHUECKUX CTaIUi MMPOU3BOICTBA M MTPOMEXKYTOYHOM MPOAYKIINH;

1) HAaWUMEHOBAaHWMS W ajpeca pa3pabOT4MKa, Jep)kaTelsl WIM BIAJAENbla PETHCTPALHOHHOTO
yJIOCTOBEPEHHS JICKAPCTBEHHOTO TperapaTa, MPOM3BOACTBEHHBIX IUIONIAJOK TPOU3BOJUTEIS JIEKAPCTBEHHOTO
npenapara Jyisi BEeTepUHapHOTO IPUMEHEHUS;

(B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 241-03)

e) (hapMareBTHYECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUIECKHE XapaKTEPUCTUKH;

3) MaTepHaIbHBIN OallaHC IS TPOU3BOJICTBA CEPHU TOTOBOTO MPOIYKTA;

1) ONMCAHUE XaPAKTEPUCTHK U CBOMCTB YIAKOBOYHBIX MATEPHAIIOB U YKYITOPOYHBIX CPEJCTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaTHIAIMs1) MPOIIECCOB U (UITN) UX OLEHKA;

) TpeboOBaHHMA K KadecTBY BCIIOMOTATENbHBIX BemlecTB (cepTudukar, crenupukanus Ha
BCIIOMOTI'aTEJIbHBIC BEIISCCTBA U UX 0OOCHOBAHME);

M) AHAJIUTUYCCKUEC MCTOJHKH, HCIIOJIB3YCMBIC npu OCYHIECTBJICHUN KOHTPOJIA KadyeCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) AOKYMEHTAJIBHOE TIOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIB3YEMBIX IIpHU
OCYHICCTBJICHNHN KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,
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0) I/IHq)OpMaI_II/IH 00 HCIOJB30BAHUU BCIIOMOTaTEIbLHBIX BCIICCTB 4YCIOBCYCCKOTO M JXHMBOTHOI'O
MMPOUCXOKIACHUA,

H) I/IH(bOpMaLII/ISI 00 HCII0JIB30BAaHMH HOBBIX BCIIOMOTaTEIbHBIX BCIIICCTB,

p) TpebOBaHMs K KayeCcTBY JICKQpPCTBEHHOTO Iperapara Jijlsi BETepUHAPHOTO MpUMeHeHus (cepTudukar,
cnenuguKanus Ha JIEKapCTBEHHBIN IIpernapar U uX 000CHOBaHHUE);

C) AHAIIUTUYCCKUEC METOJUKHN, UCIIOJB3YEMBIC ITPHU OCYHICCTBIICHUHN KOHTPOJIAA KAa4€CTBa JICKAPCTBECHHOI'O
Ipenapara 4Jjis1 BETCPUHAPHOT'O MPUMCHCHU A,

T) JOKYMCHTAJIBHOC TIOATBCPIKICHUC (BaJ'II/I,Z[aI_II/ISI) AHAIIUTUYCCKUX MCTOJUK, HCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJI Ka4€CTBA JICKAPCTBCHHOI'O IMpCTiapaTa AJId BETCPHUHAPHOI'O0 MIPUMCHCHU A,

y) IOKyMEHT, MOJATBEP:KIAOIIMI KayecTBO JIEKaPCTBEHHOI'O IpernapaTra TpeX NMPOMBIIUIEHHBIX Cepuit
(mpoTOKON aHanM3a WIKM cepTU(UKAT aHaIU3a), OJHA CepHUsl KOTOPOro JO0HKHA COBNAAATh ¢ cepuel oOpasia
JIEKapCTBEHHOTO Ipernapara, IoJaHHOr0 Ha PETUCTPALUIO;

&) xapakTepucTUKa MPUMECeH;

X) NEepCUYCHL CTAHAAPTHBIX o6pa3u013, HUCIIOJIb3YCMBIX TIpHU OCYIICCTBJIICHUU KOHTPOJIA Ka4dCCTBa
JICKAPCTBCHHOTI'O IIpCIiapaTta AJid BETCPUHAPHOTO IPUMCHCHUA

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomus IOKyMEHTa, cojaepXkamero WHGOpPMAIMo O HAIMYAM WId 00 OTCYTCTBUU (HaKTOB
pEerucTpanyy JIEKapCTBEHHOrO Mpernapara Juisi BETEPHUHAPHOIO IMPUMEHEHHs 3a npenenamu Poccuiickoi
denepauny;

11) cormacue B mHCbMEHHOH (opme, NMperyCMOTPEHHOE YacTbio 7 HACTOSILEH cTaTbM, B Cilydae
perucTpaIy BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIPENapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomug JOKyYMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM TMOpSAIKE U
HOJTBEPKJAIOLIET0 IIPABOMOYHOCTD 3asiBIICHHS O TOCYJapCTBEHHON pEerucTpaluy JIEKAPCTBEHHOTO IIpernapara
U1 BETEPUHAPHOT'O IPUMEHEHUS (IOBEPEHHOCTb ).

4. Ilpu mpoBEeNEHUH YCKOPEHHOH MpoLELyphl HKCIEPTU3bl JIEKAPCTBEHHOIO Ipemnapara Ul
BETEPUHAPHOIO MPUMEHEHHS B 1LEJIAX €ro TIOCYyJapCTBEHHOW pETUCTPALMU MOXKET IPENCTaBIATHCS
nHpoOpManys, NOJYYCHHAss NPU MPOBEACHUH KIMHUYECKHX HCCIEIOBAHUN JIEKAPCTBEHHOTO IIperapara u
OIyOJIMKOBAaHHAs B CIELUUAIM3UPOBAHHBIX TMEYATHBIX W3JIaHUSAX, a TakKe JOKYMEHTBI, COJepKalue
pe3yabTaThl UCCIEAOBAaHMS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara JUlsi BETEpUHApHOIrO
IIPUMEHEHUS.

5. Ha skcniepTu3y pa3nudHbIX JIGKAPCTBEHHBIX (DOPM OJHOTO M TOTO XK€ JICKApCTBEHHOTO Tpernapara Jijis
BETEPUHAPHOTO MPUMEHEHUS 3asIBUTEIb MPEACTABISAET OTIACIbHBIC 3asBJICHUS U PErMCTPALMOHHBIE JI0ChE HA
KXyl JeKapcTBeHHYI0 ¢opmy. Ilpu ycrmoBuHM OJHOBPEMEHHOW TMOJa4M HaA OKCHEPTH3Y OIHOU
JIEKapCTBEHHON (HOPMBI C PA3TMYHBIMU JO3UPOBKOM, KOHIICHTpAIMEH, 00bEMOM 3asiBUTEIh TPECTABIISCT
OJIHO 3asBJICHHE M PErMCTPALMOHHOE JOChE C NPHJIOKEHUEM MAKETOB YIIAKOBOK Ha KaXKIYH JT03UPOBKY,
KXY KOHIIEHTPALUIO, KK 00BEM U KaXKI0€ KOJIMYECTBO 103 B YIIAKOBKE.
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6. 3asBUTENb BOpaBE NPEACTaBUTH IO COOCTBEHHONM MHHULMATHBE BMECT€ C 3asBJICHHEM O
TrOCYJapCTBEHHOM PErucTpaluy JICKAPCTBEHHOI'O Ipenapara i BETEpUHAPHOIO IIPUMEHEHUS JOKYMEHTHI,
MOATBEPKIAOIIMUE YIIATy FOCYAapCTBEHHOM MMONUIMHBI U YKa3aHHbIE B IIYHKTE 7 4acTU 2 HACTOSIIEH CTAaThU.
B cnywae ux HempezacTaBiieHUsI COOTBETCTBYIOLINI YIIOJTHOMOYEHHBIN (hefiepanabHblii OpraH HCIOIHUTEIbHON
BJIACTH TpOBepsieT (akT yIIaThl 3asBUTENEM TOCYJapCTBEHHOM MOUUIMHBI MOCPEICTBOM HCIOJIb30BaHUS
UH(pOpMaLuu 00 yIulaTe rocy1apcTBEHHON MOLUINHBI, coepkalieiics B 'ocyqapcTBeHHOM HH(pOpMaIMOHHON
CHUCTEME O TOCYJApCTBEHHBIX M MYHULMNAJIBHBIX IUIATE)KaX, HA OCHOBAHUU IPENCTABICHHBIX 3asgBUTEIEM
KOIIMH TOKYMEHTOB, IIOATBEPKAAIOIIUX YIIIIATy I'OCYJapCTBEHHOM MOLIINHBL.

7. He pomyckaeTcst HWCHOJB30BAHME B KOMMEpPYECKHX LEIIX HHGOpMAIMM O pe3yibTaTax
JOKJIIMHUYECKUX HCCIIECOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIEIOBAaHUM JIeKapCTBEHHBIX
MpernapaToB JUIsl BETEPUHAPHOIO TNPUMEHEHUs, MPEICTABICHHON 3asBUTENIeM il TOCyAapCTBEHHON
perucTpanuy JIEKapcTBEHHBIX IpenapaToB, 0€3 €ro coriacus B TEYEHHUE LIECTHU JIET C JAaThl TOCYAapCTBEHHON
peructpanuu peepeHTHOro JIeKapcTBeHHOro npenapara B Poccuiickoit ®enepannu.

Cratba 18. lNMopgaya m paccmoTpeHume 3afBMEHUsI O roCyAapCTBEHHOW peruncrpauuu
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JIns rocyaapCTBEHHOM perucTpalnyy JeKapCTBEHHOrO Ipernapara il MEIUIUHCKOIO NpUMEHEHHUs
IOPUIMYECKOe JIMIO, JIeHCTBYIOIIEe B COOCTBEHHBIX HHTEpPEcax WM YIOJIHOMOYEHHOE IPEACTaBIATh
MHTEPECHl JIPYroro IOPUANYECKOTrO JIMIA U 3asBISIONICE JIGKAPCTBEHHBIH IMpemnapar Ha TOCyJapCTBEHHYIO
perucTpanuio (1ajgee B HACTOSIIECH CTaTbe - 3asBUTEIb), MPEICTABISET B YIMOJHOMOUYEHHBIN (heaeparbHbIi
OpraH WCIOJHUATEIFHOW BIIACTH, OCYIIECTBIIIONIMA TOCYJIapCTBEHHYIO PETHUCTPAIUIO JIEKAPCTBEHHBIX
IpenapaToB JUIsl MEIULMHCKOTO IPUMEHEHHUS, B 3JIEKTPOHHOM GopMe U Ha OyMa)KHOM HOCHUTEJIE 3asBJICHUE O
rOCYJJapCTBEHHON pEerucTpalyy JIEKapCTBEHHOro MpenapaTta il MEIUIMHCKOTO MPUMEHEHMs, a TakXke B
HOpSIZIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (ellepajbHbIM OpraHOM HCIOJHHUTENIbHON BIAcTH, B
9JIEKTpOHHON (hopMe M Ha OyMaKHOM HOCHUTENIE HEOOXOAWMBIE JOKYMEHTBI, M3 KOTOPBIX (hopMHUpyeTCs
PETUCTPAIIIOHHOE I0ChE Ha JIEKaPCTBEHHBIH Mperapar il MeIUIIHHCKOTO TIPUMEHEHUSI.

(dactp 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3agBiennu o FOCYHapCTBeHHOfI peructpanuy JICKAPCTBCHHOI'O IIpfliapara A MCEIUIUHCKOI'O
IMPUMCHCHUS YKa3bIBAOTCA:

1) HauMeHOBaHUe, aapec 3asBUTENS U MPOU3BOJUTENS JICKAPCTBEHHOTO MpenapaTa Ui MEAULIUHCKOTO
MPUMEHEHHS, CBEIEHUS 00 WX PEruCTpallii B KayeCTBE HAJOTOIUIATENbIIMKA B CTPAaHE PErucTpauuu (s
POCCHICKMX IOPHIUYECKUX JIHI - WACHTH(PHUKAIUOHHBIM HoMmep Hanoromirarensimka (MHH), s
WHOCTPAHHBIX IOPUAMYECKUX JIMIl - CTpaHa pErucTpalud, HaMMEHOBAaHHWE PETUCTPHUPYIOIIET0 OpraHa,
PErucTpaliiOHHBINA HOMEp, KO/ HAJIOrOIUIAaTEeNbIINKA B CTPaHe PErHCTpaluy (MHKOPIOPALMN) UIIH €r0 aHaJIor)
U aJipec MecTa OCYIIECTBJIEHHUS MPOU3BOJCTBA JEKAPCTBEHHOr0 MpenapaTa (B Cllyyae HaJIM4Ms HECKOJIBKHX
YYaCTHHUKOB TIpOLIECCa €ro MPOM3BOJCTBA HEOOXOAUMO YKa3aTh KaXKJAOTO YYAaCTHHKA B COOTBETCTBUHU C
OCYILECTBIISIEMOM CTaJNeil MPOU3BOJICTBA);

(n. 1 B pen. ®exnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMMEHOBAHHUE JIEKAPCTBEHHOTO IpernapaTta A MEIUIMHCKOrO MNpUMEHEHUs (MeXIyHapoaHOe
HEMaTeHTOBAaHHOE, WM I'PYNIUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMUS);

3) NEpCUCHDb ,I[Cf[CTByTOIlIHX U BCIIOMOI'aTCJIbHBIX BCHICCTB, BXOIANIUX B COCTAB JICKAPCTBECHHOI'O
npenapara i MCAUIUHCKOTO IPUMCHCHH A, C YKA3aHUEM KOJIMYCCTBA KAXKI0I'0 U3 HUX;
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4) JICKApCTBCHHAs Q)opMa, AO3UPOBKa, CIIOCOOBI BBCACHHUA U TPUMCHCHHA, CPOK TOJHOCTHU
JICKAPCTBCHHOTO IIpCIiapaTa JJIsI MCAUITUHCKOT'O MPUMCHCHU A,

5) dapmakoTepaneBTHUecKas TpyMMa, KOJ aHATOMO-TEPANEBTUYCCKO-XMMHUYECKON KIacCHU(pUKAIUY,
PEKOMEHIOBAaHHOW BceMHupHOU OpraHu3anuen 3paBOOXpPaHEHHUs], 3asBIISIEMbIE MOKa3aHUs Il TPUMEHEHUS
JIEKapCTBEHHOr0 Ipenapara Jyisi MEUIIMHCKOTO IPUMEHECHUS;

6) OTCYTCTBHE HEOOXOJIMMOCTH IMPEJOCTABJICHHS OTYETAa O pe3yJibTaTax KIMHHYECKOTO HCCIICIOBAaHMS,
UCCIIEIOBaHMsI OMOSKBHBAJIIEHTHOCTU JIEKAPCTBEHHOTO TIperapara, pa3pelieHHOro s METUIIMHCKOTO
npuMmenenus B Poccuiickoit denepanuu 6osee nBagaTH JET, ¢ yKa3aHHEM HOPMATUBHBIX MPABOBHIX aKTOB,
MOJATBEPKIAFOIIMX JAHHBINA CPOK ITPUMEHEHUS,

7) HEOOXOAMMOCTH O0OPMIICHHSI pa3pelieHuss Ha BBO3 B Poccuiickyio denepannto KOHKPETHON MapTUU
3apETUCTPUPOBAHHBIX W (WJIM) HE3apEeTHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, MPEIHA3HAYCHHBIX IS
IIPOBEICHMS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B LIEJISIX TOCYJAPCTBEHHOM PErUCTPALINH;

8) HEOOXOMUMOCTh TPOBEIEHHS JKCIEPTH3bl JOKYMEHTOB, TPEJICTABICHHBIX JIJIS OIPEISICHUS
BO3MOXKHOCTH pacCMaTpUBaTh JIGKAPCTBEHHBIM Tpermapar i  MEIWIIMHCKOTO TPUMEHCHHS TIpU
OCYIICCTBIICHHH TOCYIaPCTBEHHON PETUCTPALMK B Ka4eCTBE OP(PAHHOTO JICKAPCTBEHHOT'O MperapaTa;

9) He0OX0IMMOCTh MPUMEHEHHS] YCKOPEHHON MPOLIEYpPhl 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B IIENIAX
rOCyJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

10) xonuu JOKYMEHTOB, MMOATBEPKAAIOIINX YIUIATy TOCYJaPCTBEHHOM MOITNHBL:

a) 3a TMPOBENCHUE OKCIEPTH3bl JOKYMEHTOB, MPEACTABIECHHBIX [UISI OMNPEAENEHUS BO3MOXXHOCTH
paccMaTpuBaTh JIGKAPCTBEHHBINM Mpenapar Juisi MEIUWLUMHCKOTO MPUMEHEHHUS TMIPU  OCYIIECTBICHUU
TOCy/apCTBEHHOW PETUCTPAIIMU B Ka4ecTBe OP(PAHHOTO JICKAPCTBEHHOTO Mpenapara;

0) 3a mNpoBEeAECHHE DSKCIEPTH3bl KauecTBa JIEKAPCTBEHHOIO CpEICTBA U SKCIEPTU3bl OTHOLICHUS
OXKHJaeMON MOJb3bl K BO3MOKHOMY PHMCKY IHPHUMEHEHHUS JIEKapCTBEHHOI'O Nperapara, pa3pelieHHOro Ui
MeAMIMHCKOrOo TpumMeHeHuss B Poccuiickoit ®enepanuu Oosiee nABaaUATH JET, HPHU OCYIIECTBICHUU
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpenapara;

B) 3a MPOBEAECHUE OKCIEPTHU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U OKCIEPTH3bl OTHOLICHUS
0’KMJIa€MOM II0JIB3bl K BO3MOXXHOMY DPHUCKY IPHMEHEHHS JICKaPCTBEHHOIO IIpernapara Uisi MEIULMHCKOTO
IIPUMEHEHHUS IIPU €r0 FOCYJapCTBEHHOM PErUCTPALHY;

I) 32 NOpPOBEJCHHE OSKCHEePTU3bl KayecTBa JIEKAPCTBEHHOTO CpPEACTBA W OKCIEPTHU3bl OTHOILICHUS
OKU/IaeMOH TOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOI'O IpemnapaTta i MEIULMHCKOTO
NPUMEHEHHUs, B OTHOLIEHHMM KOTOPOIO IPOBEAECHBI MEXIYHAPOJHBIE MHOTIOLEHTPOBbIE KIMHUYECKUE
HCCIIEIOBaHMUs, 4YacTb U3 KOTOpBIX TIpoBeneHa B Poccuiickoil ®enepanuu, Ipu  OCYLIECTBICHUU
roCy/1apCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Ipenapara;

11) wHamuuyume coryiacusi TPOU3BOAUTENS JIEKAPCTBEHHOTO TMperapara, IPOU3BOJCTBO KOTOPOTO
OCYIIIECTBIsICTCS 3a npenaenamMu Poccuiickoit @enepanuu, Ha NPOBEICHUE UHCIIEKTUPOBAHUS TPOU3BOIUTEIS
Ha COOTBETCTBHUE TPeOOBAHUSM IMPABHII HAJUICKAIEH TPOU3BOACTBEHHOMN MPAKTHUKH;

12) nanuyue coryacusi, MpeIyCMOTPEHHOr0 YacThio 18 HacTosAIIeH cTaThbu;
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13) ykazaHue BUAA JIEKAPCTBEHHOrO Mpernapara, MPeJCTaBICHHOTO Ha peructpanuio (pedepeHTHbIN
JIeKapCTBEHHBIM MpenapaT, BOCIIPOU3BEICHHBIN JIGKAPCTBEHHBIN Ipenapar, OMOJOrMYECKUH JIeKapCTBEHHBIN
npemnapar, OWOaHANOTOBBIM (OMOMOMOOHBIN) JEeKapCTBEHHBIH mpenapar (OMoaHanor), TOMeOoNmaTHYeCKUn
JIeKapCTBEHHBIH Mpenapar, JIEKapCTBEHHBIM pacTUTEIbHBIN Ipenapar).

(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrpanvoHHoe [ockeé Ha JIEKapCTBEHHBIM Ipemapar Jais MEAMLUHCKOrO IpPUMEHEHHUs
npeaocTaBisieTcs B (hopMe 0OLIEro TEXHUYECKOT0 TI0KyMEHTA.
(uactb 3 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTAallMM aIMUHUCTPATUBHOTO XapaKTepa BKIIOYACT B CeOA:

1) 3asgBieHHME O TOCYIAapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOIO IpernapaTta Uisl MEIUILMHCKOTO
MIPUMEHEHHUS B AIEKTPOHHOU (hopMe U Ha OyMa)kHOM HOCHUTEIIE;

2) KOITMIO JOKYMCHTA Ha PYCCKOM S3BIKE, 3aBEPCHHOI'O B YCTAHOBJICHHOM IMOPAAKE W IMIOATBCPKAAIOLICTO
IIPAaBOMOYHOCTb 3asdBUTCIIA IMOAAaBATh 3adBJICHHUEC O rOCYﬂapCTBeHHOﬁ peructpanuu JICKapCTBEHHOI'O
npenapara it MCAUIUHCKOTO ITIPUMCHCHUA A (HOBCpCHHOCTB);

3) KOIIMIO JIMOCH3WKW Ha TIMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIMUI 3aKIOYCHHUA O
COOTBETCTBHUHU MMPONU3BOAUTCIIA JICKApPCTBCHHBIX CpCacCTB Tp€6OBaHI/IﬂM mpaBujI Hazmemameﬁ
HpOI/ISBO)ICTBeHHOI\/'I MPAaKTUKH, BBIJAHHBIX YIIOJIHOMOYCHHBIM Q)eﬂepaﬂbHBIM Oopranom HUCIIOTHUTETbHOHN
BIaCTH B OTHOLICHUH IPOU3BOJCTBEHHOH IIIOMAAKH PETHCTPUPYEMOro JIEKapCTBEHHOTO IIperapaTa, B
clly4ae, eCJIM IIPOU3BOJICTBO JISKAPCTBEHHOTO MpernapaTa ocymecTisieTcs B Poccuiickoit denepanum;

(B pen. ®enepanbuoro 3akoHa oT 04.06.2018 N 140-D3)

4) KOIMIO BBIIAHHOM YIIOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTEINS JIMUEH3UN Ha MPOU3BOACTBO
JIEKapCTBEHHOTI'0 IIperapaTa 1 €€ MepeBoJl Ha PyCCKUM SA3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IMOPSIIKE, a TAKKE
KOIIMIO 3aKJIIOYCHUA O COOTBETCTBUU MPOU3ZBOAUTECIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I${M ImpaBuI
Ha/JIeXKalleld MPOU3BOJICTBEHHOM NPAKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM OpPraHoM
UCTIOTHUTENFHOM BJIACTH B OTHOIIEHUW MPOU3BOJCTBEHHOW IUIOUIAJKH PETUCTPUPYEMOTO JIEKApCTBEHHOTO
npernapara, WM KOMHIO PEHICHUS YIMOJIHOMOYEHHOTo (elepajlbHOro OpraHa HCIHOJIHUTEIBHOW BIIACTH O
IIPOBEJICHUN WHCIEKTUPOBAHUS IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB, B Cllyyae, €CJIM NPOU3BOACTBO
JIEKapCTBEHHOI'0 IIpenapaTa OCyIIEeCTBIsETCS 3a npeaenamMmu Pocculickoit @enepanuu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5) HpOEeKT MHCTPYKIUHU MO MEAULMHCKOMY MPUMEHEHHIO JIEKApCTBEHHOIO IperapaTa, cojaepikaiieit
CIEyIOIINe CBEJCHHUS:

a) HaMMEHOBaHME JICKAPCTBEHHOTO Mpemapata  (MEXIYHAapOJHOE  HEMaTeHTOBAHHOE, WU
IPYyIIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nexapcTBeHHass (opMa C yKa3aHHEM HAaUMEHOBAHUN M KOJWYECTBEHHOT'O COCTaBa JCHCTBYIOIINX
BCIIIECTB N KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIIbHBIX BCIICCTB (HpI/I HGO6X0}II/IMOCTI/I KOJIMYECTBCHHOT'O
COCTaBa BCIIOMOTaTEJIbHBIX BEIIECTB);

B) OINMMCAHUC BHCIIHET'O BUAA JICKAPCTBCHHOI'O IIpCIiapara Ak MCAULUHCKOTO IIPUMCEHCHU S,

r) GU3NKO-XMMHYECKHE CBOMCTBA (1 paguodapMalieBTHIECKUX JIeKapCTBEHHbBIX IPEnapaToB);
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(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) GapmakoTepaneBTHUECKas IpyMa, Ko JeKapCTBEHHOI0 Ipenapara Al MEeAULUHCKOTO TPUMEHEHHS
[0 aHATOMO-TEPANEeBTUUYECKO-XUMHUYECKON KJIacCU(pUKAIUK, PeKOMEHJI0BaHHONH BcemupHoil opranuszaruein
3/paBOOXPAHEHUS, UM YKa3aHUE "'TOMEONaTUYECKUH JIEKapCTBEHHBIN Ipenapat”;

e) ¢dapmakonuHamMHuKa U (papMaKOKMHETHKa (32 HMCKIIOYeHHEM (DapMaKOKWHETHKH TOMEONaTHYECKUX
JIEKapCTBEHHBIX MTPEMapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENApaTOB);

) MMOKa3aHus Ui IPUMEHEHHUS;

3) IPOTUBOTOKA3aHUsI JIJIsl TPUMEHEHHUS;

1) MEpBI IPETOCTOPOKHOCTH IIPU TPUMEHEHNH;

K) YKa3aHH€ BO3MOXHOCTH U OCOOCHHOCTEH TNpPHUMEHEHHUs JIEKapCTBEHHOrO Tpenapara JUls
MEIUIIMHCKOTO MPUMEHEHHsI OEPEeMEHHBIMHU JKEHIIWHAMH, KCHIIMHAMHU B IIEPHOJI TPYTHOTO BCKAPMIIMBAHHUSA,
JE€TbMH, B3POCJIBIMHU, UMEIOIIUMHU XPOHUYECKUE 3a00JIeBaHUS;

J) PEeXUM JO3UPOBaHUS, CIIOCOOBI BBEACHHS U IMPUMEHEHUS, MPU HEOOXOIMMOCTH BpeMsl Ipuema
JIEKapCTBEHHOTO Tpernapara Ui MEIUIIMHCKOTO MPUMEHEHHS, TPOJOHKUTEILHOCTh JICUEHHUS, B TOM YUCIE Y

JIeTel 4O U IOCIe OJJHOTO roaa,

M) BO3MOJHBIC HCXKCIIATCIIBHBIC PCaKOWM IIPpHU NOPHUMCHCHUHM JICKAPCTBCHHOI'O IIp€riapara Ijid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY MPHU EPEJO3UPOBKE;
0) B3aHMOJICICTBHE C APYTUMHU JEKApPCTBEHHBIMH NpenapaTtaMu U (W) MUIIEBbIMU IPOAYKTAMU;
1) GOpMBI BHITyCKa JIEKAPCTBEHHOTO MIpenapara;

p) ykazanue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEeH JeiCTBHS JIEKapCTBEHHOTO IpemnapaTa JUls
MEUIIMHCKOTO IPUMEHEHHUSI IIPH IEPBOM IIPUEME WIIU IIPU €r0 OTMEHE;

c) onucaHue (Ipu HEoOXOOUMOCTH) IeWcTBUM Bpaua ((enpamepa) v (WIK) MalMEeHTa IPU MPOITyCKe
MpreMa OJHOM WJIM HECKOJIBKHX J03 JIEKAPCTBEHHOTO IIpernapara sl METUIIUHCKOTO PUMEHEHHUS;

T) BO3MOXHO€ BJIMAHUEC JICKAPCTBCHHOI'O IMpfriapaTta M1 MEAWIUWHCKOIO IIPHMMCHCHHA Ha CIIOCOOHOCTD
YHOpaBJIATb TPAHCIIOPTHBIMU CPEACTBAMU, MCXAHU3MAMU,

y) CpPOK I'OJAHOCTH U YKa3aHHUC Ha 3allPpCT NPHUMCHCHUS JICKAPCTBCHHOI'O IIpCIliapaTa Njid MCAUIUHCKOTO
MNPHUMCHCHUA 11O UCTCUCHUHN CPOKA I'OJHOCTH;

&) ycrnoBus XpaHEeHHUS;

X) YKa3aHHe Ha HE0OXOJAUMOCTh XpaHEeHHUsI JIEKAPCTBEHHOTO Mpenapara Juisi MeIUIUHCKOTO IPUMEHEHUS
B MECTaX, HEIOCTYITHBIX JJIS ACTEH;

I_[) YKa3aHue (HpI/I H606XOI[I/IMOCTI/I) CIICHUAJIBHBIX MEp MNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX IMTPCTIApaTOB JJIsI MCAUIIMHCKOT'O IPUMCHCHU A,
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

4) yCJIOBUS OTIYCKa;

) HAUMCHOBAHMS W ajpeca MPOU3BOACTBEHHBIX IUIOMIANIOK TPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara;

) HAaUMEHOBAaHWE, aJ[peCc OpraHU3alUHd, YIOJHOMOYEHHON Jep)kaTejeM WIM  BJIaJAEIbLEM
PErUCTPAIIMOHHOTO YJOCTOBEPEHUS JICKAPCTBEHHOTO TMpernapaTta JUisl METUIIMHCKOTO TIPUMEHEHUs Ha
OPUHATHE IPETEH3UI OT MOTPEeOUTENs;

6) MHCTPYKIMIO MO MEAUIUHCKOMY HPUMEHEHHIO WM KpPaTKyH XapaKTepUCTHUKY JIEKapCTBEHHOI'O
Ipenapara, yTBEpKICHHbBIE B CTPAHE POU3BOAUTEINS;

7) IpOEKThl MAKETOB NEPBUYHOM YNAKOBKM M BTOPUYHOM YIAKOBKM JIEKAPCTBEHHOI'O IIpernapara Ul
MEJMLIUHCKOTO PUMEHEHMS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMM WJIM HOPMAaTHBHOI'O JOKYMEHTA Ha JIEKapCTBEHHBIN Ipenapar
JUISL METUITTHCKOTO MPUMEHEHHSI THO0 yKa3aHUE COOTBETCTBYIOLIEH (papMaKoIeiHOM CTaThy;

9) NOKyMEHT, cojaepkaliuii MHPOPMALUI0 O HAIMYMM WIM 00 OTCYTCTBUM (aKTOB pPETUCTpalUU
JIEKapCTBEHHOT'O Tpernapara Juis MEJUIIMHCKOro IPUMEHEHUS 3a nipeaenamu Poccuiickont denepaunu;

10) Komuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM TOpSAKE M TOATBEPXKAAOMUX (akT
perucTpalM JI€KapcTBEHHOIO Ipernapara B HWHOCTPaHHBIX TOCYAAapCTBaX B KayecTBE OpQaHHOIro
JIEKapCTBEHHOTO NIpenapara;

11) IIJIaH YIpaBJICHUSA PUCKAMH JJIA OMOJOrMYECKUX JICKApCTBCHHEBIX IIpEriapaToB A1 MCIUIHHCKOI'O
IMPUMCHCHUA,

12) nokymMeHT o cucteMe (QapmMakoHaa3opa JepXKareis WM BJaJeNiblla PErHCTPAIMOHHOTO
yIIOCTOBEPEHHS JICKAPCTBEHHOTO Mperapara;

13) nOKyMEHT, MOATBEPKIAIOLINII KauecTBO JIEKAPCTBEHHOTO Mpernapara TpeX MPOMBILIUIEHHBIX Cepuil
(MpOTOKON aHaNM3a WIKM cepTUPUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJKHA COBIAAATh C cepuel obpasua
JIEKapCTBEHHOI0 IIpenapara JUisi MEAMLUHCKOrO HPUMEHEHHs, MPEICTaBIEHHOIO0 Ha TIOCYJapCTBEHHYIO
pEerucTparnmio.

(uactb 4 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pazmen xwmuueckol, ¢apMameBTHYECKON M OHONOTMYECKOH JOKYMEHTAIlMM BKIIOYaeT B ce0s
JOKYMEHTBI, cojiepkariie HHPOpMaInio o (hapMareBTHISCKON CyOCTaHIINK U JIEKAPCTBEHHOM IperapaTe s

MCIUIUHCKOI'0 IPpUMECHCHUS, ITPOLECCE €0 NPOU3BOJACTBA U MCTOAaX KOHTPOJISA KaU4€CTBA, B TOM YHCJIC:

1) KonuIO0 JOKYMEHTA, COJep KaIIero ciaeayonlyo nupopmaiuio o hapmMaleBTHIeCKON CyOCTaHIIMK UITH
(hapmalneBTHUECKUX CYOCTAHIIUAX, BXOASIINX B COCTAaB JIEKAPCTBEHHOTO MIpernapara:

a) HaMEHOBaHUeE (apMalleBTUYECKON CyOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;
0) HaMMEHOBAHUE U aJPEC IPOU3BOAUTEILS;

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpoOnU3BOACTBA W METOJOB KOHTPOJI Ha BCCX
CTagudgX IMPONU3BOACTBA,
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T') OMKCaHue Pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

1) OITUCaHKNE KOHTPOJIS KPUTUYECKUX CTAIHI MPOU3BOJICTBA U MPOMEKYTOYHON MPOAYKIIHH;
€) IOKyMEHTaJIbHOE MOJTBEPKACHHUE (BAJIUIALIKA) TPOLIECCOB U (MJIM) UX OLICHKA;

) CBOMCTBA M CTPYKTypa JICUCTBYIOIINX BEIIECTB;

3) XapaKTEPUCTHKA TPUMECEH;

1) cnenudukanus Ha GapMaleBTHUECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHE,

K) aHAJIUTHYECKHE METOAWKH, HCIOJNb3yeMble TPM  OCYIIECTBICHWH KOHTPOJIS  KadecTBa
(apMareBTHUECKON CyOCTaHINH;

J) JOKYMEHTaJIbHOE NOJITBEP)KIEHUE (BaMUAALNS) AHAIUTUYECKUX METOJUK, HCIOJIb3YEMBIX IHpHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMaleBTUUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAIM3a CEPHI (hapMarleBTUIECKON CyOCTaHIINH,

H) MNEePCUCHb CTAHAAPTHBIX O6pa?>I_IOB WM BEIIECTB, HUCIIOJB3YEMBIX IIPHU OCYHICCTBICHHHN KOHTPOJIA
Ka4dyCCTBa,

0) OIMCaHME XapaKTEPUCTHUK U CBOMCTB YIAKOBOYHBIX MaT€PHAJIOB U YKYIOPOUHBIX CPE/CTB;
1) JaHHbIE O CTAOMIBHOCTH (hapMalEBTHUECKON CyOCTaHITNH;
P) CPOK FOJTHOCTH;

2) DOKYMEHT, CoJepallluil CIeAyIOIIMe CBEICHUS O JIEKAPCTBEHHOM IIpenapare Ui MEAMLUHCKOTO
IPUMEHEHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCIiapaTta A MECAULUHCKOTO ITPUMCEHCHU S,

0) onucanue (hapMaleBTHUECKON pa3paboTku (000CHOBaHUE BHIOOpA COCTaBa, MEPBUYHON YIMAKOBKH U
HHOTO);

B) TEXHOJIOTHA IPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpon3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTagudgX IMMPONU3BOACTBA,

I') OMKMCAaHKUE KOHTPOJIS KPUTUUECKUX CTaJUN Mpolecca MPOU3BOICTBA U MPOMEKYTOUYHOM MTPOIYKIIHUH;

1) HaMMEHOBAaHHE W aJ[pec MeCTa OCYIIECTBJICHHS MPOU3BOJCTBA JIEKAPCTBEHHOIO Mperapara ais
MEIUIIMHCKOTO TIpUMEHEHHusi (B clyuyae HaJWuds HECKOJbKHX YYaCTHUKOB IIpollecca IPOU3BOJCTBA
HE00XO0IMMO yKa3aTh KaKIOTO U3 HUX);

e) bapmareBTHYECKas] COBMECTUMOCTB;

) MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;
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3) MaTepuaIbHbII OaaHC U1 MPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;
1) OIMCaHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BalM1alus) POLIECCOB IPOU3BOCTBA U (WJIN) UX OLICHKA;

J) TpeOOBaHWS K KAdeCTBY BCIIOMOTATENBHBIX BemIeCTB (cepTudukar, cnenuduranus Ha
BCIIOMOTaTeNIbHbIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAJIUTUYCCKHUC MCTOIHMKHU, HCIIOJIB3YyEMbIC Ipu OCYHIECTBJICHUN KOHTPOJIA KadecTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) AOKYMCHTAJIBHOC TIIOATBCPIKIACHUC (BaHI/I,Z[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIHOJB3YCMbBIX IIpU
OCYHICCTBJICHNHN KOHTPOJII Ka4€CTBA BCIIOMOI'aTCIIbHBIX BEIICCTB,

O) I/IH(l)OpMaIII/ISI 00 HCIIOIL30BAaHUU BCIIOMOTaTEIbHBIX BCIICCTB YCJIOBCYCCKOIO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

H) HH(bOpMaHI/IH 00 UCIIOJIb30BAaHUHU HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeOOBaHUS K KAaueCTBY JIEKapCTBEHHOT'O Mpenapara i MeIUIMHCKOro IpuMeHeHus (cepTudukar,
cnienr(UKanus Ha JJEeKapCTBEHHBIN MpenapaTt 1 uX 000CHOBaHME);

C) AHAIIUTUYCCKUC METOJAUKH, UCITIOJIB3YCMBIC ITPHU OCYHICCTBJIICHUU KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O
npemnapara il MEAUIUHCKOTIO IIPUMCHCHMA

T) JOKyMEHTAJbHOE TMOATBEpXkACHHUE (BaluIalus) aHATUTHUYECKMX METOJUK, HUCIOJIb3YEMBIX MpHU
OCYILECTBIEHUN KOHTPOJIA Ka4eCTBa JIEKApCTBEHHOI'O Mpernapara i1 MEIULUHCKOrO IIPUMEHEHUS;

y) pe3yibTaThl aHAJTU30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAULIMHCKOTO PUMEHEHHUS;
&) xapakTepucTHKa pumMeceii;

X) TEepeyYeHb CTAaHAAPTHBIX O00pa3IOB, HCHOJIB3YEMBIX IPH OCYLIECTBICHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOTO IPUMEHEHMS;

I1) TaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tperapara Jisi MeIUIIMHCKOTO TPUMEHEHUSI.
(dgactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pa3gen QapmMakoJOoruueckoi, TOKCHKOJIOTMYECKOH TOKYMEHTALMU BKIIOYAeT B ceOs OTYETHl O
pe3yapTaTax JOKIMHUYECKUX HUCCIEHOBAaHUN JIEKAPCTBEHHOI'O CPEACTBA I MEAMIIMHCKOIO IPUMECHEHUS, B
TOM YHUCIIE:

1) otder o papMakOAMHAMHUECKUX UCCIIETOBAHMSIX;

2) ot4eT 0 (hapMaKOKHHETHICCKUX MCCIICIOBAHUSIX;

3) OTY4ET O TOKCUKOJIOTHYECKUX MCCIICIOBAHUSIX.
(dacts 6 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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7. Paznen KIMHUYECKOM AOKYMCHTAIlMU BKJIIOYAaCT B ce0s1 OTYETHI O pe3yjibTaTax KIIMHUYCCKUX
HCCIIeJOBaHU JICKAPCTBCHHOTO IIpcIiapaTa AJIsI MCAUIITMHCKOT'O IPUMCHCHUA, B TOM YHUCJIC!

1) otuersl 00 WCCIeNOBaHHUAX OHOAOCTYIHOCTH UM  OMOPKBHUBAJICHTHOCTH, HCCJIECIOBAHUSAX,
YCTAHABJIMBAIOLIUX KOPPEISALUIO PE3YIbTAaTOB, OJYUYEHHBIX B YCIOBHSX 1n Vitro u in vivo;

2) oT4eTHI 0 (hapMAKOKMHETHUECKUX UCCIIEOBAHUSX;
3) otueTsl 0 (papMaKOAMHAMUYECKUX UCCIIEIOBAHUIX;
4) OTUeTHI O KIIMHUYECKUX HUCCIIeI0BaHUAX (D (PeKTUBHOCTH U 0€30MaCHOCTH;

5) OTYET O MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHHS (TP HAJTMYUN ).
(uactb 7 BBennena denepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HH(pOpPMAIHMH, TIPEIOCTABIIEMON B COCTaBE PETHCTPAIIMIOHHOTO TOCHE, IS
OTIENBHBIX BHWJOB JIEKAPCTBEHHBIX MIPEMapaToB JUIsi MEAWIIMHCKOTO TPUMEHEHUS YCTaHABIMBAIOTCS
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

(uacts 8 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9. B OTHOUIEHMM JIEKAPCTBEHHBIX IPENApaTOB, Pa3pEIICHHBIX I MEIUIMHCKOTO INPUMEHEHMS B
Poccuiickoit ®enepauuu Oosiee aBaguaTH JeT (32 MCKIIOYEHHEM OWOJOTHYECKUX JIEKapCTBEHHBIX
IpenaparoB), JOMyCKaeTcs BKJIIOUCHHE B COCTaB pas3zena (apMaKoJIOTHUECKOH, TOKCHKOJIOTHYECKOM
JOKYMEHTallud W pasjiena KIMHUYECKOM [OKYMEHTallMd BMECTO OTdeTa pa3paboTdyMka O pe3yJbTaTax
COOCTBEHHBIX JIOKJIIMHUYECKUX HCCIEI0BAaHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKHX MCCIIEeOBAaHUN
JIEKapCTBEHHBIX IpEnapaToB i MEIMLIMHCKOrO0 NpUMEHEHus 0030pa HayuyHbBIX pPabOT O pe3yibTaTax
JNOKJIIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX CPEACTB M  KIMHUYECKMX MCCIEAOBAaHUN  JTAHHBIX
JIEKapCTBEHHBIX IIPENAPATOB, B TOM YHUCJIE BKJIFOUAS OIBIT UX MOCTPETUCTPALIMOHHOIO IPUMEHEHUSI.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

10. Ilpum rocynapCTBEHHOM pPErMCTpallMd BOCIHPOU3BEACHHBIX JIEKAPCTBEHHBIX NIPENapaTtoB JIs
MEIMIUHCKOIO TNPUMEHEHUs JIONyCKaeTcs BKJIIOYEHHWE B COCTaB paszgena  (hapMaxkoIoruyecKow,
TOKCHKOJIOIMYECKON TOKYMEHTALMHU U pa3ziesa KIMHUYECKON TOKYMEHTALlU BMECTO OT4eTa pa3paboTunka o
pe3ynbTaTax cOOCTBEHHBIX JOKIMHUYECKHX MCCIIEI0BaHUN JIEKapCTBEHHBIX CPEACTB 0030pa HAyYHBIX PaboT O
pe3ynbTaTax JOKIMHUYECKUX HCCIECIOBAHUM peepeHTHOro JIEKapCTBEHHOIO Ipernapara U IpeJCTaBICHUE
BMECTO KJIIMHUYECKUX MCCIEJ0BaHUNH B IIOJIHOM O0bEME, YCTAHOBJICHHOM pa3lesioM KIMHUYECKON
JOKYMEHTAllM{, OTd4eTa O pe3yJbTaTax HCCIeAOBaHUNH OMOPKBUBAJIEHTHOCTH  BOCIPOU3BEACHHOIO
JIEKapCTBEHHOI0 Ipenapara il MeIWUUHCKoro npumeHeHus. He tpeOyercss mpeacraBieHue oTdeTa O
pe3yibTaTtax McCiael0OBaHUH OMOIKBHBAJIEHTHOCTH BOCIPOU3BEICHHOTO JIEKApCTBEHHOTO Ipemapara Jis
MEJIULHUHCKOIO IIPUMEHEHUs, €CIIU PErUCTPUPYIOTCS BOCIPOU3BEACHHBIC JIEKAPCTBEHHBIEC IIPENapaTrhbl JIs
MEIULHUHCKOrO IPUMEHEHUS, KOTOPBIE:

1) mnpeaHasHaueHbl M1 MApEHTEPAIbHOIO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHUIJIa3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M IMPEJICTABISIIOT
co0oii BOJIHBIE PACTBOPBI;

2) npeAcTaBiIsIOT cO00M PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;

3) IMPOU3BCACHLI B (I)OpMe IOPOIIKOB NN J'II/IO(i)I/IJ'II/ISaTOB JJI IPUTOTOBJICHUSA paCTBOPOB;
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4) SABNSAIOTCS Ta3aMu;

5) SABIAIOTCA YUIHBIMM WJIM TJIA3HBIMU JIGKAPCTBEHHBIMU IpenapaTaMy, MpPOM3BEIEHHBIMH B (opme
BOJHBIX PACTBOPOB;

6) peTHa3HAYEHBI 11 MECTHOTO TPUMEHEHHS U IIPUTOTOBJICHHI B ()OpME BOIAHBIX PACTBOPOB;

7) TpeACTaBISAIOT COOOW BOJHBIE PACTBOPHI JIJISI MCIOJIB30BAaHUS B (POPME HHTAISIUN C TTOMOIIBIO
HeOyJal3epa WiIu B Ka4eCTBE Ha3aIbHBIX CIIPEEB, MPUMEHIEMBIX C TTIOMOIIBIO CXOAHBIX YCTPOMCTB.
(uactp 10 BBegena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. lna cnydaeB, yka3aHHBIX B yHKTax | - 3, 5 - 7 wactu 10 HacTosiel cTaTbu, BOCIPOU3BEACHHBIN
JIEKapCTBEHHBIN Ipenapar AJii MEIULIUHCKOTO MPUMEHEHHS JIOJDKEH COICPKATh TaKUe KE BCIIOMOTaTEIbHBIC
BEII[ECTBA B TAaKWX >K€ KOJMYECTBAX, KaK W pedepeHTHbIN JeKapCTBeHHBIM mpemapar. Ecnu cocraBbl
BCTIOMOTATEJIBHBIX BEIIECTB Pa3IUYalOTCsA, 3asBUTENIb JOJDKEH TMPEICTAaBUTh JOKa3aTeIbCTBa TOTO, YTO
WCITIOJIB3yEMbIC B JIAHHBIX KOHIICHTPAILIUSAX BCIIOMOTATEIbHBIC BEIIECTBA HE BIMSIOT HA OE30IAaCHOCTh U (HJIN)
3¢ (HeKTUBHOCTH JIEKAPCTBEHHOTO TperapaTa Jisi MeJUIIMHCKOTO MpUMeHeHUs. B ciydae, ecnu 3asBUTENb HE
MOXKET MPEJICTaBUTh TaKUE JIOKa3aTeIbCTBA M (MJIM) HE UMEET JOCTyNa K COOTBETCTBYIOIIMM JaHHBIM, OH
JIOJDKEH TPOBECTH COOTBETCTBYIOIIME HCCIEIOBAHUS JUISl JI0KA3aTEIbCTBA OTCYTCTBHSI BIIMSIHUSL Pa3HbIX
BCIIOMOTATEIIbHBIX BEIIECTB WJIM BCIOMOTATEIBHBIX YCTPOWCTB Ha Oe30macHOCTh M (Win) 3P(EeKTUBHOCTH
JIEKapCTBEHHOTO TIpemnapara JijIsi MEIUIIMHCKOTO TPUMEHEHHUS B TIOPSJIKE, YCTAHOBJICHHOM YITOJITHOMOYCHHBIM
(henepabHBIM OPTaHOM UCITOJIHUTEIILHON BIIACTH.

(uacts 11 BBengena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

12. TIpu rocynapcTBEHHOW perucTpanud KOMOMHAIMN paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
mpenaparoB I MEIULUMHCKOIO  IPUMEHEHHUS  JOIYyCKAaeTCsl  BKIIOYEHHE B COCTaB  pasjelia
(hapMaKoJIOTHIECKOH, TOKCHKOJIOTHYECKON TOKYMEHTAIUU M pa3jieia KIMHHMYECKOW JTOKYMEHTAIIMd BMECTO
oTyeTa pazpaboTyMKa O pe3ysibTaTaX COOCTBEHHBIX JOKJIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB
o030pa HayyHBIX pabOT O pe3yJibTaTax JIOKIMHUYECKUX HCCIeOBaHUI pedEepeHTHBIX JIEKapCTBEHHBIX
IpernapaToB, BXOJSIIIMX B COCTaB KOMOWHAIMK JIEKAPCTBEHHBIX MpenaparoB, U 00 OTCYTCTBHUH HUX
B3aMMOJICHCTBHSI B OJHOM JIEKapCTBEHHOM popme.

(uactp 12 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3sy pa3ivuHbIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO XK€ JEKapCTBEHHOI'O Ipernapara
JUISL MEAMIIMHCKOTO TIPUMEHEHUS 3asBUTENb MIPEJICTABISIET OT/IEIbHbIC 3asBJICHHS U PErHCTPAIlMOHHBIE JOChEe
Ha KaXIyl JieKapcTBeHHy ¢(opmy. Ilpu ycioBuM OAHOBpEeMEHHON MOAAud HA SKCIEPTU3Y OJHOH
JIEKapCTBEHHOM ()OPMBI C Pa3IMYHBIMHM JO3UPOBKOM, KOHIIEHTpAalMei, 00beMOM 3asBUTENb MPEACTaBISET
OJIHO 3asBJICHUE U PErMCTPALMOHHOE JO0ChE C NMPUIOKEHHUEM MAKETOB YMAKOBOK Ha KaXXIYH0 JO3HPOBKY,
KaX/TyI0 KOHLEHTPAIHIO, KaX/Iblii 00beM 1 KaXKJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW peructpanuu oOp¢haHHOTO JIEKAPCTBEHHOTO TIpermapara 3asBHUTEIb
npencTanisier uHGopMaluio, HeoOXoauMyro s (OpMUPOBAHUS pasliena KIMHUYECKON AOKyMEHTAIlUH, B
o0BbeMe, YCTAaHOBIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepalbHbIM OpTraHOM MCIIOTHUTENBHOM BIIACTH.

(dacts 14 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructparyu OMOJOTHYECKOTO JIEKAPCTBEHHOI'O Iperapara, MOJyYeHHOTO U3 KPOBH, IIa3Mbl
KpOBHM YEJIOBEKAa, B COCTaBE PETMCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIH MpemnapaTr s MEIULUHCKOIO
MIPUMEHEHHUS JOJIKHBI OBITh MPECTABIIEHBI JOTIOTHUTEIBHO:
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1) B pa3aene AOKyMEHTAIMH afMUHUCTPATUBHOTO XapakTepa JOKYMEHT, coAepxamuid nHOpMaIUIo 0
cyObekTax oOpalieHus: JOHOPCKON KPOBH U (MJIM) ee KOMIIOHEHTOB, O TOM, I'7ie Obljla OCYIIECTBICHA JIOHAIUS
(kpoBM M (MaM) TUIA3MBI KPOBM), a TaKKe JaHHbIE 00 WH(EKIMOHHBIX 3a00JEBAHUAX, MEPEAAIOLINXCS
MapeHTepAIbHBIM MMyTeM, HHPOpMAIIHs 0 CyObeKTax oOpamieHus: TOHOPCKOW KPOBH U (UJTH) €€ KOMIIOHEHTOB,
B OTHOUIEHHH KOTOPBIX OCYIIECTBISETCS KOHTPOJIb JOHOPCKON KPOBH U (MJIN) €€ KOMIIOHEHTOB;

2) B pazzenie XUMUYECKOH, papMarieBTHIECKON U OMOJIOTHYECKON JOKYMEHTAIUH:

a) KpUTEpUH M CIOCOOBI OTOOPA, TPAHCHOPTUPOBAHUS M XPAaHEHUsS JOHOPCKOM KpOBHM U (MIH) ee
KOMIIOHEHTOB;

0) pe3ynpTaThl MCCIEAOBAHMHA OTOOPAHHBIX JOHOPCKOW KPOBM M (MJIM) TUIa3Mbl KPOBU M IIYyJIOB Ha
HaJM4Yue BO30yauTenel nHPEKIi, BKIItoYast HHOOpMaIHio 00 MCIIOIb30BaHHBIX METOIMKAX UCCIIEAOBAHUNA 1
B CJyyae HCCIEJO0BaHUS IyJIOB IUIa3Mbl KPOBH Pe3yJIbTaThl JOKYMEHTAILHOTO MOATBEPKIACHUS (BaTuAAIINN)
UCIIOJIb30BaHHBIX METOIMK;

B) TEXHUYECKHE XAPAKTEPUCTHKH YINAKOBKHU il O0TOOpa JOHOPCKOW KpOBH M (MJIM) IJIa3Mbl KPOBH,
BKJIIOYast HHPOPMALIMIO 00 MCIIOJIb30BAaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.
(uactp 15 BBeneHa @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

16. Knunnyeckue ucciae0BaHus JIEKApCTBEHHOTO MpernapaTa il MEAUIIMHCKOTO TPUMEHEHUS B TEISIX
€ro TOCYJapCTBEHHOM peructpanuu npoBoasTca B Poccuiickoit denepanuu B MOPSAJKE, YCTAHOBICHHOM
cratbsiMu 38 - 44 nacrosimero denepanbHOro 3akoHa. OT4eT O MPOBEACHHBIX UCCIICIOBAHUAX BKJIKOYACTCS B
COCTaB pa3fena KIMHUYECKON JOKYMEHTALMH PETUCTPAIMOHHOIO J10Ch€ Ha JIEKAPCTBEHHBIM Ipenapar ajs
MEJIMLIUHCKOTO TpUMEHeHus. JlJig JIeKapCTBEHHBIX MPENnapaToB s MEAUIMHCKOTO TPUMEHEHHs, B
OTHOILIEHUU KOTOPBIX B PE3YJIbTaT€ SKCHEPTU3bl JOKYMEHTOB, NPEJICTABICHHBIX [JIsl OMNpEIEICHUs
BO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Npemapar il MEIUWIUHCKOTO TNPUMEHEHHS B KayeCTBE
opdaHHOTO JTEKapCTBEHHOTO MpernapaTa, Takasi BO3MOXXHOCTh IMTPU3HAHA M B OTHOIICHUH KOTOPBIX MTPOBEICHBI
KJIIMHAYECKHE HCCIEOBaHUs, BBINOJHEHHbIE 3a mpenenamu Poccuiickoii @exepannuu B COOTBETCTBUU C
npaBUJIaMU Hajuiexalield 1abopaTopHON MPaKTHUKKM W TMpaBWIAMM HaJJIeKalled KIMHHUYECKON MpPaKTHKH,
JIOTYCKAaeTCsl BKIIIOYEHHE B COCTAB pa3zelia KIMHUYECKOM JTOKYMEHTallud BMECTO OTYeTa O pe3ysbTaTax
KJIIMHUYECKUX HMCCIIEIOBAHUN JIEKApCTBEHHOTO Ipenapara JJigi MEAUIIMHCKOTO MPUMEHEHHUs], TPOBEICHHBIX B
Poccuiickoit @eaepanuun, oTyeTa 0 PE3yAbTATaX KIMHUYECKUX UCCIEIOBAHUM, BBIIIOJIHEHHBIX 3a MpeAeIamMu
Poccuiickoit deneparumn.

(dactp 16 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

17. 3asBuTeNnb BHpaBe NPEACTaBUTh IO COOCTBEHHONM WHHUIIMATUBE BMECTE€ C 3asABIEHUEM O
rOCy/apCTBEHHOW PEruCTpalyy JIEKAPCTBEHHOTO Mpenapara JUisi MEAMIMHCKOIO NPUMEHEHHS JOKYMEHTHI,
MOATBEPKAOLIME YIIJIATy TOCY/JapCTBEHHON NOLUIMHBI M yKa3aHHble B nyHKTe 10 uyactu 2 Hacrosiuen
cTaTbi. B ciyyae uX HempencTaBiIeHUs] COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIH (enepanbHblii  OpraH
WCIIOJIHUTENIBHON BJIAcTH MPOBEpsieT (PakT yIIaThl FOCYJapCTBEHHOM MOLUIMHBI 3asBUTEIEM MOCPEACTBOM
UCIIOJIb30BaHUs MHpopManuu 00 ymjare rocyapcTBEHHOW MOILIMHBI, cojepxaiieiica B ['ocynapcTBeHHON
UHQOPMALIMOHHOM CHCTeME O TOCYJapCTBEHHBIX W MYHHUIMIIAIbHBIX IUIaTeXkaX, Ha OCHOBAaHUU
MIPE/ICTABICHHBIX 3asBUTEIIEM KONIUI TOKyMEHTOB, IOATBEPKAAIOIINX YIUIATy FOCY1apCTBEHHON MOLUIMHBI.
(uactp 17 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18. He pgomyckaeTcsi WCIONB30BAaHUE B KOMMEPUECKHX IesiX HWHGOpPMAIMU O pe3yibTaTax
JTOKJIMHUYECKUX HCCIEOBAaHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIIECIOBAHUM JICKAPCTBEHHBIX
nopernapaToB Uil MEAMIMHCKOTO TPUMEHEHMsI, TPEACTAaBICHHONW 3asBUTENEM [UIsl TOCYJapCTBEHHOMN
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perucTpanmu JIeKapcTBEHHOIO MpenapaTa, 0e3 ero coriacusi B T€YEHUE LIECTH JIET ¢ JIaThl OCYAapCTBEHHON
peructpaiuu pedepeHTHOro JeKapcTBEHHOTro npenapara B Poccuiickoit deaepanuu.
(uactp 18 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. [epxarens WM BIajelel] PErHCTPALMIOHHOIO YJOCTOBEPEHMs JIEKAPCTBEHHOIO IIpernapara Ha
OMOTEXHOJIOTMUECKUA MM Op(daHHBIM JIeKApCTBEHHBIM IpemnapaT 00s3aH NPEJOCTaBIAThH HAa BO3ME3IHOMN
OCHOBE 00pa3lpl peQepeHTHOro JIEKapCTBEHHOI'O IIpernapara 3asBUTENAM JJI HPOBEAECHUS KIMHUYECKHX
uccnenoBaHuii. CTouMocTh 00pa3na pedepeHTHOro JIEKapCTBEHHOIO Ipernapara, BKIIOYEHHOTO B IepeueHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHWIIMX JICKAPCTBEHHBIX MpENaparoB, HE [JOJDKHA IPEBBIIIATH
3apEeTUCTPUPOBAHHYIO MPEACTbHYIO OTIYCKHYIO IIEeHY Ha pedepeHTHBIN JIEKapCTBEHHBIN Mpernapar Win HeHy
Ha JIEKapCTBEHHBIN MIpernapaT B CTpaHe MPOU3BOIUTEIS.

(uacth 19 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBieHUE O rOCYJapCTBEHHON PErucTpaluy BOCIPOU3BEACHHOIO JICKapCTBEHHOIO IpenapaTa JUls
MEIUIMHCKOIO IPUMEHEHUSI MOKET OBbITh OJJAHO B YIIOJIHOMOUYEHHBIN (eiepaabHbIil OpraH UCIOJHUTEIbHON
BJIACTH, OCYILIECTBIISIOIIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IIPENapaTroB, MO HCTEUECHUU
YeThlpex JIET C JaThl TOCYNapCTBEHHON PpEerucTpaluud peQepeHTHOro JIeKapCTBEHHOTO Iperapara B
Poccuiickoit deneparumn.

(uactp 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBneHHE O roCyJIapCTBEHHOM perucrpanuy OMOaHAJIOroBoro (6MONOJ00HOr0) JIEKAPCTBEHHOTO
npenapata (6MoaHajora) MOXeT ObITh MOJAHO B YHNOJHOMOYEHHBIH (hefiepabHbIi OpraH MCIOJHUTEIbHON
BJIACTH, OCYILIECTBIISIOIINNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IIPENapaTroB, MO0 HCTEUEHUU
TPEeX JIET C AaThl TOCYAAPCTBEHHOW pErucTpaniu peepeHTHOTo JEKapCTBEHHOro mpenapaTta B Poccuiickoit
denepauuu.

(uacts 21 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WIM BIAJEJell PErUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOro Ipernapara
NpeACTaBIsieT B YHOJIHOMOYEHHBIM (enepanbHblii OpraH MCIOJHUTEIbHON BIIACTH, OCYLIECTBISIOIIUI
(YHKIMU IO KOHTPOJIIO U HAA30pY B cepe 3apaBoOXpaHEHUs], OTUET MO pe3ybTataM (apMaKkoHaI30pa OUH
pa3 B LIECTb MECSLIEB B TEUEHHUE ABYX JIET IOCJIE TOCYIaPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO Mpernapara
B Pocculickoit @enepannn, €XXEroqHo B TEYEHUE MOCIEAYIOMMX TPEX JIET U B JAJIBHEUIIEM OJIHH pa3 B IATh
JIeT.

(dactp 22 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. lMpuHATHE pelweHUMA O BblAaye IKCNEePTHOMY YUYpeXAeHUK 3adaHus Ha
npoBeAeHMe 3KCNepTU3bl IeKapCTBEHHOro cpeacTBa
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necsatu pabouymx AHEH CO JHSA NPUHATHS 3asiBICHUS O TOCYAAPCTBEHHOM perucrpanuu
JIEKapCTBEHHOT'0 IpernapaTa COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTEIbHON
BJIACTH IPOBOJAUT IPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABHIBHOCTH O(QOPMIICHHS NpPEACTAaBICHHBIX
JOKYMEHTOB PETUCTPALIMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN IIpernapaT U INPUHMMAET PELICHHE O BblIaue
3aJlaHus Ha POBE/ICHUE:!

1) SKCHICPTU3BI AJOKYMCHTOB, MNPCACTABJICHHBIX JIA OMNPCACICHHNA BO3MOXHOCTH pacCMaTpHUBaTb
HeKapCTBCHHBIfI npenapar ajad MCEAUIMUMHCKOIO IPHUMCHCHHSA IIpU OCYIICCTBJICHUU FOCYHapCTBeHHOﬁ
perucTtpanuu B Kau€CTBC Opq)aHHOFO JICKApPCTBCHHOT'O IIpeIiapara;
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2) SKCHECPTU3BI JICKAPCTBCHHOI'O CPEACTBA B YaCTU 3KCHCPTU3bI KaUCCTBA JICKAPCTBCHHOI'O CPEACTBA U
OKCIICPTU3BI OTHOILICHUA 0XKHAAeMOH IIOJIB3bI K BO3MOXHOMY PUCKY IIPUMCHCHHUS JICKAPCTBCHHOT'O IIpCIiapaTta
AJIL MCAUIUHCKOTO ITPUMCHCHMU

3) SKCHCPTU3BI JICKAPCTBCHHOI'O CPEACTBA B YAaCTU 3KCICPTU3BI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTHU3bI OTHOIICHUA O}KH)IaeMOfI IMOJIB3bI K BO3BMOXXHOMY PUCKY NPUMCHCHUS JICKAPCTBCHHOI'O ITpCriapaTa
A1 MEAUITUHCKOTO IIPUMCHCHHS B IMOPAIKE YCKOpeHHOﬁ mpoucaAypshl SKCIIEPTU3BI JICKAPCTBECHHBIX CPECACTB B
COOTBETCTBHHM CO CTaThel 26 HaCTOoAImCTO d)ezlepaanoro 3dKOHa,

4) oKcmepTU3bl JIEKApPCTBEHHOTO CPEACTBA B  OTHOIICHWH JICKApPCTBEHHOIO —Iperapara  Juls
BETEPUHAPHOI'O IIPUMEHECHMUS.

2. YIIOTHOMOYEHHBIH (hefiepalibHbIN OpTaH UCTIONHUTENLHOW BJIACTH YBEJOMIISIET B DIIEKTPOHHOH (opme
WK Ha OyMa)KHOM HOCHTEJIE 3asiBUTENS U SKCIIEPTHOE YUPEXKIEHUE O TPUHATOM PELICHUH O BblIaue 3aJaHui
Ha MPOBEJCHHUE HKCIEPTH3, MPELyCMOTPEHHBIX YacThi0 | HACTOALIEH CTaThM, U B Cllyyae HEOOXOJUMOCTH O
BbIJlay€ pa3pelieHus Ha BBo3 B Pocculickyro @enepannio KOHKPETHON apTUH, CEPUU 3apETUCTPUPOBAHHBIX U
(M) HE3aperMCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B MPOBEACHUU MPETYyCMOTPEHHBIX
JKCIEPTU3 C YKa3aHUEM IIPUYMH TAKOTO OTKa3a.

3. B cnywyae BBISBICHHS OTCYTCTBHS WM HEJOCTOBEPHOCTH HH(OpMAIMK, coxepKaleincs B
MIpe/ICTaBJICHHBIX 3asBUTEIIEM JOKYMEHTaX, YIIOJIHOMOUYEHHBIN (erepabHbIi OpraH UCIOIHUTEILHON BIaCTH
HaNpaBIseT 3asABUTENIO 3ampoc 00 YTOUYHEHUH 3TOM uHopmanuu (Hanee - 3ampoc YMOTHOMOUYEHHOTO
(denepanbHOrO OpraHa HCIOJHUTENBHON BJIACTH), KOTOPBI MOXET OBITh MEepelaH YIOJIHOMOYEHHOMY
MIPEICTAaBUTENIO 3asBUTENS JIMYHO IIOJ PACIIMCKY, HAIIPABJIEH 10 MOYTE 3aKa3HbIM MMMCbMOM WM IEpelaH B
JJIEKTPOHHON (opMe MO TEJICeKOMMYHHMKALMOHHBIM KaHalaM CBsI3W. B cilyuae HampaBieHHs 3ampoca
YIIOJITHOMOYEHHOTO (e/lepaIbHOTO OpraHa HWCIOJHHUTENBHOW BIIACTH TIO IOYTE 3aKa3HBIM NHCHMOM OH
CUMTAETCS MOJYYEHHBIM MO0 UCTEYEHUH IIECTH JHEH ¢ AaThl HANpaBJICHUs 3aKa3HOTO MHUChMa.

4. 3asBurtenb oO0s3aH MPEJCTaBUTh OTBET Ha 3alpoC YMOJIHOMOUYEHHOro (¢eaepaibHOro oOpraHa
UCTIOTHUTENFHOM BIACTU B CPOK, HE MPEBBIMIAIONINN JeBSHOCTA pabodnx IHEH co AHA ero nonyudeHus. Cpok,
yKa3aHHBIM B 4yacTh | HacTosmieil cTaThbu, MPUOCTAHABIMBAETCS CO JHS HAIMpaBIEHUS 3asBUTEIIO 3ampoca
YIOJTHOMOYEHHOTO  ()eAepalbHOrO OpraHa HWCIOJHUTEIHHOW BIACTH N0 JHSA I[OJNYYCHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OPTaHU3alUY SKCIIEPTHU3, MPEAYCMOTPEHHBIX YacThi0 | HacTosIIeH cTaThy,
ABISIETCA TPEACTaBICHUE HEOOXOAMMBIX MJsl MPOBEACHUS NPEAYCMOTPEHHBIX HSKCHEPTH3 JIOKYMEHTOB B
HEMOJIHOM 00beMe WM HEeNpeJCTaBIeHHE 3asBUTENIEM B YCTAaHOBJIEHHBIH CpPOK OTBETa Ha 3alpoc
YIOJIHOMOYEHHOTO (pe/IepaibHOr0 OpraHa UCIOJHUTEIbHON BIACTH, a TAKXKE MPEACTaBICHNE JOKYMEHTOB, HE
COJIepKAIMX UCUEPITBIBAIONIETO MEePEYHs] HEOOXOIMMBIX CBEICHUIA.

Cratba 20. OJkcnepTusa [OKYMEHTOB, TMpeAcCTaBrieHHbIX Ans  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTb NeKapCTBEHHbIN npenapaTt ANs MeAULMHCKOro npuMeHeHus
npu ocyuiecTtBrieHnm rocyp,apCTBeHHoﬁ pernctpauuvm B Ka4yecTtBe Op(ﬁbaHHOI'O
NleKapCTBEHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KcnepT1/13a JOKYMCHTOB, IMPEACTABJIICHHBIX JJIA ONPCACICHNA BO3MOXHOCTU pacCMaTpuBaTh
HeKapCTBCHHBIfI npenapar ajad MCEAUIMUMHCKOIO IPHUMCHCHHSA IIpU OCYIICCTBJICHUU FOCYHapCTBeHHOﬁ
perucrpanuun B Ka4d€CTBC Op(l)aHHOFO JICKApCTBCHHOT'O IIpfIiapaTra, COCTABJIICHUC KOMHUCCHEH 9KCIICPTOB
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3aKJIIOYEHUST O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM Mpemapar ams
MEJHUIIMHCKOTO TPUMEHEHUS! MPHU OCYIIECTBICHUU TOCYAapCTBEHHOW PErHCTpallii B KauecTBe Op(aHHOTO
JICKapCTBEHHOTO Tperiapara U HalpaBlieHUE JaHHOTO 3aKIIOYCHHS B YIOJHOMOYCHHBIN (eepabHBIN OpraH
WCTIOTHUTEJIBHOW BIIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIMAIOMIANA TPUALIATH PadOUYUX ITHEW CO JIHA
TIOJTYYEHUS SKCIIEPTHBIM YUPESXKICHUEM 3aJaHusl YIIOJTHOMOUYEHHOTO (helepaibHOTO OpTraHa UCTIOTHUTEIHHOU
BJIACTH M B JJICKTPOHHOUW (hopme mim Ha OYMa)KHBIX HOCUTEISIX HEOOXOAMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkrtax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosmero deaepaibHOro 3aKOHa.

2. JIOKyMEHTBI, COJEp)Kalluecsi B PpErucTpalMiOHHOM JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar u
MIOCTYIUBLINE HA OYMa)KHbIX HOCUTEISIX B AKCIIEPTHOE YUPEXKIECHUE JJIs1 OCYIIECTBICHUS X dKCIIEPTU3bI AJIs
orpezeNeHus] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npemnapar Uil MEIULIUHCKOTO NMPUMEHEHHUS B
KauecTBe Op(aHHOrO JIEKAPCTBEHHOrO IMpernapara, MoJyUIeskaT BO3BpaTy B YIOJHOMOYEHHBIN (enepaibHbIN
OpraH MCIIOJIHUTEIbHOMN BJIACTH OJIHOBPEMEHHO C 3aKJIIOYEHUSMHU COOTBETCTBYIOLIUX 3KCIIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaThb JIeKapCTBEHHbIA NpenapaTt npu
OCYyLLEeCTBJIEHUN FOCyAapCTBEHHOW perncrpaumm B KayecTBe opdaHHOro rieKapCTBEHHOro
npenapara

(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. B cpok, He TpeBbIIAOIINN ATH PabouuX AHEH cO AHS MOTYUYSHHs 3aKII0YEHHS, YKa3aHHOTO B YaCTH
1 crateu 20 Hactosmero denepasbHOrO 3aKOHA, YHOJIHOMOYEHHBIM (eepalabHbIil OpraH MCIOJHUTEIHHON
BJIACTHU OCYILECTBIISIET OLIEHKY IOJIyYEHHOI'O 3aKJIIOUEHHUS JUIS ONPEIENICHUSI €ro COOTBETCTBUS 3aJaHMIO Ha
MPOBEICHUE COOTBETCTBYIOIICH AKCHEPTH3bI W YBEJOMIISIET 3asBUTENSI B DIIEKTPOHHOH (opMe WM Ha
OyMa)XHOM HOCHUTENIE O pe3yJbTaTax IPOBEACHHON HKCIEPTU3bl C MPHIOKEHHUEM KOMHUU DSKCIEPTHOTO
3aKJII0YeHUsl (C COXpaHEHHEM KOH(MUICHIMATIbHOCTH HH(OPMAIMU O COCTaBE SKCIEPTHOW KOMHUCCHH) U O
BO3MOXXKHOCTH WJIM HEBO3MOXKHOCTH pPacCMaTpUBATh JIGKAPCTBEHHBIM Mpenapar Aias MEeTUIIMHCKOTO
NPUMEHEHHS TPU OCYIIECTBICHUU T'OCYJapCTBEHHON perucTpanuu B KauecTBe Op(aHHOIro JIEKapCTBEHHOTO
npemnapara.

2. Ilpu BbIHECEHNH KOMUCCHEN IKCIEPTOB 3aKIOYEHHSI O BOZMOXKHOCTH paccMaTpUBATh JIEKaPCTBEHHBIN
npemnapat Ay MEANLIUHCKOTO MPUMEHECHUA NIPHU OCYHICCTBICHUN FOCYJIapCTBeHHOﬁ PErucTpanii B Ka4€CTBC
ophaHHOI0 JIEKAPCTBEHHOr'0 MpernapaTra yHOJIHOMOUYEHHBIN (enepanabHblil OpraH MCHOJIHUTENIBHONW BIIACTH B
CpPOK, HE MPEBBIIIAIONINHI MATH pabounX JHEW O IHS MOJyUYeHUs JaHHOTO 3aKJII0YEHUs, IPUHUMAET pelIeHue
O BBIJAY€ 33JaHHUA HA IPOBEACHHUE DKCIIEPTH3bl KAuyeCcTBAa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bI
OTHOLICHUA O)KHI[aeMOfI MOJIb3bl K BO3MOKHOMY PUCKY IMMPUMCHCHUA JICKAPCTBCHHOI'O mpfcrapara Iajd
MCIUIUHCKOI'0 IMPUMCHCHHUA B MOPAIAKE yCKOpGHHOfI nmpoucaypbl 3KCICPTU3BI JICKAPCTBCHHOI'O CPpEACTBa B
COOTBETCTBHUU CO CTaTbel 26 HacTosAmero eaeparbHOro 3aK0Ha.

3. B cioywyae npuHATHS pelIEHMS O HEBO3MOXKHOCTHM pPacCMaTpHUBaTh JIEKAPCTBEHHBIM Mpemnapar Jis
MEIUIMHCKOIO MPUMEHEHHs MPHU TOCyJapCTBEHHON perucTpaluy B KayecTBe Op(aHHOIO JEKapCTBEHHOTO
mpernapara yIoJHOMOYEHHBIH (efepalbHblii OpraH MCIOJHHUTEIBHON BJIACTH NpEKpamaeT Mpoueaypy
TOCYJapCTBEHHOM  pPEruCTpalud  JIGKAPCTBEHHOTO Iperapara. 3asBUTENb  BIpaBe OOpaTUThCS B
PErUCTPUPYIOLIMI OpraH C 3asBICHHEM O TOCYAAPCTBEHHOW PETHUCTPALMM YKa3aHHOTO JIEKAPCTBEHHOIO
rpenapara B COOTBETCTBHHM cO cTaThell 18 Hacrosmero @eaepanbHOro 3aKoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbIi 3aKoH oT 22.12.2014 N
429-03.

CraTtbAa 23. JKkcnepTn3a KayecTBa JSIeKapCTBEHHOro cpeaAcTBa U 3KCNepTU3a OTHOLUEHUs
OXWAaemMoM NOJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NleKapCTBEHHOro npenapara Ans
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MeaAULUUHCKOro npuMmeHeHus
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTu3a KavecTBa JIGKAPCTBEHHOTO CPEJICTBA U AKCIIEPTH3a OTHOIICHHS OXKUIAEMOM TOJB3bI K
BO3MOKHOMY PHCKY MPUMEHEHHsI JICKapCTBEHHOTO Mperapara JijIsi MEIUIIMHCKOTO MMPUMEHEHHUS, COCTABIICHHE
KOMHUCCHSIMH DKCIIEPTOB 3aKJIIOYEHHH IO pe3ysbTaTaM IPOBEIECHHBIX SKCIEPTH3 U HANpaBICHHE 3TUX
3aKJIIOUYEHUN B YIIOTHOMOYEHHBIN (heepaabHbli OpraH UCHIOTHUTENFHOM BIACTH OCYUIECTBISIOTCS B CPOK, HE
MIPEBBILIAIONINN CcTa AecATH Pabodux JAHEH CO JHS MOTYUYSHUS SKCTIEPTHBIM YUPEXKICHUEM COOTBETCTBYIOIIETO
3a/laHus YIIOJIHOMOUYEHHOTO (heiepaibHOr0 OpraHa MCIOJHUTEIHLHONW BIACTH U HEOOXOAMMBIX TOKYMEHTOB B
3JIEKTPOHHOU (popme Wit Ha OyMaKHBIX HOCHUTEIISX.

2. B TedeHue neBsHOCTA JAHEH CO JHS TMOJYYCHHUS PEIICHUS YIIOJHOMOYEHHOTO (heepasibHOTO OopraHa
UCIIOJIHUTENIbHOM BJIACTU O MPOBEJIECHUU 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | Hacrosimieil craThbu,
3asIBUTENb MPEJCTABISAET B SKCIEPTHOE YUPEKACHUE JIUIsl POBEAEHUS SKCIIEPTU3bI KaueCcTBa JIEKapCTBEHHOIO
cpelacTBa 00pasllbl JIEKApPCTBEHHOTO IIpemapaTta i MEIUIMHCKOTO MPUMEHEHHS, NPOU3BEACHHOTO B
COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I OIIBITHO-IIPOMBIINIJICHHOI'O U (I/IJII/I) MMPOMBIIIJICHHOI'O  PErijIaMCHTOB,
YTBCPKACHHBIX PYKOBOAUTCIIEM IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a4 TAKIKEC B COOTBCTCTBYIOIIHX
ciaydasix oOpasubl (apMaleBTHYECKON CyOCTaHIMM, TECT-IITaMMa MHUKpPOOPTraHU3MOB, KYJIbTYPhl KIIETOK,
o0pa3ipl BEIIECTB, MPUMEHSEMBIX I KOHTPOJS KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA MyTEM CPaBHEHUS C
HUMH UCCIIEyeMOTO JIEKapCTBEHHOTO CpPEJCTBA, B KOJMYECTBAX, HEOOXOAMMBIX [JIsi BOCHPOM3BEICHUS
METOJI0B KOHTPOJISI Ka4eCTBa.

3. Ilpu mnomydyenun oOpa3LOB JIEKAPCTBEHHOTO mpenapata U (apManeBTHUECKOW CyOcTaHIMU
9KCIEPTHOE YUPEKIEHNE BBIIACT 3asBUTEIIO JJOKYMEHT, ITOATBEPKAAIONINH MOTyuYeHHE YKa3aHHBIX 00pasIioB,
U B CPOK, HE TNPEBBIMIAIONIUN TpeX padouux AHEH, YBEIOMIIIET B 3JIEKTPOHHOU ¢opMe MU Ha OyMa)KHOM
HocuTesne 00 3TOM YIIOJHOMOUYEHHBIH (peepanbHblii OpraH UCIIOJIHUTEIbHON BIACTH.

4. VYxazaHHble B 4YacTsAX 2 W 3 HACTOSIEH CTaTbU CPOK ISl MPEICTaBICHMS 3asBHTEIEM 00pa3lioB
JICKapCTBEHHOTO Tmpemnapara W (apManeBTHUYECKOW CYOCTaHIIMM W CPOK YBEIOMIICHHUS OSKCIEPTHBIM
yUpexkAeHuEM 00 3TOM Ha OyMakHOM HOCHUTEJE YHOJHOMOYEHHOTO (peepaibHOTrO OpraHa UCIIOIHUTEILHON
BJIACTH HE BKIIIOYAIOTCSI B CPOK MPOBEJICHUS SKCIIEPTU3, MPETyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH.

5. JIOKyMEHThI, TMOCTYNUBIIME B OJKCHEPTHOE YUpPEXKACHHE JUIs TPOBEACHUS IKCIEPTH3,
IpEeIyCMOTPEHHBIX YacThi0 | HacTosIed CTaThbH, MOJUIeKAT BO3BpATy B YIOJTHOMOYEHHBIH (enepanbHbIi
OpraH MCIIOJIHUTEJIbHOM BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU, [OJYYEHHBIMH IO pe3yjbTaTaM
COOTBETCTBYIOIINX IKCIIEPTU3.

Cratbs 24. 9KcnepTnU3a KavyecTBa JIeKapCTBEHHOro cpeacTBa U 3KCNepTu3a OTHOLIEHUNA
OXWAaemMoMn MNOoJfib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapara Ans
BeTePMHAPHOIro NPMMeHeHUsA

1. DxcnepTusa KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOIIECHUS OKUIAEMOW IOJb3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHMS JIEKAPCTBEHHOT'O IIpernapara Jjisi BETEPUHAPHOTO IPUMEHEHHUs], COCTaBICHUE
KOMMCCHSIMH JKCIEPTOB 3aKJIIOYEHMM II0 pe3yJibTaTaM YKa3aHHBIX OKCIIEPTU3 M HAIPaBICHUE TaKUX
3aKJIIOUYEHUH B YIIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCIOJHUTEIBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
NPEBBIIAIOIINNA CTa JecATH pabouyMx JHEH cOo JHS TMOJy4EHHUS SKCIEPTHBIM YUPEKICHHUEM 3a/laHus
YIOJIHOMOYEHHOTO (heiepaIbHOTO OpraHa UCIOJHUTEIbHOM BIACTU C JOKYMEHTaMH, YKa3aHHBIMHU B 4acTu 3
ctatbi 17 HacTosmero denepaabHOro 3aKOHa.

(B pen. ®enepanbbix 3aKkoHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)
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2. B Teuenue naTHaguaTH pabo4ynX JHEH CO AHS MOJYUYESHUS PEIIeHUs YIIOTHOMOYEHHOTO (eIepabHOTO
OopraHa HCIIOJIHUTEIIbHOW BJIACTU O MPOBEJACHUM YKa3aHHBIX B 4acTH | HacTOsIIEed CTaTbU 3KCHEPTHU3
3asIBUTENb MPEJCTABISET B IKCIEPTHOE YUPEKICHUE JIJISl IPOBEJCHUS SKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHOTO
cpencTBa oOpa3ipl JIEKAPCTBEHHOT'O IMperapara IS BETEPHUHAPHOTO TPUMEHEHUS, MPOU3BEICHHOTO B
COOTBETCTBUU C TPEOOBAHUSMU TEXHOJOTMUECKHX PETJIaMEHTOB, YTBEPXKIEHHBIX PYKOBOJUTEIIEM
IIPOU3BOJIUTEIS JICKAPCTBEHHBIX CPEJCTB, a Takxke oOpasell ¢apMalleBTUYECKON cyOCTaHIIMU B KOJUYECTBAX,
HEOOXOUMBIX JIJIs1 BOCIIPOU3BEACHHS METOI0B KOHTPOJIS KauecTBa.

3. Ilpu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEKICHHE BBIIACT 3asBUTEIIO JIOKYMEHT, TOATBEPKAAIONINH MMOTyuYeHHE YKa3aHHBIX 00pa3IioB,
U B CpOK, HE TIPEBBIAIOIIMN Tpex pado4ynx JTHEH, yBEAOMIIIET B TNHChMEHHOH ¢Gopme 00 3SToM
YIOJHOMOYEHHBIHN (enepaibHbIi OpraH UCIIOTHUTEIbHON BIACTH.

4. Cpok amnsi mpeacTaBiIeHHs 3asBUTENIEeM 00pa3loB JIEKapCTBEHHOTO IpenapaTta U (apMaleBTHUECKON
CyOCTaHIIMM M CPOK YBEIOMIICHHS OKCIEPTHBIM YUpeXJACHHEeM 00 JTOM B MHUCBMEHHOU Qopme
YIOJIHOMOYEHHOTO (pe/iepaibHOr0 OpraHa MCIOJHUTENBHON BIACTH, YKa3aHHbIE B YacTsIX 2 M 3 HacTosmIen
CTaTbH, HE BKIIIOYAOTCS B CPOK IIPOBEJICHUS YKAa3aHHbBIX B YaCTH | HACTOSAIIEH CTaThU 3KCIEPTU3.

5. JIOKyMEeHTBI, NIOCTYIIMBIIME B DKCIIEPTHOE YUYPEXKACHHWE I NPOBEIACHUS YKA3aHHBIX B 4acTu |
HACTOSIIEH CTaThbM OKCIEpPTH3, TOJUIeKaT BO3BpaTy B  YINOJHOMOYEHHBIH (enepanbHBIi  Oprax
VCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU 110 PE3YJIbTaTaM YKa3aHHbBIX SKCIIEPTU3.

CraTtba 25. [NloBTOpHOE NpoBeAeHne 3KCNepTU3bl IeKapCTBEHHbIX CPeacTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B ciydasx HeZOCTaTOYHOM OOOCHOBAHHOCTH WJIM HETOJHOTHI 3aKIIOUYCHUS KOMHUCCHHM JIKCIIEPTOB,
HaJIMYMs B HEM NMPOTUBOPEUMBBIX JaHHBIX, (haabCU(DHUKAIIN BBIBOJOB AKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA,
COKPBITHSI OT YMOJHOMOYEHHOTO (henepanbHOro opraHa MCHOJHUTENbHOM BIACTH OCHOBAaHUHM ISl OTBOJA
JKCMepTa BCIEJICTBUE €r0 3aMHTEPECOBAHHOCTH B PE3yJbTaTaX COOTBETCTBYIOIIEH SKCHEPTHU3bI, HAIUUYUA
JTaHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIBCTBE B IMPOIECC COOTBETCTBYIOMIEH SKCIIEPTH3BI JIUII, HE
YYaCTBYIOIIMX B €€ MPOBEICHHMM, HO OKA3aBIIMX BJIMSHUE HA MPOIECC W PE3yibTaThl €€ MPOBEIICHUS,
YIOJIHOMOYECHHBIM (DeiepaibHbIM OPTaHOM HCIIOJTHUTEIIbHOW BIIACTH HA3HAYAETCs TOBTOPHAS JKCIEPTH3a
JIEKapCTBEHHOT'O CPEACTBA U (MJIN) ATHYECKAsh DKCIIEPTH3A.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. TloBTOpHasi HKCHEpTHU3a JEKApPCTBEHHOTO CPEICTBAa TPOBOJIUTCS C YYETOM pe3yJbTaTOB paHee
MPOBEJICHHOW JKCIEPTU3bl B CPOK, YCTAHOBICHHBIM YIOTHOMOYEHHBIM (henepaqbHbIM  OpPraHOM
WCTIOJTHUTEIIBHON BJIACTH W HE TPEBBINIAOIINN TPUANATH PabodMx THEW CO JTHS TMOJNYYCHHUS SKCICPTHBIM
yapeKICHUEM 3aIaHHsI Ha TIPOBEICHUE IIOBTOPHOM SKCIIEPTH3BI JICKAPCTBEHHOTO CPE/ICTRA.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. dunaHcoBoe o0ecreyeHHE BBINOJHEHUs 33JaHUs Ha NPOBEIEHHE MOBTOPHOM HKCHEPTHU3BI
JIEKapCTBEHHOT'O CPEJCTBA HE OCYLIECTBIIAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTtbA 26. YckopeHHas npoueaypa 3KkcnepTusbl JieKapCTBEHHbIX CPeAcTB

1. VYckopeHHas mpouenypa SKCIEpTU3bl JIEKapCTBEHHBIX CPEICTB B LENAX TIOCYAapCTBEHHOU
perucTpany JeKapCTBEHHBIX IMPENapaTroB IMPUMEHSETCS B OTHOLICHMHM Op(aHHBIX JIEKapCTBEHHBIX
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IpenapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX IPEMapaTtoB, perucrpupyembix B Poccuiickoit deneparyu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPETHOCTh KOTOPBIX OMpeAeNseTcs B
COOTBETCTBUM C HOMEPOM U JaTOH BXOJSIINX 3asBICHUN O TOCYJapCTBEHHOUN pErucTpaIiy JIEKapCTBEHHBIX
MpermapaToB B paMKax OJHOTO MEXKIYHAPOJHOTO HEIMATeHTOBAHHOTO HAWMEHOBAHHS JICKAPCTBEHHOTO
mpernapata WIM TPYNIHPOBOYHOTO HAWMMEHOBAaHUS JICKQpPCTBEHHOTO TIperapara, W JICKapCTBEHHBIX
IperapaToB, IPeIHA3HAYCHHBIX HCKITFOUUTEIIBHO JIJIs IPUMEHEHUST HECOBEPIIICHHOJICTHUMH TpakIlaHaAMHU.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

2. yCKOpCHHaH npoacaypa OSKCHEPTU3LL JICKAPCTBCHHBIX CPCACTB B HCIIAX FOCYI[apCTBeHHOﬁ
PErucCTpairu JICKAPCTBCHHLBIX IMPCIIApaTOB HE ITPUMCHACTCA B OTHOILICHUU !

1) 6roananoroBeIx (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpernapaToB (3a UCKIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpernapaToB);

3) BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB (3a UCKIIIOYEHUEM MEPBLIX TPEX PErHCTPUPYEMBIX B
Poccuiickoit denepannn B KadyecTBE BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPEMApaTOB M JIEKAPCTBEHHBIX
IIpeNnapaToB, IPeIHA3HAYECHHBIX UCKJIFOUNTENBHO JJIs1 IPUMEHEHUS! HECOBEPIIEHHOJIIETHUMU TPakIaHAMH );

4) HOBBIX KOMOMHAIMI 3apETUCTPUPOBAHHBIX PaHEE JIEKaPCTBEHHBIX MIPENapaToB;

5) nekapCTBEHHBIX IPENapaTroB, 3aperuCTPUPOBAHHBIX paHee, HO MPOU3BEACHHBIX B JAPYTUX
JIEKapCTBEHHBIX ()OPMAaX B COOTBETCTBUU C IE€PEYHEM HAMMEHOBAHMH JIEKAPCTBEHHBIX (OpPM M B HOBOH
JI03UPOBKE.

(uactb 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHass npoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAMUTCS IO PELICHUIO
COOTBETCTBYIOLIETO YIMOJIHOMOYEHHOIO ()elepaabHOr0 OpraHa MCIOJHUTEIbHOM BIACTHM HAa OCHOBAHUU
3asIBJICHUS 3asiBUTENII B CPOK, HE MPEBBIMIAIOLINI BOCbMHJECATH pabouux nHed. Ilpu sTom skcmepTusa
JOKYMEHTOB, COACPKAILUUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapar, IPOBOJUTCS B CPOK,
HE MPEBBIIIAIONUI JecATH pabouux THEH, SKCHepTH3a KauecTBa JIGKAPCTBEHHOI'O CPEJACTBA M IKCIEPTHU3a
OTHOIIIEHHUS OXKHIa€MOH MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE TIPEBBIIAIOIINHI ECTUIECATH PaO0UHX JTHEH.

(dactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHomeHuu op(aHHBIX JIEKAPCTBEHHBIX IMPENapaToB MOTYT OBITh NMPEACTABIEHBI PE3yIbTAThI
JOKIIMHUYECKUX HCCIIEJOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
npenapaToB sl MEIUIMHCKOIO IMPUMEHEHMs, BBIIOJIHEHHBIX 3a mpenenamu Poccuiickoit denepanyu B
COOTBETCTBHUHM C MpaBUWJIaMHU HaJUIexkKallel 1adopaTopHOi MPaKTUKK U MpaBUJIaMHU HaJyIexkallell KIMHUIeCKON
MIPaKTUKH.

(uactsp 3.1 BBeneHa PenepabHbIM 3aK0HOM OT 22.12.2014 N 429-03)

4. YckopeHHas TIporeaypa OKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB TMPOBOJIUTCA B  TOPSIJIKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepaqbHOr0 3aKOHA, U HE O3HAYAET CHUKCHUS
TpeOoBaHMil k 6€30MaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JEKAPCTBEHHBIX MPETapaToB.

CraTtbsa 27. PewweHune o0 rocyaapCTBEHHOW permcTpauuvm nekapcTBEHHOro npenapara

1. B cpok, He MPEBBHIMAIOMINNA JECATH padOYMX HEW CO JHSA TOJYyYCHHS 3aKIFOYCHUH KOMUCCHH
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9KCIIEPTOB II0 pPE3yJbTaTaM 3KCIEPTU3bl KadeCcTBa JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTU3bl OTHOILLEHUS
0’KMJIaeMOM IMOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHMS JICKAPCTBEHHOI'O IIpEnapara, COOTBETCTBYIOLIUN
YIOJIHOMOYEHHBIN (heiepalbHbIi OpraH UCIOJHUTEIBHOM BIACTH:

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) pasmemnraer Ha cBoeM oduiMaabHOM caiiTe B cetd "MHTepHET" COOTBETCTBYIOIINE 3aKIIOUYCHUS
KOMHUCCHH 3KCIEPTOB U OCYLIECTBISET UX OLUEHKY Ul ONpPENENICHNs COOTBETCTBUS 3a/IaHUI0 Ha MPOBEJCHUE
3TUX 3KCIEPTH3;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NIPUHUMAET PEUICHUE O TOCYAAPCTBEHHOW PEerucTpanuy JEKapCTBEHHOTO MpenapaTa win 00 oTKase B
roCy/apCTBEHHOW PETUCTPALliU JIEKapCTBEHHOTO Mpenapara;

3) BHOCUT IpH NPUHATUU PEIICHHS O TOCYAApCTBEHHOW perucTpanuy JIEKapCTBEHHOTO Ipernapara
JaHHBIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM YUcie O (papMaleBTUYeCKOl CyOCTaHIINH,
BXOJISIIIIE B COCTaB JIGKAPCTBEHHOTO IMperapaTa, B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB U
BBIJJaCT 3asBUTENIO PETUCTPAIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOro IIpemapara, (opma KOTOpOTo
YTBEP)KIACTCS YIOJHOMOYEHHBIM (elepaJbHbIM OpraHOM HCIOJHUTEIbHON BIIACTH, COTJIACOBAHHBIC
HOPMAaTUBHYIO JOKYMEHTAI[MI0, HOPMATUBHBIA JOKYMEHT, MHCTPYKLIHIO 110 IPUMEHEHUIO JIEKAPCTBEHHOI'O
npernapaTa ¥ MakeThl IEPBUYHON YIaKOBKU U BTOPUYHOM (MOTPEOUTEIHCKOM) YIIAKOBKH C YKa3aHUEM Ha HHUX
HOMEpa PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOI'O Mpenapara M JaThl €ro TOoCyJapCTBEHHOMN
PETUCTPALIMY WU B CIy4yae MPHUHSITUS PelIeHHs] 00 0TKa3e B TOCYJapPCTBEHHOM PEeTUCTpallii JIEKapCTBEHHOTO
npernapara yBeJIOMJIsieT B MUCbMEHHOU (opme 3asBHUTENS 00 3TOM C yKa3aHMEM IMPUYMH TaKOro OTKasza. 3a
BbIladyy PEruCTPalMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOIO IIpernapaTra B3MMAaeTcsi IOCYAAapCTBEHHAas
MOIIJIMHA B COOTBETCTBUHU C 3aKOHO1aTehCTBOM Poccuiickoit Denepanuu o Hajgorax u cOopax.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHoBaHuEM i1 OTKa3a B TOCYJapCTBEHHON pETUCTpallMu JIEKapCTBEHHOTO Ipernapara il
MEIMIIMHCKOTO TPHUMEHEHUS SIBISIETCS 3aKII0OUYEHUE COOTBETCTBYIOIIETO YMOJIHOMOYEHHOTO (herepanbHOro
OpraHa UCIHOJHUTEIHLHOW BIACTH O TOM, 4YTO KadyecTBO H (wiu) dS(P(PEKTHBHOCTH PETHCTPUPYEMOTO
JIEKAapCTBEHHOI'0 Tpernapara s MEJAMIIMHCKOTO MPUMEHEHHUS HE MOJTBEPXKIACHBI MOJYYCHHBIMU JTAHHBIMU
WY YTO PUCK MPUYUHEHUS BpPela 3JI0POBBIO YEIOBEKA BCIEJCTBUE MpPHUEMa JIEKAPCTBEHHOTO TpernapaTa AJis
MEJIUIIMHCKOTO TIPUMEHEHUS TPEBhIIaeT 3 (HEKTUBHOCTD €ro MPUMEHEHHUS.

(dactb 2 B pea. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOopHOE T™pencTaBIeHHE B COOTBETCTBYIOLIMIN YIOJMHOMOYEHHBIH (enepanbHblii  OpraH
WCIIOTHUTENIBHOW BIJIACTH JIEKAPCTBEHHOTO IIpernapara, B OTHONIEHMH KOTOPOro TMOJYy4YeH OTKa3 B
rOCYJJapCTBEHHON PErucCTpalii U KOTOPBIM BIOCIEICTBUU IMOABEPIcs M3MEHEHUIO B YAaCTH €r0 COCTaBa,
paccmaTpuBaeTcsi Kak IpeACTaBI€HHWE HOBOIO JIEKApCTBEHHOIO IIpernapaTa Ha €ro TIOCyIapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHEHHS €ro MePBUYHOTO HANMEHOBAHHSI.

(dactpb 3 B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. I1pn npenocTaBleHUH 3asBUTEIIEM B COCTABE PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpernapar
JUIs  BETEpUHAPHOIO NPUMEHEHHS KOMHMHM  pPELIeHHsS  YINOJIHOMOYEHHOro  (eaepalbHOrO  OpraHa
WCIIOJIHUTEJIBHON BJIAacTH O NPOBEIECHUM WHCIEKTUPOBAHHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPENCTB CPOK
MPUHATHSL PELIeHUs O TOCYIAapCTBEHHOM pPETMCTpalliy JIEKapCTBEHHOTO Ipernapara JUisi BETEpUHAPHOIO
MIPUMEHEHUS MPUOCTAHABINBACTCS CO AHS MOTYUYCHUs 3aKII0YCHHM, YKa3aHHbBIX B YaCTH | HacToAlIel cTaThy,
JI0 JTHS MIPUHATHUS YIOJIHOMOYEHHBIM (pellepajbHbIM OPraHOM HMCIIOJIHUTEIbHON BJIACTHU PEIIEHUs O BblIaue
WK 00 OTKa3e B Bblaye 3aKJIIOUYEHHs O COOTBETCTBUM ITPOU3BOANUTENIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
MIpaBUJI HaJJIEXKaIIe MPOM3BOJICTBEHHOM MPAKTUKH, HO HEe 0oJiee YeM Ha CTO BOCEMb/IECIT paboumnX JHEH.
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(uacts 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHueM I OTKa3a B TOCYJapCTBEHHOM pErucTpallMd JIEKapCTBEHHOTO Ipenapara A
BETEPUHAPHOTO  MPUMEHEHUS  SBISETCS  3aKIIOYCHHE  YIMOJTHOMOYEHHOTO  (pemepalibHOTO  OopraHa
WCTIOJTHUTEIIBHON BIIACTH O TOM, YTO Ka4yecTBO U (W) 3PPEKTUBHOCTh PETUCTPUPYEMOTO JICKAPCTBEHHOTO
npenapara jisi BETEpUHAPHOTO MPUMEHEHHUS HE TMOATBEP)KICHBI TMOJYYCHHBIMH JTaHHBIMA WM YTO PHUCK
NPUYMHEHUS Bpela 370pPOBbI0 KHUBOTHOTO BCIEJACTBHE TIpHeMa JICKapCTBEHHOI'O Tperapara s
BETEPUHAPHOTO TMPUMEHEHHUS NpeBbIaeT 3()pPEeKTUBHOCTh €ro NPUMEHEHHS, OTKa3 YIMOJTHOMOYEHHOTO
(deneparbHOrO OpraHa WCIOTHUTEIBHOW BIACTH B BBIJAYE 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOAMUTENS
JICKapPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPABHII HAJUICKANICH TPOU3BOACTBCHHON MPAKTUKU JUIS KaKIOU
MPOU3BOJICTBEHHON IUIOMIAIKA PETHUCTPUPYEMOrO JIEKApCTBEHHOTO Tpermapara Juisi BETEPHUHAPHOTO
MMPUMEHEHUS B ClIydae, €CJIM MPOM3BOJICTBO JIEKAPCTBEHHOIO Tperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
OCYIIECTBIIsICTCA 3a npeaenamu Poccuiickoit depepannn, Ui OTCYTCTBUE TAaKOTO 3aKIIFOUCHHUS.

(uacts 5 BBenena denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Cratba 27.1. Tlopsgok onpegeneHMsas B3aMMO3aMEHA€MOCTU  JIeKapCTBEHHbIX
npenapaTtoB AN MeOULUHCKOro NpUMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. B3anmo3aMeHIeMOCTb JIEKapCTBEHHBIX MPEnapaToB A MEJUIMHCKOTO PUMEHEHHUS OTIPEeIseTCs B
nopsiake, ycraHoBineHHoM [lIpaBurenscTBoM Poccuiickoit denepanuy, Ha OCHOBaHHMU CIEAYIOIINX
apaMeTpoB:

1) sKBUBaNIEHTHOCTH (/711 OMOAHAIOTOBBIX (OMOMOAO0HBIX) JIEKAPCTBEHHBIX MpPEnapaToB (OMOaHATIOTOB)
- COINOCTaBMMOCTh) KAUYE€CTBEHHBIX W KOJIMYECTBEHHBIX XapaKTEepPUCTUK (apMaleBTHUECKUX cyOcTaHIui
(ucronp30BaHME PA3IUYHBIX COJIeH, 3(UPOB, KOMILIEKCOB, U30MEPOB, KPUCTAUIMYECKHX (OPM U JIPYrHx
NOPOM3BOJIHBIX OIJHOTO M TOrO JK€ [JCHCTBYIOIIErO BEIIeCTBA HE SBIAETCS MPENSITCTBUEM s
B3aMMO3aMEHSEMOCTH  JICKQpCTBEHHBIX  NpenapaToB, €CId  [pH  NPOBEACHUU  HCCIIEIOBAHUS
OMOSKBUBAJICHTHOCTH JICKAPCTBEHHOT'O IMperapara WIM B CIy4ae HEBO3MOXKHOCTH IPOBEIEHUS 3TOTO
WCCIIEIOBaHUsl TpPU IPOBEIECHUU MCCIE0BAaHUS TEPANEBTUUYECKONW HSKBUBAJEHTHOCTH JIEKAPCTBEHHOI'O
npernapaTa JI0Kka3aHo OTCYTCTBHE KIIMHUYECKU 3HAYUMBbIX pazIuuuil (papMakoKWHETHKHU U (1iin) 0e301acHOCTH
1 3()(heKTUBHOCTH JIEKaPCTBEHHOI'O IpenapaTa i MeIUIUHCKOI0 IPUMEHEHUS);

2) SKBHBAJICHTHOCTb JIEKAPCTBEHHON (OpMBI (MO HSKBUBAJIEHTHBIMU JIEKAPCTBEHHBIMH (opMaMu
MOHUMAIOTCSl pa3Hble JIeKapCTBEHHBbIE (OPMBI, HMEIONINE OJMHAKOBBIE CIOCOO BBEIEHUS U CIOCO0
NPUMEHEHHS,  OOJIAJaloNIie  COMOCTaBUMBIMU  (PAPMAaKOKHMHETUYCCKUMHU  XapaKTePUCTHKAMU U
(hapMaKoJIIOTHYECKUM JIeHCTBUEM M O00ECIIEYMBAIONINE TAKXKE IOCTIKEHHE HEOOXOAMMOTO KIMHUYECKOTO
s dexra. Paznuuns nekapcTBEHHBIX (OPM HE SBISIOTCS MPETSITCTBUEM JUISI HX B3aUMO3aMEHSEMOCTH, €CIH
Opu TPOBEACHMM HCCIEAOBaHUSA OWOAPKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpernapaTa WIM B ClIy4yae
HEBO3MOXKHOCTH TIPOBEACHHUS DSTOTO HCCIEIOBaHUS MpPHU TMPOBEACHUM HCCIEAOBAaHUS TEparneBTHUECKON
SKBHBAJIICHTHOCTU JIEKAPCTBEHHOTO Tpernapara J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYUMBIX pa3iuuuid
(hapmakokuHETHKY U (WiaK) O6e30macHoCTH U 3PPEKTUBHOCTH JICKAPCTBEHHOTO TIperapara Jjisi MeIUIITHCKOTO
MIPUMEHEHHUS);

3) OKBHUBAJICHTHOCTb HJIM COIIOCTAaBUMOCTH COCTaBa BCIIOMOIaTCJIbHBIX BCHICCTB JICKAPCTBCHHOI'O
npenapara 1js1 MEAUIUHCKOTO IIPUMCHCHHA (paBJ’II/I‘II/IH COCTaBa BCIIOMOI'aTCJIbHBIX BEIICCTB JICKAPCTBECHHOI'O
Inpenapara Ajist MCAUIUHCKOTO NPUMCEHCHUS HEC ABJIAKOTCA IMMPCIIATCTBUCM U UX B3aMMO3aMCHACMOCTH, €CIIN
opu HOpOBCACHUU HUCCIICAOBAHUA OMO’KBUBAJICHTHOCTH JICKAPCTBCHHOT'O IIpfriapaTta MJId MCIAULHUHCKOI'O
NPpUMCHCHUA WX B ClIyda€ HCBO3MOXHOCTHU MPOBCACHUA OTOro HMCCICAOBaHUA IIPpU IPOBCACHUHA
HUCCICOA0BaHUA TepaHeBTHHCCKOﬁ OKBHUBAJICHTHOCTHU JICKAPCTBCHHOI'O0 IIpf€riapata ajdd MCEAUIUHCKOIO
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IMPUMCHCHUA JOKA3aHO OTCYTCTBHC KIIMHUYCCKU 3HAYHMMBIX paanﬂqnﬁ q)apMaKOKI/IHeTI/IKI/I u (I/IJ'II/I)
0C30IMacHOCTH U B(I)(I)CKTI/IBHOCTI/I JICKApCTBCHHOTO MHpfcrapara il MCAUIHUHCKOI0 IMPUMCHCHUS. HpI/I 9TOM
pasiinuuAa COCTaBa BCIIOMOTIaTC/IbHBIX BCHICCTB HEC JOJUKHBI IPUBOAWTHL K PUCKY BO3HHMKHOBCHHSA CCPBE3HBIX
HEXKCJIATCIbHbBIX peaKHI/Iﬁ Y OTACJIBHBIX I'PYIIT MAOWMEHTOB WJIM IMOBLIMICHUS YaCTOTHI UX BOBHI/IKHOBGHI/I?[);

4) UAEHTUYHOCTD CrI0c00a BBE/ICHUS U IPUMEHEHUS;

5) oTcyTCTBUE KIMHUYECKH 3HAUYUMBIX Pa3IUuuil IPU MPOBEICHUN UCCIIEA0BAaHUs OMO3KBUBAICHTHOCTH
JIEKapCTBEHHOI'0 Ipernapara WM B CIy4ae HEBO3MOXKHOCTH IIPOBEIEHMS ITOIO MCCIEAOBAaHUS OTCYTCTBHE
KJIMHUYECKH 3HAYMMBIX Pa3IU4uii oka3aTesei 0e30macHoCcTy U 3GEKTUBHOCTH JIEKAPCTBEHHOT'O Mpenapara
IIpU MPOBEAECHUN UCCIIEJOBaHMs TEPANEBTUUECKON IKBUBAJIEHTHOCTHU. JlaHHBIN MapamMeTp HE NPUMEHSETCS B
OTHOILIEHUN BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX MPENapaToB, yKa3aHHbIX B yacTu 10 crateu 18 Hacrosmiero
@®enepalbHOTO 3aKOHAa. B oTHoOmIeHMHM OMOaHANOroBbIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpEnapaToB
(6bnoaHaoroB) JaHHbIE 00 OTCYTCTBHUHM KJIMHUYECKH 3HAYUMBIX pa3Inuuii 0€301macHOCTH, 3 (HEKTUBHOCTH U
MMMYHOT€HHOCTH JIEKAPCTBEHHOI'O IIpernapara IO pe3yJibTaTaM NpPOBEACHHUS KIMHUYECKUX HCCIEIOBAaHUN
MIPEIOCTABIIAIOTCS B NTOPSJIKE, YCTAHOBIEHHOM HACTOSIIEH YacThIO;

6) COOTBETCTBHE IPOM3BOJAUTENS]  JICKAPCTBEHHOTO  CpeJCTBA  TPeOOBaHHMSM  HaJUIeKalleH
HpOI/I3BOI[CTBeHHOI\/JI IPAaKTHUKH.

2. CpaBHeHHE TIapaMETPOB PETHUCTPUPYEMBIX JIEKAPCTBEHHBIX TMpENnapaToB I MEIUIIMHCKOTO
MPUMEHEHUS OCYILIECTBIISIETCA KOMHUCCHUEH SKCIEPTOB HSKCIEPTHOIO YUPEKIEHUS TPU POBEICHUU
SKCHEPTU3bl TaKUX JIEKAPCTBEHHBIX IPENapaToB B MPOLECCE MX TOCYAAPCTBEHHOW peructpanu. BbIBObI
JKCIIEPTOB O B3aMMO3aMEHSIEMOCTH WJIM HEB3aMMO3AMEHSEMOCTH JIEKAPCTBEHHBIX NPENapaToB s
MEIUIIMHCKOTO IPUMEHEHUS, CICIIaHHBIC B PE3YJIbTATe ITOTO CPABHEHUS, OOPMIISIOTCS B BUJC MIPHIIOKEHUS
K 3aKIIOYEHUIO0 DJKCIIePTOB TIO (QopMe, YTBEpPKICHHOW YIIOJIHOMOUYEHHBIM (eepaIbHBIM  OPTaHOM
HUCIIOJTHUTEILHON BJIACTH.

3. TTonoxeHus: HACTOALIEH CTAaThbU HE PACIPOCTPAHSIOTCS Ha pedepeHTHbIE JIeKapCTBEHHbIE Ipenaparsl,
JIEKapCTBEHHBIE PACTUTENbHBIEC MpenapaThl, TOMEOMATUYECKUE JIEKAPCTBEHHBIC MIpenapaTsl U JIEKapCTBEHHBIS
mpemnapaThl, KOTOPbIE pa3pelieHbl Ui MEAWIIMHCKOro mnpuMeHeHus B Poccuiickoit ®enepainuu Oolee
JBAJIATH JIET U B OTHOIICHUH KOTOPBIX HEBO3MOXKHO MTPOBEICHUE HCCIIETOBAHUS X OMOIKBUBAIICHTHOCTH.

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PeructpanroHHoe yJ10CTOBEpEHHE JIEKAPCTBEHHOT'O Mpenapara ¢ yKa3aHUEeM JIEKApCTBEHHBIX (HopM U
JI03UPOBOK BBIAAETCS OECCPOUYHO, 332 HMCKIIOYCHHEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
rpenapara, BbIIABAEMOI0 CO CPOKOM JACUCTBHUSA IISITh JIET, Ha BIIEPBBIE perucrpupyemsle B Poccuiickont
®denepanny JEKaApCTBEHHBIE ITPENapaThl.

2. Ilo wcreyeHMM yKa3aHHOTO B dYacTH | HAcTOAmIEH CTaThU CpOKa BBIIACTCS OeccpoyHOe
pETUCTPALIMOHHOE  yAOCTOBEPEHUE JICKAPCTBEHHOI'O IIpenapara MpH YCJIOBUU MOATBEPXKACHUSA €ro
roCyJJapCTBEHHOU pEerucTparuu.

3. B ciyuae BHeceHus B cooTBercTBHM cO cTaThimu 30 u 31 Hactosimero denepaibHOrO 3aKOHA
W3MEHEHUHN B COEpIKAIMECs B PErUCTPALIMOHHOM JIOChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JIOKYMEHTBI, 3aTParuBarOINX CBEIACHUS, OTPAXKEHHBIE B PErUCTPAIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO
npenapara, yIOJHOMOYEHHBIA  (elepaibHBIA  OpraH  HMCIOJHUTEIBRHOM  BJIACTH  BBIJAET  HOBOE
PEruCTPaIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara, CoJiep)kKaiiee BHECCHHbIC B HETO H3MEHCHHSI.
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(uacts 3 BBeneHna denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B cimyuae yTpaThl WIH MOBPEXIECHUS PETHCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara
M0 3asBJCHUI0 B IUCHBMEHHOW (opMme mAepiKaress WM BIaJeiblia PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'0 Mpenapara Win YIoJHOMOYEHHOI0 UMH JPYroro IOpUAXYECKOro JHila O Bblaaue TyOaukaTa
PErUCTPAIIMOHHOTO YJIOCTOBEPEHMSI JIEKApCTBEHHOTO Ipernapara YIOJIHOMOYEHHBIN (enepanbHblii oprax
UCIIOJIHUTENILHON BJIACTH B CPOK, HE MPEBBIIAIOIINN JECITH pabouuX JHEH CO JHS MOCTYIMJICHUs 3asBJICHUS,
BbIJIaeT 1yOJMKaT PerucTPallMOHHOTO YIAOCTOBEPEHHUs JIEKapCTBEHHOIO Ipemnapara. 3a Bbliady ayOnMkara
PETUCTPAlIMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa B3MMAeTCs IOCYJapCTBEHHAsl MOLUIMHA B
COOTBETCTBHUH C 3aKOHOAATeNbCTBOM Poccuiickoit @enepanuu o Hajorax u coopax.
(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [loaTBepXaeHMe rocyfapCTBEHHOW perucTtpaumm  neKkapcTBEHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TlonTBepkaeHUE TOCYJAPCTBEHHON PETUCTPALIMU JICKAPCTBEHHOTO Iperapara OCYIIECTBIAECTCS MPHU
BbIIaue OECCPOUHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOT'O Mpernapara B ciiyyae, yKa3aHHOM B
yactu 2 crtartbu 28 Hactosuiero denepaabHOro 3aKOHa, B CPOK, HE MPEBBIMIAIONINN ECTUAECATH pabodmnx
THEH co JHSA TOJY4YeHHsS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (peiepalibHbIM OpraHOM HCIIONHUTEIHHON
BJIACTH 3asBJICHUS O IMOATBEP)KICHUM TOCYAAapCTBEHHOW pPErucTpaluy JIEKapCTBEHHOro mnpenapara. He
OCYILIECTBIISIECTCS MMOATBEPKICHUE IOCYAAPCTBEHHOW PETMCTPALMU B OTHOLLICHUH JIEKAPCTBEHHOIO Mpenapara,
He HaxonuBiuerocsi B obOpamieHun B Poccuiickoit denepanuu B TeyeHHE Tpex M Oojee JieT, a TakkKe B
OTHOIIIEHWW JIEKAPCTBEHHOTO CPEACTBA, IMPOM3BEICHHOTO C HapyIIeHWEeM TpeOOBaHHUs, YCTaHOBIECHHOTO
yacThio 3.7 cratbu 71 Hacrosmero eaepasbHOro 3aKOHa.

2. 3asBieHHME O NOATBEPXKJIEHHUM TOCYIapCTBEHHONW pErucTpalyy JEKapCTBEHHOro Ipernapara
MPEJCTABISACTCA B COOTBETCTBYIOLIMH YIIOJIHOMOYEHHBIH (eiepaabHbIil OpraH MCHOJIHUTEIBHOW BIACTH HE
paHee 4eM 3a CTO BOCEMBJECAT AHEW A0 MCTEYEHMs] CPOKa JAEUCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpernapara.

3. TloaTBepkaeHnEe TOCYIapCTBEHHOW PETHUCTpAIMU JIEKAPCTBEHHOTO Mpemnapara OCYIIECTBISCTCS IO
pe3yapTaTaM JKCIEPTU3bl OTHOIICHHUS OXHUJIAeMOH TIOJb3bl K BO3MOKHOMY PHCKY IPUMEHEHUS
JIEKapCTBEHHOTO TMpernapaTa Ha OCHOBAHUU PE3ylbTaTOB MOHHUTOpPHHra 3(dexTuBHOCTH U Oe30MacHOCTH
JIEKapCTBEHHOIO Mpernapara, MpoBOJAUMOro JAepKaTeleM WU BIAJEIbIEM PErUCTPALIMOHHOTO YI0CTOBEPEHUS
HeKapCTBeHHOFO HpenapaTa JII/I6O YHOJIHOMOT-ICHHBIM MU IOpI/II[I/I‘-IeCKI/IM JJUIIOM, a TaKXC COOTBGTCTByIOH_[I/IM
YHOJ'IHOMO‘IGHHI)IM q)eﬂepaJ'II)HBIM OpFaHOM I/ICHOJ’IHHTGJ’ILHOﬁ BJIACTHU B COOTBCTCTBHUU C Tpe60BaHI/I$IMI/I CTaTbu
64 Hacrosero denepaabHOro 3aKOHa.

4. K 3agBICHHUIO O IOATBCPKACHUHU FOCYI[&pCTBGHHOfI perucCTpanvu JICKapCTBCHHOI'O IIp€rapara Iajd
MCIUIIMHCKOI'O MPUMCHCHUA NTPUJIATrarOTCA:

1) JOKyMEHTBI, coOjep)Kallhe pe3ylbTaTbl MOHUTOPHHTa J(PQPEKTUBHOCTHM M  0€30IacHOCTH
JIEKapCTBEHHOI'0 Ipernapara Uil MEAULUHCKOIO NPUMEHEHMSI, IIPOBEACHHOIO JEPKATEIEM WM BIIAENIbLIEM
PErucTpalMOHHOTO yIOCTOBEPEHUS JIEKapCTBEHHOIO Ipemnapara Uil MEJUIIMHCKOr0 NPUMEHEHHUs JInOo
YHOJHOMOYEHHBIM MM IOPUIMYECKUM JHUIIOM, IO (hopme, yTBEpkACHHON YIOJIHOMOYEHHBIM (efepaibHbIM
OpPraHOM HCIIOJHUTEIBHOM BIIACTH;

2) KOIKUA JIMOCH3UU Ha ITPOU3BOACTBO JICKAPCTBECHHBIX CPEACTB HUJIN KOIIUA 3aKJIFOUCHUA O COOTBECTCTBHUU
MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpC6OBaHI/I$IM mpaBuJI HaJJIexalei HpOHSBOHCTBCHHOﬁ IMPAKTHUKH,
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BBIIaHHBIX  yTMOJHOMOYEHHBIM (eiepallbHbIM  OpPraHOM  HCIOJHUTEIBHOW BIACTH B  OTHOIIEHUU
MPOU3BOACTBEHHOM  IUIOIIAJKK  JIEKAPCTBEHHOrO  IIpernapara Uil MEOUUHUHCKOIO  IPUMEHEHMS,
rOCyJapCTBEHHAsl PErMCTpalus KOTOPOro IOATBEPKIACTCS B CIydae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOI'O
npernapara s MeAUIMHCKOTO MPUMEHEHU ocylecTBIsieTcs: B Pocculickoit @enepanuu;

3) xomus BBIAAHHOW YHOJHOMOYEHHBIM OPTraHOM CTpPaHBI MPOU3BOAUTEIS JMIICH3UU Ha TIPOHU3BOJCTBO
JIEKapCTBEHHOTO Ipernapara Jyuisi MEIUIUHCKOIO IPUMEHEHUS U €€ NIepeBOJl Ha PYCCKUM SA3bIK, 3aBEPEHHBIEC B
YCTQHOBJICHHOM TOPSJKE, a TaKXKe KOIMUS 3aKIIOUYEHUS O COOTBETCTBUM IPOU3BOAMTENS JIEKApCTBEHHBIX
CpeACTB TpeOOBAHUSAM MpPaBWI HaJUIEXKAILIEH NMPOU3BOACTBEHHON MPAKTUKU, BBIJAHHOTO YIIOJTHOMOUYEHHBIM
(denepaTbHBIM  OpPraHOM  HCIIOJIHUTENBHOW BIACTM B  OTHOLICHWM IPOW3BOJACTBEHHON  IUIOIIAIKU
JIEKapCTBEHHOTO TIperapara il MEIUIIMHCKOTO TPUMEHEHUs, TOCyNapCTBEHHAs PETUCTpAIHs KOTOPOTO
TIOJITBEPKTACTCS, FITM KOMHUS PEIICHHS YITOJTHOMOYEHHOTO (e/lepalbHOTO OpraHa MCIIOJHUTEIHHON BIACTH O
IPOBE/ICHUM WHCIEKTUPOBAHUS HPOM3BOIUTENS JICKApPCTBEHHBIX CPEACTB B Cllydae, €CJIM IPOU3BOACTBO
JIEKapCTBEHHOT0 INpenapara i MEAMLIMHCKOro NMPHUMEHEHHs OCYILIeCTBIseTcs 3a mnpenenamu Poccuiickoit
denepanuu.

(uactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHHH OWOJIOTMYECKUX JICKAPCTBEHHBIX IpPENapaToB IS MEIUIIMHCKOTO IPHUMEHEHHS
3asgBHUTENb  JIOTIOJIHUTENFHO TPEJACTABISET PE3yNbTaThl MEpONPHUITHH, TPEAYCMOTPEHHBIX IUIAHOM
YIPaBJICHUS! PUCKAMH, YTBEPKJICHHBIM YIIOJTHOMOYEHHBIM (eepalbHbIM OPraHOM HCIIOJIHUTEIBHOW BIACTH
IpU OCYUIECTBICHHH TOCYAAapCTBEHHOW PETHCTPAllMK JIEKAPCTBEHHOTO TMperapaTta Uil MEIUIIMHCKOTO
MIPUMEHEHHUSI.

(uactsp 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBieHUIO O MOATBEPKACHUH TOCYAapPCTBEHHOM PETUCTPAIMH JEKaPCTBEHHOTO Mperapara st
BETCPUHAPHOTO TMPUMEHEHUs TMPUJIATalOTCS JOKYMEHTBI, COJEpJKalie pe3yabTaThl MOHHUTOPHHTA
a¢pdexTuBHOCTH ©  0€30MACHOCTH JIGKAPCTBEHHOTO TIpermapara JJjisi BETEPUHAPHOTO IPUMEHEHHS,
MPOBOJAMMOTO JIep>KaTeeM UM BIAJeNbleM PEerUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO Mpemnapara
JUISS BETEPUHAPHOTO TMPUMEHEHHS IJMOO0 YIMOJHOMOYEHHBIM WM OPUAWYECKUM JHIOM, 1O (dopme,
YTBEPKACHHONH YIOJTHOMOYECHHBIM (DeepanbHbIM OPTaHOM HWCIOJHUTEIBHONH BIAcCTH, W JOKYMEHTHI,
yKa3aHHbIe B MyHKTax 1, 2 - 2.2, mogmynkrax "a", "0", "k", "n" mynkra 4 yactu 3 crateu 17 HacTosIero
denepanbHOro 3aK0Ha.

(dactp 4.2 BBeneHa OenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.3. C 3asgBneHUEM O TNOATBEPKIACHUM TOCYJApPCTBEHHOM DPETMCTpallUM JIEKAPCTBEHHOIO IIpernapara
3asBUTEJIb IIPEACTABIIICT KOIMIO JOKYMEHTA, IOATBEPXKAAIOLIETO YIUIATy TOCYJAapCTBEHHON IOIUIMHBI 32
MOJITBEPXK/ICHUE TOCYJApCTBEHHON PETUCTpAallMK JIEKAPCTBEHHOI'O Tpernapara, JUOO0 MOXKET IpeICTaBHTh
yKa3aHHBIH JIOKyMEHT 10 COOCTBEHHOH WHMIMAaTHBE. B ciydyae HempencTaBieHHs yKa3aHHOTO IOKyMEHTa
YIOJHOMOYEHHBIHN (hefieparabHblii OpraH HCIOIHUTEIBHON BIACTU MPOBEPSET (akT yIUIaThl FOCYAapCTBEHHON
HOUUIMHBI 3asiBUTEJIEM ITOCPEICTBOM MCIIOIb30BaHUsA MH(OpMAIMK 00 yIulare rocyJapCTBEHHOHN NOLUIUHBI,
conepxaiieiics B I'ocyaapcTBeHHOM WHGOPMALMOHHOM CHUCTEME O TOCYJapCTBEHHBIX M MYHHMLMNAIbHBIX
IJ1aTe’kax, Ha OCHOBAaHUM IPEACTABICHHOW 3asBUTENIEM KONHUHM JOKYMEHTa, IOJATBEPKIAIOLIET0 YIUIATy
rOCYIapCTBEHHOM MOUIIUHBI.

(uactp 4.3 BBeneHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. B Teuenue aecatu pabouux THEH cO JHSA MPUHSITHUS 3asBICHUS O MOATBEPKICHUU TOCYJapCTBEHHOMN
perucTpalyy JIEKapCTBEHHOIO IIpenapara M JOKYMEHTOB, COJEp)KalluX pe3yjiabTaTbl MOHUTOPHHIA
3¢ GEeKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOIO Mpernapara, IpOBOJUMOIO JepXaTeiaeM WX BiajebleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOT'O Mpernapara JIMO0 YHOJTHOMOYEHHBIM UMH IOPUINYECKUM
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JIUIOM, ynOJ’IHOMO‘IGHHLIfI (I)G,Z[epaJ'ILHHﬁ opraH HUCITOJTHUTEILHOM BIIACTH:

1) mpoBOAMT TIPOBEPKY TIOTHOTHI CBENEHUH, COACPXKAIIUXCS B TPEJCTABICHHBIX 3asBUTEIIEM
JIOKyMEHTaX;

2) NpUHUMAET pEeLIeHHEe O MPOBEACHWU WU 00 OTKa3e B IPOBEIEHUU HKCIEPTHU3bl OTHOLICHUS
O)I(H}IaeMOfI IIOJIB3bI K BO3M0)KHOMy pI/ICKy HpI/IMCHeHI/Iﬂ J'IeKapCTBeHHOFO npenapaTa HaA OCHOBAaHUU
pe3yJabTaTOB MOHHTOPUHTA A(PPEKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipernapara, MPOBOJIMMOTO
Jep)KaTelleM WU BIAQJETbIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara JTudo
YIOJTHOMOYEHHBIM UMU IOPUAMYECKUM JUIIOM, a TaKkkKe (eiepaibHbIM OPraHOM HCIIOJIHUTENBHON BIACTH B
COOTBETCTBUU C TpeOOBaHUSIMU cTaThu 64 HacTosmero denepansHOro 3aK0Ha,

3) yBeOMJISIET B 3JIEKTPOHHOM (popMe Wi MUCHhbMEHHOU (popMe 3asBUTEINS U SKCIIEPTHOE YUPEKICHUE O
MPUHITOM pPELICHUH JUO0 B Cllydyae MPUHATUS PELIeHUs 00 OTKa3e B MPOBEIEHUM SKCIEPTH3bl YKa3bIBAaET
IIPUYHMHBI TAKOI'O OTKAa3a.

6. B ciyyae BBISIBICHHS HEJOCTOBEPHOCTH W (MJIM) HEJOCTATOUYHOCTH MH(OPMAIINH, COAepKallencs B
MPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HamnpaBisieT 3asgBUTENIO 3ampoc 00 YTOYHEHUHM YyKa3aHHOM uH(pOpManMu. 3ampoc YIOJIHOMOYEHHOTO
(beneparbHOTO OpraHa MCIOJIHUTEIBHOW BIACTH MOXKET OBITH IepelaH YIOJTHOMOYEHHOMY IPEICTABHTENIO
3asiBUTENSI JIMYHO MOJI PACHMCKY, HAIpaBJICH IO MOYTE 3aKa3HbIM MHCbMOM WJIM TepelaH B AJIEKTPOHHON
¢dbopMe Mo TeNeKOMMYHUKALIMOHHBIM KaHallaM CBS3U. B ciyuae HampaBlieHHs 3ampoca yIOJTHOMOYEHHOTO
(benepaibHOro OpraHa UCIIOTHUTENBHOM BIACTH MO OYTE 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJTYYEHHBIM IO
HCTEYECHNH IIECTU AHEW C AAaThl HAIIPaBJICHMS 3aKa3HOTO IUChMa.

7. 3asBUTENh O0S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJHOMOYEHHOrO (QelIepalibHOTO OpraHa
WCTIOTHUTEJILHON BJIACTH B CPOK, HE MPEBBIMIAIONINKN AEBIHOCTA pabouux AHEH co qHs ero nmoiydeHus. Cpok,
YKa3aHHBIM B YacTHU 5 HACTOSIIECH CTaThH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eJICpaIbHOIO0  OpraHa  HMCIOJHUTEIBHOW  BIACTH 10 JAHS  TOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBAETCS MPU HUCUUCICHUU CPOKA MOATBEPKIEHHUS TOCYIapCTBEHHOU
perucTpaLyy JIEKAPCTBEHHOTO Mpernapara.

8. OcHOBaHMEM JIs1 OTKa3a B IPOBEJECHUH IKCIEPTU3bI OTHOUIEHHS O’KUAAEMOM I10JIb3bl K BOZMOKHOMY
PUCKY TpPUMEHEHHs JIEKapCTBEHHOrO IIpernapaTa SBISETCS IMPEACTaBICHHE JOKYMEHTOB, COJEpIKalluX
pe3ynbTathl MOHMTOpUHTa 3((EKTUBHOCTH U 0€30MacHOCTH JIEKApCTBEHHOrO Ipenapara, W (Wiu) B
OTHOLICHUM OMOJIOTMYECKUX JICKApPCTBEHHBIX IPENapaToB pe3yJibTaTOB OCYIIECTBICHUS MEpOIPUATUH B
COOTBETCTBUM C IUIAHOM YIIPABJICHHS PUCKAMH, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (efiepabHbIM OpraHOM
WCIIOJIHUTEJILHOM BJIACTH MPU OCYLIECTBIEHUH I'OCYIapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO NIpenapara, B
HETOJIHOM 00beMe, OTCYTCTBUE MH(OPMAIMH, TOATBEPKIAIOIIEH (aKT yIIaThl TOCYAAPCTBEHHONW MOLUUINHBI
3a MOATBEPKICHHUE TOCYIapCTBEHHOM pPETrUCTpalMy JICKapCTBEHHOIO Ipenapara, JIMOO HENmpeCTaBICHHE
3asBUTEJIEM B YCTAaHOBJIICHHBIM CPOK OTBETAa HA YKa3aHHBIA B 4YacTW 6 HACTOSIIEW CTaThbU 3ampoc
YIOJIHOMOYEHHOr0 (heIepajlbHOIO OpraHa HCIOJHUTENIBHOW BJIACTH, a TakXKe OTCYTCTBUE B YyKa3aHHBIX
JOKyMeHTax HH(pOopMalnu, KOTopas 10J’KHA ObITh B HUX OTpaKeHa.

9. DkcnepTu3a OTHOIIEHUS OKUAAEMOMN IOJB3bl K BO3MOYKHOMY PHUCKY IPUMEHEHUS JIEKApCTBEHHOTO
rpenapara B LeJIIX OATBEPKICHUS TOCYJAPCTBEHHONW PErUCTPALMM JIEKAPCTBEHHOTO IpernapaTa IpoOBOIUTCS
KOMUCCHEHN 3KCIEPTOB IKCIIEPTHOTO YUPEXKIEHUS B CPOK, HE NMPEBBIIIAIOLINI COPOKa pabounX JHEH.

10. B cimyyae HeOCTATOYHOCTH MPEICTABIEHHBIX 3KCIEPTY MATEPUAJIOB JUISl 1AUX 3aKIFOUYEHHUS SKCIEPT
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oOpariaercss K pyKOBOJUTEIIO SKCIIEPTHOTO YUPEKICHUS O MPEJOCTaBIEHUH €My HEOOXOIUMBIX MaTe€pHUasoB.
PykoBoauTeNb 3KCIEPTHOTO YUPEXKIAECHUS 00paliaeTcsi ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH UCHOJHUTEIBHOM BIACTH, BBIAABIINK 3aJaHHe Ha MPOBEACHUE SKCIIEPTU3bI OTHOIICHUS
OXKUJAaeMON TMOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOTO IIpernapara Ha OCHOBAaHUU
JOKYMEHTa, COJEp Kalllero pe3yjbTaTbl MOHUTOPUHTAa 3(P(EKTUBHOCTH U OE30MACHOCTH JIEKapCTBEHHOI'O
npenapata. B TeueHue nATHM paboumx AHEH €O JHSA MOCTYIJIEHHS 3alpoca PyKOBOJHUTENS 3KCIEPTHOTO
YUpEXKACHUs yKa3zaHHbIN (enepalbHbI OpraH HCHOJHHUTENIbHOM BIIACTH HANpaBiIeT 3asBUTENIO 3alpoc O
NPEICTaBICHUM HEOOXOJUMBIX MaTepHuajoB, KOTOPHIH MOXeT OBITh MepelaH YHOJIHOMOYEHHOMY
MIPEICTAaBUTENIO 3asBUTENS JIMYHO II0J] PACIMCKY, HAIIPABJIEH 10 NOYTE 3aKa3HbIM MMHMCbMOM WM IEpelaH B
JNIEKTPOHHOK (opMe MO TEJIEeKOMMYHHUKAIMOHHBIM KaHalaM CBsI3W. B cilyuae HampaBlieHHs 3ampoca
YHOJHOMOYEHHOTO (peliepalbHOrO OpraHa HUCIHOJHUTENbHOM BJIAacTH MO MOYTE 3aKa3HbIM MHCHbMOM OH
CUMTAETCS MOJYYEHHBIM 110 HCTEYEHHUHN LIECTH JHEW ¢ AAThl HANPABJICHUS 3aKa3HOTO IUChMA.

11. 3agBurens 00s3aH MPEICTaBUTH OTBET Ha 3alpoC YMOJIHOMOYEHHOrO (enepaabHOro opraHa
UCTIOJHUTENIBHOM BJIACTH B CPOK, HE MPEBBIIIAIONINN IMIECTUACCATH padOoyuxX JAHEH €O AHA MOJYy4YEeHHUs
YKa3aHHOTO 3ampoca. YTOJIHOMOYEHHBIN (eiepabHbII OpraH MCIOTHUTEIHLHONW BIACTH, BHIIABIIUN 3a/1aHUC
Ha ITIPOBEICHHE OHKCIIEPTU3bl OTHOLICHUS OKMUIAEMOM II0Jb3bl K BO3MOKXKHOMY PHCKY IPUMEHEHUs
JIEKapCTBEHHOI'O0 IIpemapara Ha OCHOBAaHMM JIOKYMEHTA, COJEpXKallero pe3yJpTaThl MOHUTOPHHIA
3¢ (GeKTUBHOCTH U O€30MaCHOCTU JIEKAPCTBEHHOI'O IIpernapaTa, B TEYEHHE MATH pabouux JHEW co AHA
HOCTYIUIEHUsI OT 3asBUTEJNII OTBETA HA 3alpoC YIMOJHOMOUYEHHOIo (elepajbHOro OpraHa HMCIOJHUTEIbHON
BJIACTU HAIIPaBIsET JTOT OTBET B JKCIEPTHOE ydpexkAcHHE. B ciydae HENpenCTaBlIEHUs 110 HCTEYEHUU
HIECTUACCATH PadOUYMX JIHEH 3asBUTENIEM OTBETa HAa YKa3aHHBIA 3alpoc YIOJHOMOUYEHHBIN (heaepabHbIN
OpraH MCIIOJIHUTEJIBHON BIIACTH, BBIAABIIMKM 3aJaHUE HA IIPOBEJCHHME SKCIEPTU3bl OTHOUICHUS OKHMIaeMOU
MOJIB3bl K BO3MOYKHOMY pPHUCKY INPHMEHEHHS JIEKAPCTBEHHOrO IIpenapara Ha OCHOBAaHWM JOKYMEHTA,
COJIepKAIIEro Pe3yibTaThl MOHUTOPUHIA 3((HEKTUBHOCTH U OE€30MAaCHOCTH JIEKAPCTBEHHOr'O IpernapaTa, B
TEUYeHUe MATH pabouux AHEH HAIpaBiseT B AKCHEPTHOE YUPEKICHHE YBEIOMIIEHHE O HENpPEeJCTaBICHUU
3asBUTEJIEM OTBETAa Ha 3alpoC YKa3aHHOro opraHa. BpeMs co 1HSA HampaBlIeHHs 3alpoca JKCIEPTHOIO
YUpEKACHUSI B YIOJTHOMOUYCHHBIN (elepaibHblii OpraH HWCHOJIHUTENBHOW BIAcTH A0 JAHSA HOJYYCHHUS
SKCIEPTHBIM YYPEKJIECHUEM OTBETA Ha 3alpOC WIM YBEIOMIJIEHUS O HENPEICTaBICHUN OTBETA Ha 3alpocC HE
YUYHUTBIBAECTCSI TPH MCUHUCICHWH CpOKa IPOBEIACHUS SKCHEPTHU3bl OTHOIICHUS OKHIaeMOW IIOJNb3bl K
BO3MO)KHOMY PHCKY INPUMEHEHHS JICKapCTBEHHOI'O IIpenapara Ha OCHOBaHMM JOKYMEHTa, COIEPIKalIero
pe3yabTaThl MOHUTOPHUHTA 3()(HEKTUBHOCTH U OE30MIaCHOCTH JIEKApCTBEHHOTO Mpernapara.

12. B cpok, HE TMPEeBBIMIAIONINA JeCATH pabo4MX AHEW CO JHS MOJTYYCHHs 3aKIIOYCHHUS KOMHUCCUU
OKCIICPTOB MO pC3yJibTaTaM 3KCIICPTHU3bl OTHOIICHUA O)KHHaCMOﬁ IMOJIB3bI K BOSMOXXHOMY PHUCKY NPUMCHCHUA
JICKapCTBEHHOTO TIperapara, COOTBETCTBYIOIIUH YIIOJHOMOYCHHBIH (eepaibHbIil OpraH HCIIOJHUTEIHHON
BJIACTHU:

1) OCYHICCTBIACT OLICHKY OTOr0 3aKIKUCHHUA OJId OIPEACICHUA €ro COOTBCTCTBHA 3aJaHHMIO Ha
IIPOBEACHHUC y1(8.38.HHOfI OKCIICPTHU3BI;

2) NIPpUHUMAET PELICHUE O MOATBEPKJICHHH I'OCYAapCTBEHHONW PErUCTpaIlK JIEKAPCTBEHHOTO Mpenapara
i 00 0TKa3e B MOATBEP)KICHUU TOCYJApPCTBEHHOM PETUCTpAIMK JIEKAPCTBEHHOTO MIpernapara;

3) BHOCHUT IIpH NPUHITUU PELICHUs O TOATBEPKICHUH TOCYIapCTBEHHON perucTpalyy JeKapCTBEHHOTO
rpenapaTa CBEJIEHUS! B TOCYAapCTBEHHBIM peecTp JEeKapCTBEHHBIX CPEJICTB M BBIAAET 3asBUTENI0 OeccpoyHOe
PErHCTPalMOHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHueM AJi1 OTKa3a B TIOATBCPIKIACHUU FOCYILapCTBCHHOﬁ perucTtpanuu JICKApCTBEHHOT'O
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npernapara  SBISETCS  3aKJIIOYEHHE COOTBETCTBYIOLIETO  YIOJHOMOYEHHOTO  (hefepaibHOro  opraHa
UCTIOJHUTENIBHOM BJIACTH O TOM, YTO PHUCK MPUYMHEHHUS Bpela 3/0pOBBI0 YEJOBEKA HIU KHUBOTHOTO
BCJIEJICTBHE TIpUEMa JICKApCTBEHHOTO Mperapara npeBbimaeT 3pGeKTHBHOCT €0 IPUMEHEHUS.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nepuox 1npoBeNEeHHs TPOLEAYPHl IOATBEPKICHUS T'OCYJApPCTBEHHOM  PEruCTpaluy
JIeKapCTBEHHOT 0 Ipernapara ero odpauienue B Poccuiickoit denepanuy He NPUOCTaHABIUBACTCS.

15. Jlomyckaercs oOpallieHHe JIeKapCTBEHHBIX IPENnapaTtoB A MEIUIUHCKOrO MNPUMEHEHHs [0
HCTEYEHUsI CPOKA FOJHOCTH, IIPOU3BEICHHBIX B TEUCHHUE CTa BOCBMUACCATH KaJICHIAPHBIX JAHEH IOCIE JaThl
MPUHATHUS YIIOTHOMOUYEHHBIM (pe/iepajIbHbBIM OPraHOM MCIOJHUTENIBHONW BIACTH PELICHHUS O MOATBEPKICHUU
rOCy/IapCTBEHHOW perucTpalyy, B COOTBETCTBHUM C HMH(pOpMaIueil, cojepxaleics B JAOKyMEHTax
PEruCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIN MTpenapar 10 AaThl IPUHATHUS TAKOIO PEIICHMUS.

Crtatbsa 30. BHeceHne M3MeHeHU B AOKYMEHTbl, cogepXxawmecs B permctpauMoHHOM
AOCbe Ha 3aperMcTpupoBaHHbIM NeKapCTBeHHbIM NpenapaTt AN MeAULMHCKOro NPpUMeHeHuns

I. B mensix BHECEHHS] W3MEHEHHH B JOKYMEHTBI, COJEpXKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT 11 MEIUIIMHCKOTrO NPUMEHEHHUS, IepKaTelb UK BIaJeiel
PETUCTPALIMOHHOTO  yJAOCTOBEPEHUSI JIEKAPCTBEHHOrO IIpenapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOpUAMYECKOEe JUIO (Jalee B HACTOALICH cTaThe - 3asABUTENb) MPEICTABISIET B YIOJHOMOYEHHBIN
(denepanbHBIE OpraH WCIOTHUTEIBHOW BJIACTH 3asBIEHHE O BHECEHMHM TaKUX HW3MEHEHUH 1o Qopme,
YCTaHOBJICHHOW yIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCTIOTHUTEIBHOU BIIACTH, U IPUJIATaeMble K HEMY
W3MEHEHUsI B yKa3aHHBIC JOKYMEHTBHI, a TaKXKe JOKYMEHTHI, MOIATBEPKAAIOIINEe HEOOXOAMMOCTh BHECEHUS
TaKUX U3MEHEHUM.

(B pen. DeaepanbHbiX 3ak0HOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. Tlpu HEoOXOIMMOCTH BHECEHHsI B JOKYMEHTHI, COJAEp)KAIllMecs B PErucTPaIlliOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Juisi MEIULUHCKOTO PUMEHEHHMs], U3MEHEHUH, YKa3aHHbIX B
MyHKTe 3 YacTh 2 HACTOSIICH CTaThbl M TPEOYIONIMX MPOBEACHUS IKCIEPTHU3BI KadyeCTBa JIEKAPCTBEHHBIX
CPEICTB, 3asABUTENb JOMOJHHUTEIHHO TPEICTABISICT B  YIOJHOMOYCHHBIH  (enepalbHbIi  OpraH
WCTIOTHUTEIPHOW BJIACTH KOMHUIO JIMIIEH3WH Ha TPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WU KOIHIO
3aKJIIOYEHUsT O COOTBETCTBHH MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHMSIM TPABWII HAJJICKAIICH
MPOU3BOJCTBEHHONW NPAKTHKHU, BBIAAHHBIX YIOJHOMOYEHHBIM (elepallbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH B OTHOIIEHUM M3MEHEHHOW W (WJIM) JOMOJHEHHOW MPOU3BOJCTBEHHOW IJIOMAAKU JIEKAPCTBEHHOTO
npemnapara, B clly4ae, €ClId IIPOU3BOJICTBO JIEKAPCTBEHHOIrO IpernapaTta ocyulecTBisieTcss B Poccuiickoii
Oenepannn, OO KOMUIO BBIAAHHOW YIOJTHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMUTENS JIMIIEH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOT'O TIperapara U €e MEPeBOJl Ha PYCCKUU SI3BIK, 3aBEPECHHBIC B YCTAaHOBJICHHOM
MOPSIJIKE, a TakKe KOIMHUIO 3aKJIIOYECHHS O COOTBETCTBHU TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TIPaBUJ HaAJEXKalleld MPOU3BOJACTBEHHOW MPAKTHUKH, BBIJIAHHOTO YIOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIICHWH W3MEHEHHOW W (WJIM) JOTOJTHEHHOMN
MPOU3BOJICTBEHHON TUIOMIAJKK JICKAPCTBEHHOTO Tpernapara, WIM KOIMHUIO PEIIeHUs YHOJIHOMOYEHHOIO
(denepaabHOrO OpraHa WCIOJTHUTEIBLHOM BJIACTH O TIPOBEJACHWHM WHCIICKTUPOBAHUS TPOW3BOJIUTEISL
JIEKapCTBEHHBIX CPEJICTB B Clydae, €CId TMPOM3BOJCTBO JIEKAPCTBEHHOTO TMperapaTa OCYIIECTBIACTCS 3a
npenenamu Poccuiickoit deneparym.

(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. HpI/I H€06XO,Z[I/IMOCTI/I BHCCCHHA B NOKYMCHTBI, COACPIKAINHUCCA B PCTrUCTPAIUOHHOM HOOCBC Ha
SapeI‘I/ICTpI/IpOBaHHbe/’I HeKapCTBeHHLIﬁ npenapar 4jsd MCAUIUHCKOI'O IMTPUMCHCHUS, I/I3M€HCHPII>1, YKa3aHHLBIX B
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nyHKkTe 4 YacTh 2 HACTOSIIEH CTaThbd M TPEeOYIOIIMX MPOBEACHUS IKCIEPTHU3bl KauecTBa JIEKAPCTBEHHBIX
CpeACTB, 3asBUTENb JIOMOJHHUTEIBHO TMPEJICTaBIseT B  YIOJHOMOUYEHHBIH (enepanbHblii  oprax
WCIIOJIHUTEJIBHOM BJIACTH KOIHIO JIMIIEH3MM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB WM KOIHIO
3aKJIIOUYEHUsI O COOTBETCTBUU IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMpaBWJI HaJJiexallen
MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJIHUTEIbHON
BJAaCTM B OTHOIICHMHM TPOM3BOJACTBEHHON IUIOMIA/IKK JIGKAPCTBEHHOrO TIperapara, B Ciydae, €ciu
MPOU3BOJICTBO JIEKAPCTBEHHOTO Tpemnapara ocymiectBiusercss B Poccuiickoit @enepanuu, au00 KOMHIO
BBIIaHHOM YTIOJITHOMOUYEHHBIM OPTaHOM CTpPaHbl IPOU3BOAUTENS JULIEH3UU HA IIPOU3BOJICTBO JIEKAPCTBEHHOTO
IpernapaTa UM €€ IepeBOJl Ha PYCCKUH f3bIK, 3aBEPEHHbIE B YCTAaHOBJIEHHOM IOPSIKE, a TaKkKe KOIHIO
3aKJIIOYEHUSI O COOTBETCTBUU IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IpaBWII HaJJiexallen
MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (eIepalbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH B OTHOILIEHUHU MPOU3BOJCTBEHHON IJIOMIAAKU JIEKAPCTBEHHOrO IMperapara, WM KOMHIO pPeLIeHUs
YHIOJHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHHUH WHCIEKTUPOBAHUS
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO CpEACTBA B Cllydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipernapara
OCYILIECTBIISIETCS 32 npenenamu Poccuiickont @enepanuu.

(uactsp 1.2 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. [IpunsiTHe penieHus: 0 BHECEHUH U3MEHEHUN WM 00 OTKa3e BO BHECEHUH M3MEHEHUH B JIOKYMEHTHI,
coJepXkaliecss B PErHMCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
MEAMIIMHCKOTO TPUMEHEHHS, B Cllydae HeOOXOJUMOCTH MPOBEIACHHS AKCIEPTU3bl KaueCTBa JIEKAPCTBEHHBIX
CpeacTB © (WMJIM) DKCHEPTU3bl OTHOIICHHUS OXKUAAEMON TOJIb3bl K BO3MOXXKHOMY PHCKY TNPUMEHEHUS
JIEKapCTBEHHOI'O Ipernapara i MEAULUMHCKOTO MPUMEHEHHS OCYILECTBISETCS B CPOK, HE IPEBBIIIAOIIUN
NEBSHOCTA pabOYMX JTHEH, a B OCTATBHBIX CIIyYasX B CPOK, HE MPEBBIMIAOIIANA TPUALATH pabouux AHEH CO
JTHSI TIPUHSITHS YIIOJITHOMOYCHHBIM (he/IepaibHBIM OPTaHOM HCIIOTHUTEIIPHONW BJIACTH 3asBJICHUS O BHECCHHUH
TaKUX U3MEHEHUHN.

(uacts 1.3 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2. DkcnepTHsa JIEKApCTBEHHBIX CPEJICTB B YACTH IKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U
(un) SKCHIepTU3bl OTHOUIEHMSI 0XKMJIA€MOM IOJIb3bl K BO3MOJKHOMY PHMCKY IPHMEHEHHUS JIEKapCTBEHHOTO
npenapara Ml MEAUUOMUHCKOIO MNPUMCHCHHA IIPOBOAUTCA B Cliyda€ BHCCCHUA N3MEHECHUI B AOKYMCHTEI,
coJlepKallfecs B PErucTpallMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKApPCTBEHHBIM MpemapaT, B
OTHOILLICHUH:

1) cBenieHMii, yKa3aHHbBIX B MHCTPYKLUH 110 MEJUIIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara:

a) JeKapcTBeHHas (GopMa C yKa3aHHMEM HAMMEHOBAHHMN M KOJMYECTBEHHOI'O COCTaBa JCWCTBYIOIIUX
BCIICCTB N KA4YCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIBHBIX BCIIICCTB (HpI/I HCOGXOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

0) (dapmakoguHamMuka u (hapMaKOKWHETHKA (32 MCKIIOYCHHEM (PapMaKOKWHETHKH TOMEOIATHUYECKUX
JIEKapCTBEHHBIX MIPEMapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENAPaTOB);

B) MOKa3aHUs JUIsl IPUMEHEHMS;
I') IPOTUBOIIOKA3aHUs JJIs1 IPUMEHEHUS;
J1) MEpPBI ITPEIOCTOPOKHOCTU IIPU IPUMEHEHUN;

€) YyKa3aHHE€ BO3MOXXHOCTM M OCOOCHHOCTEH NPHUMEHEHHs JIEKapCTBEHHOIO Ipemapara i
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MCIUITUHCKOI'O NPUMCHCHUS 6epeMeHHHMI/I JKCHIIWHAMH, JXCHIIMHAMHA B IIEPpUOA TPYAHOT'O BCKAPMIIMBAHU,
ACTbMHU, B3POCJIBIMH, UMCIOIIIUMHA XPOHUYCCKUC 3a6OJ'IeBaHI/I$I;

) PEKUM JO3MPOBAHUS, CIIOCOObI BBEACHUS U NPUMEHEHHUS, MPU HEOOXOTUMOCTH BpeMs Ipuema
JIEKapCTBEHHOT'O IIPEnapara, NpOAOLKATEIbHOCTD JICUEHHS, B TOM YHCIE y AE€TEH 0 U IOCJIE OJQHOTO I'0Aa;

3) BO3MOJKHBIE TMOOOYHBIE JEUCTBUS M HEXKEJATEIbHBIC PEaKIUHU TMPU TMPUMEHEHHH JIEKAPCTBEHHOTO
npernapara;

1) CUMITOMBI IIEPEI03UPOBKHU, MEPHI IO OKA3aHUIO TOMOILU MPH MEPEI03UPOBKE;
K) B3aUMOJICHCTBHUE C APYTUMH JICKapCTBEHHBIMHU MIperapaTaMy U (MJIH) TUILEBBIMU POTyKTaAMU;
1) (hOpMBI BBIITyCKa JICKAPCTBEHHOT'O MpENapara;

M) ykazaHue (mpu HeoOXOAMMOCTH) OCOOCHHOCTEN NEeNUCTBHSI JICKAPCTBEHHOTO IpernapaTta mpu NepBOM
MpUEME WJIH TPH €T0 OTMEHE;

H) CBCIACHUA O BO3MOXXHOM BJIMAHHUHK JICKAPCTBCHHOI'O IIp€riapaTta AJIA MCAUIHWHCKOIO IIPUMCHCHUS Ha
CIIOCOOHOCTD YHOpaBJIATh TPAHCIIOPTHBIMU CPECACTBAMU, MCXAHU3MAMU;

0) CPOK TOJTHOCTH M YKa3aHUE Ha 3ampeT MPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara mo UCTEYCHUH CPOKa
TOJHOCTH;

I1) YCIIOBUS XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPUMEHEHHUS,

3) U3MEHEHUs MecTa MPOU3BOICTBA JIKAPCTBEHHOTO Tpernapata JUisi MEAUIUHCKOTO IPUMEHECHHUS;

4) W3MEHEHHS MOoKazaTellell KaduecTBa JICKApCTBCHHOTO Mpfriapata I MCAULIMUHCKOTO NMPUMCHCHUA U
(HJII/I) MCTOOB KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IIpCriapaTta Ajisd MEAUIUHCKOTO IPUMCHCHUA

5) HU3MCHCHUA CPOKA T'OJHOCTH JICKAPCTBCHHOTO Ipernapara 111 MCAUIUHCKOI0 IPUMCHCHUS

6) cBemeHUN O HEOOXOJWMOCTH BHECEHUS HHBIX HM3MEHEHWUW B HMHCTPYKIHMIO IO MEIUIIMHCKOMY
MPUMEHEHHUIO JICKapCTBEHHOTO Tperapara, a TakKe B MHBIC JIOKYMEHTHI, COACPIKAITUECs B PErUCTPAIIMOHHOM
JI0CbE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN mpemapaT. [lpu 3ToM pelmieHue o MPOBEAECHUH AKCIEPTU3HI
KauecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) DKCHEPTU3bI OTHOILICHHS 0KHIAEMOW TOIB3bI K BO3MOXHOMY
PUCKY TIPUMEHEHHsS JIEKapCTBEHHOIO Ipernapara i MEAUIMHCKOrO TPUMEHEHHS TPUHUMAETCS B
COOTBETCTBUU C YTBEPKICHHOW YIIOJITHOMOUYEHHBIM (heepaqbHbIM OpPraHOM HCIOJHUTEILHOW BIIACTH
KJIaccupuKanue W3MEHEHWH, BHOCHUMBIX B JOKYMEHTBI, COJIEpKAIIHMECs] B PETHCTPAIIMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Tperapar.

(dacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. C 3asBE€HUEM O BHECEHMH M3MEHEHUH B IOKYMEHTHI, COIEP)KAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBINM Iperapar Uil MEIULMHCKOIO NPUMEHEHHUs, Hapsay C JOKYMEHTaMH,
YKa3aHHBIMH B 4acTH | HACTOAILIEH CTaThH, 3asBUTEIb MPEACTABISAET KONUU JTOKYMEHTOB, MOATBEPKAAFOIINX
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yIUIaTy FOCYJApCTBEHHOM MOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJEPKALIUECS B PETUCTPALMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpemapar il MEAULUHCKOrO IPUMEHEHUs, W3MEHEHHU,
TpeOYIOIIMX TPOBEIEHHUSI OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B YAaCTH OKCHEPTH3bl KadyecTBa
JIEKapCTBEHHOI'O CpeICcTBAa M (WJIM) SKCIEPTU3bl OTHOLUEHUS OKHUJAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara uisi MEIULIHUHCKOrO NMPUMEHEHHMs], TOCYJapCTBEHHOM MMONUIMHBI 32
BHECEHUE B JIOKYMEHTBI, COJAEPIKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JICKaPCTBEHHBIN
npenapar Uil MEAUWIUHCKOIO TNPUMEHEHUS, W3MEHEHWMH, He TpeOyIoIUX MPOBEACHUS 3KCIEPTU3I
JIEKapCTBEHHOT'O CPEJCTBA, MO0 BIIpaBe MPEACTaBUTh MO0 COOCTBEHHOW MHUIIMATHBE YKa3aHHBIE JTOKYMEHTHI.
B ciydae ux HempeacTaBiIeHHs YIOJHOMOYEHHBIN (elepanbHblii OpraH MUCIIOJHUTEILHON BIACTH MPOBEPSET
(akT yrmiaTel TOCyIapCTBEHHBIX TONUTHH 3asBUTENIEM ITOCPEICTBOM HCIIOJIB30BAaHM HHPOPMALIUU 00 yruraTe
rOCy/IapCTBEHHBIX  MONUIMH, cojepxaieiics B l'ocymapcTBeHHON HMH(OpPMAIMOHHOM  cucTeMe O
TrOCYapCTBEHHBIX M MYHMIMIIAJIBHBIX IUIATE)KAaX, HA OCHOBAHUMU IIPEICTABICHHBIX 3asBUTEIEM KOIUN
JOKYMEHTOB, ITOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM MOLUINHEI.

(uactb 3 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. B TeyeHue neciaTH pabouMx JHEW CO JIHS MOCTYIUICHHS yKa3aHHOTO B 4acTH | HACTOSIIEH CTaThH
3asBIICHHUS U HEOOXOUMBIX JOKYMEHTOB YIIOJTHOMOYEHHBIN (DefiepaibHbIA OpTaH UCIIOHUTEILHON BIIACTH:

1) mpoBOOUT HPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COAEpXKAIIUXCS B TPEACTaBICHHBIX
3asiBUTEJIEM MaTepHalax;

2) MNPUHHUMACT PCUICHUC O MPOBCIACHUU YKA3AHHBIX B YaCTHU 2 HacTosIIel cTaThbu COOTBECTCTBYHOIIINX
OKCIICPTHU3 JICKAPCTBCHHOI'O CPCACTBA UJIN 00 OTKa3e B UX IMPOBCACHUU,

3) yBEAOMIISIET B JICKTPOHHON MJIM MUCHbMEHHON (hOpMe 3asBUTEISI O MPUHATOM PEIICHUH WU B CITy4Yae
TIPUHSTHS PEIIeHUs 00 OTKa3e B MPOBEJACHUU COOTBETCTBYIOIICH IKCIEPTHU3BI ¢ YKa3aHUEM MPHYUH TAKOTO
OTKa3a.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cny4ae BBISIBICHHSI HEIOCTOBEPHOCTH CBEICHHH, COAEPIKAIUXCS B MPECTABICHHBIX 3asBUTEIEM
MaTepuaiax, YHOJHOMOYEHHBIH (enepaabHblii OpraH MCIOJHUTEIbHON BIACTH HANpAaBISET 3asSBUTEIIO
3ampoc 00 yTOYHEHHMM YKa3aHHBIX CBeACHHMH. J[aHHBIN 3ampoc MoKeT OBITh meperaH YHOJTHOMOYEHHOMY
MPECTABUTEINIO 3asBUTENS JIMYHO TI0J] PACIKCKY, HAIpaBJICH IO MOYTE 3aKa3HBIM IMMCHMOM WJIHM TIepelaH B
ANIEKTPOHHON (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H. B cilydae HampaBieHHs TaHHOTO 3ampoca
0 TIOYTE 3aKa3HBIM MMUCHMOM OH CUMTAETCS MOJTYYEHHBIM 10 MCTEYCHUH LIECTH JHEW C JaThl HAIpaBIICHHS
3aKa3HOTO MHChMA.

(uactb 4.1 BBennena denepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3agBuTens 00sf3aH MPEJCTaBUTh OTBET HAa 3alpoC YIMOJHOMOUYEHHOTO (heAaepaibHOTO OpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMNN JeBIHOCTa pabouyMuX JHEH cO JAHS MOJy4YeHHUs JAHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacTosIed CTaTbU, MPUOCTAHABIMBAETCS CO JHS HalpaBlICHUS
3asBUTEIIO 3aIPOCa YHOJIHOMOYEHHOTO (efepalbHOIO OpraHa MCIOJHHUTEIbHON BIACTU 10 IHS NOIY4YEeHHUs
UM OTBETa Ha JAHHBINA 3alpoc M HE YUUTHIBAECTCS MPHU MCUUCICHUM CPOKA MPUHATHUS PEIIEHUS] O BHECEHUU
U3MEHEHHH B JIOKYMEHTBI, COJEp)KalUecsl B PETUCTPALlMOHHOM JIOCBE Ha 3aperUCTPUPOBAHHBIN
JIEKapCTBEHHBIH Npenapar A1 MEAULMHCKOIO IPUMEHEHUS.

(uactp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHOBaHMEM [IJ1s1 OTKa3a B MIPOBEJICHUH YKA3aHHBIX B YACTH 2 HACTOSIIIEH CTaThbU SKCIEPTHU3 SIBISETCS
MPEICTABIICHHE JOKYMEHTOB, MEPEYUCIICHHBIX B YacTAX | W 3 HACTOSIIEW CTaTbH, B HEIMOJHOM OOBEME,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 27.12.2018) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

HENpEeCTaBICHNE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIN B yacTu 4.1 HacToAmIel cTaThu
3ampoc yMOJTHOMOYEHHOTO (eIepallbHOrO OpraHa HUCHOTHUTENBHOW BIACTH, a TaKXke OTCYTCTBHE B
MPEJICTABJICHHBIX JIOKYMEHTAaX JOCTAaTOYHBIX CBEJCHUMN, TOATBEPKIAIONINX HEOOXOJUMOCTh BHECEHUS
W3MEHCHUH, WM OTCYTCTBHE WH(OpPMAIIUU, MOATBEPXKAAOMEH (akT yIIIaThl rOCYJapCTBEHHBIX TMOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThU.

(B pen. DeaepanbHbix 3ak0oHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B 4YaCTH 2 HACTOAILIEH CTAaThU IKCHEPTU3BI MPOBOAATCA B TMOPSAIKE, YCTAaHOBICHHOM
craThell 23 Hacrosiiero deaepanbHOTO 3aKOHA.

7. B cpok, HE TpEeBBIMIAIONIMKA JeCATH pabodux MHEH CcO JHS TONYyYEHHUsS 3aKIIOYCHUN KOMHUCCHUI
SKCIEPTOB MO PE3yJbTAaTaM YKa3aHHbIX B 4YacTW 2 HACTOAILIECW CTaTbU SKCHEPTU3, YIOJIHOMOYEHHBIN
(dhenepanbHBINA OpraH UCIIOJTHUTEIBHON BIACTH:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) MMPUHHUMACT PCUHICHUC O BHCCCHHUU U3MEHEHHUU B HAOKYMCHTBI, COACPIKAIMUCCA B PETUCTPALIUOHHOM
J0ChC Ha BapeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar ajad MCAUIHUHCKOTrO NMpUMCHCHUS, UJIU 00 oTkaze
BO BHCCCHHUHU TAKHUX I/ISMGHGHI/Iﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKallhecs B PETUCTPAMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHbIM NpenapaT A MEAULMHCKOrO NPUMEHEHHUs, He0OXOAMMBbIE M3MEHEHHUs M BO3BpalllaeT UX
3as1BUTEIIIO;

3) BbLIAET 3asABUTENIO HOBOE PETHCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO INpernapara B cilydae
WU3MEHEHHUS CBEJCHUM, CONEPIKALUXCS B HEM.
(. 3 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUI OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTBI, COJEpKAIINECS B PErUCTPallMOHHOM
JI0OCE Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil MEJUIMHCKOTO IPUMEHEHHUs, SBISETCA
3aKJIIOYEHHE YTIOJIHOMOYEHHOIO (heiepalbHOTO OpraHa UCIOJHUTENBHON BIACTH O BO3MOKHOCTH CHUKEHHUS
0€30MacHOCTH, KauecTBa, 3 (HEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B CIIydyae BHECEHUS TAKMX U3MEHEHUH.

9. Jlomyckaercs oOpaiieHue JIEKapCTBEHHBIX IMPENapaToB Uil MEAMIMWHCKOTO MPUMEHEHHS [0
HCTEYEHUs CpOKa TOAHOCTH, IMPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUJIECITH AHEW IOCie OaThl MPUHATUS
YIOJHOMOYEHHBIM (pe/lepabHbIM OpraHOM HCHOJHUTENBbHOM BIACTH PEIIEHUS O BHECEHUM W3MEHEHUU B
JOKYMEHTBI, COJiepKalliecs B PeruCTPallMOHHOM JI0ChE, B COOTBETCTBUM ¢ MH(OpMalueil, cogepxauieiics B
JOKYMEHTaX PerUCTPallMOHHOIO 10Che Ha JIEKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAKOTO PELICHHUS.
(uactpb 9 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 31. BHeceHMe n3MeHeHUN B AOKYMEHTbI, coaepXawmeca B perMcTtpauuoHHOM
JOoCbe Ha 3aperucTpMpoBaHHbIN JeKapCTBEHHbLIW nMpenapat AN BeTepuHapHOro
npUMeHeHuns

I. B mensx BHECEHMs] M3MEHEHMIl B JOKYMEHTBI, COJEpKalIUecsi B PETMCTPALMOHHOM J0OChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN MIpenapaT /Ui BETEPUHAPHOIO IPUMEHEHMS], IepKaTellb WIN BIIaJIEIIeL]
PETUCTPALIIOHHOTO  YAOCTOBEPEHUs] JIEKApCTBEHHOIO IIpenapara WIM YIOJIHOMOYEHHOE UM JApYroe
IOpUANYECKOe JIMLO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) IMPEACTaBISET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH MCIOJHUTEIbHONW BIIACTH 3asBICHHE O BHECEHMHM TaKUX H3MEHEHMH 1o Qopwme,
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YCTQHOBJICHHOH YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MIPUIaraeMble K HeMmy
U3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOATBEp)KIAIOIINe HEOOXO0IUMOCTh BHECEHHUS
Takux u3MeHeHu#d. Ilpu HEOOXOAMMOCTHM BHECEHMS HW3MEHEHUH B JIOKYMEHTBHI, COJEpKalluecs B
PErUCTPallMOHHOM JIOCh€ Ha 3apeTHCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHHUS, B CIydyasX M3MEHEHHs M (WUJIM) JOMOJIHEHHs MPOU3BOACTBEHHOH IUIOIIAJKK JIEKapCTBEHHOIO
CPEICTBAa, a TaK)K€ M3MEHEHHUsS II0Ka3aTelled KadyecTBa JICKaPCTBEHHOIO Ipenapara Uil BETEPUHAPHOIO
OpUMEHEeHHss W (WIKM) METOJOB KOHTPOJs KadyecTBa JIEKAPCTBEHHOro IMpernapara Uil BETEPUHAPHOTO
NPUMEHEHHs 3asBUTENb JOMOJHUTEIBHO NPEACTaBIseT B YHOJIHOMOYEHHBIH (efepasbHBIi  Oprax
HCIIOJIHUTEJIBHON BIIACTHU CIIEAYIOIINE JOKYMEHTBI:

1) Kxomus JUIEH3UM Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW IPOU3BOJUTEINIO
JIEKapCTBEHHOT'O Tpernapara s BETepUHAPHOTO MPUMEHEHHUSI, ISl POCCUMCKHUX MPOU3BOAUTENEH;

2) KOIlusg JIMOCH3HMKM Ha IIPOHU3BOJACTBO JICKAPCTBCHHBIX CPCACTB, BBIHaHHOﬁ IMPOU3BOJUTCIIIO
(I)apMaueBTqucxoﬁ CY6CTaHI_II/II/I, BXOJSIIEH B COCTaB JICKAPCTBCHHOI'O TIIpf€riaparta JIsI BETCPUHAPHOI'O
NPpUMCHCHUA, NJIA pOCCI/II>'ICKI/IX HpOHBBO,Z[HTCJ'ICfI;

3) KOIIMAg OOKYMCHTA, BbBIAAHHOI'O YIIOJHOMOYCHHBIM OpPraHOM CTpPaHbl IPOU3BOJUTCIIA JIA Ka)I(l[Oﬁ
MPOU3BOACTBEHHON IUIOIIAJKK  JIEKQPCTBEHHOIO TMpernapara Uil BETEPUHAPHOIO MPHUMEHEHHS U
TTOATBEPKIAIOIIETO COOTBETCTBHE MPOM3BOJIUTENS JIGKAPCTBEHHOTO TIpermapara TpeOOBaHMSIM TIPaBHII
HaJyleKallel MPOU3BOJCTBEHHON MPAKTUKHU, U €r0 NEPEBOJ] Ha PyCCKUM S3bIK, 3aBEPEHHBIC B YCTAHOBIEHHOM
MOpsIKE, a TAK)KE KOMUS 3aKIIFOUEHUSI O COOTBETCTBUU MTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MIpaBWJI HAJUICKAIIeH MPOM3BOACTBEHHON MPAKTHKH, BBIIAHHOTO YIOJTHOMOUYEHHBIM (eIepalbHBIM OPraHOM
HCTOJIHUTEIBHOM BJACTU JUISl KaKIOW IPOU3BOACTBEHHOW IUIOIAJAKHU JIEKAPCTBEHHOTO IIperapara s
BCTCPUHAPHOTO MNPUMCHCHMU, MO0 KOMUS pemicHud O IMPOBCACHHN HWHCICKTUPOBAHUA TIPOU3BOAUTECIIA
JICKAPCTBCHHBIX CPCACTB, MPUHATOr0 YIIOJIHOMOYCHHBIM (bellepaJ'II)HBIM OopraHomM HWCIIOTHUTENbHON BIIACTH
JUISL KaKIOM MPOM3BOJICTBEHHOW IUIOIIA/IKK JIEKAPCTBEHHOI'O Ipenapara Jjisi BETEPUHAPHOTO NMPUMEHEHUS.
VKa3aHHbIE JOKYMEHTHI IPEACTABIIAKOTCS B Ciydae, €CiId IPOU3BOJCTBO JIEKAPCTBEHHOIO IIperapara s
BETEPUHAPHOT0 IIPUMEHEHUS OCYLIECTBIIIETCS 3a npeaenamu Poccuniickon denepannu;

4) xomMsi JOKYMEHTAa, BBIIAaHHOTO  YIOJHOMOYEHHBIM OpPraHOM  CTpaHbl  MPOU3BOAMUTENS
(apMareBTHUECKOW CyOCTaHIIMM W TIOATBEP)KIAIOIIEr0 COOTBETCTBHE MPOM3BOIUTENS (papMarieBTUIECKON
cyOcCTaHIMH, BXOJIALICH B COCTaB JIEKApCTBEHHOTO Mpenapara JJisi BEeTepUHAPHOTO MPUMEHEHHUS, TPeOOBaHUSIM
IIPaBWJI HaJJIEKAIEHd NPOU3BOACTBEHHOM IPAKTUKH, W €r0 IEPEBOJ] Ha PYCCKUHU S3BIK, 3aBEPECHHBIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIydae, €CIM MPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIAETCS 3a
npeaenamu Poccuniickoit denepanun.

(uactp 1 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cinyyae wu3meHeHus W (WUJM) JOTOJHEHUS MPOU3BOACTBEHHON IUIOMIAJKH JIEKAPCTBEHHOTO
Cpe/ICcTBa TOKYMEHTHI, YKa3aHHBIC B YacCTH | HACTOSIIEH CTaThH, MPECTABISIOTCS 3asBUTEIIEM B OTHOIICHUU
WU3MEHSIEMON M (WJIM) JOIOIHAEMON TMPOW3BOJICTBEHHOM IUIONIAIKK JICKAPCTBEHHOTO cpencTBa. Pemienune o
BHECEHUHM M3MEHEHUI B JOKYMEHTHI, COJAEpIKAIlMecs B PETHCTPAIIMOHHOM JIOChe Ha 3aperUCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpemnapar JUisi BETEpUHAPHOTO MPUMEHEHHs, WK 00 OTKa3e B MX BHECEHUU MPUHUMAETCS B
clly4ae HEOOXOJIMMOCTH IPOBEIEHUS IKCIEPTU3Bl JICKAPCTBEHHOTO CPEACTBA B CPOK, HE IMPEBBIMIAIOIIUI
NEBSHOCTA pabOYMX JTHEH, a B OCTATBHBIX CIIyYasX B CPOK, HE MPEBBIMIAOIIANA TPUALATH Pabodnx JHEH CO
JTHSI TIPUHSITHS YIIOJITHOMOYCHHBIM (he/lepaibHBIM OPTaHOM HCIIOTHUTEIIPHOW BJIACTH 3asBJICHUS O BHECCHHUH
TaKUX U3MEHEHMUIA.

(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2. B CJIyda€ BHCCCHUA U3MEHEHHUI B AOKYMCHTBI, COACPIKAIIUCCA B PCTrUCTPAIUOHHOM JOCHBC Ha
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3aperucTPUPOBAHHBIN JEKAPCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHHUs, B OTHOIIICHUU CBEACHUN,
yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "H", "c", "Xx" nynkra 7 wactu 3 crtatbu 17 HacrosIEro
®defepadbHOrO 3aKOHA, U3MEHEHUS] W (WUJIM) JOMOJHEHHUS MPOW3BOJCTBEHHOM IUIOMIAJKU JICKAPCTBEHHOTO
CpeicTBa, a TakXke B CIydae HW3MEHEHHUs TOKa3zaTelied KayecTBa JIEKApCTBEHHOTO TMperaparta s
BETEpPUHAPHOTO TMPUMEHEHHS U (WJIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO TIpemapara s
BETCPUHAPHOTO TPUMEHEHHS TPOBOAMTCS OSKCIEPTH3a JICKAPCTBEHHOTO CPEJCTBA JUISI BETEPUHAPHOTO
npuMeHeHus. B ciydae HeoOXOOUMOCTH BHECEHUS HMHBIX HM3MEHEHHMH B JOKYMEHTHI, COJEpKalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA IMpenapar s BETEPUHAPHOTO
MIPUMEHEHHUS, FKCIIePTH3a JIEKAPCTBEHHOTO CPEICTBA /ISl BETEPUHAPHOTO IPUMEHEHHUS HE POBOIUTCS.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. C 3asBiIeHUEM O BHECCHHH U3MEHCHUH B JIOKYMEHTHI, COJICPIKANTUECS B PETUCTPAIIMOHHOM J0Che Ha
3apeTrUCTPUPOBAHHBIN JICKAPCTBEHHBIH Mperapar Juisi BETEPUHAPHOTO MPUMEHEHHS, HapsAy C JTOKYMEHTaMH,
yKa3aHHBIMH B YacTH | HACTOSIICH CTaThH, MPEICTABIISIOTCS JOKYMEHTBI, MOATBEPXKIAMOIINE YILIATy
rOCy/IapCTBEHHOW TMONLIMHBI 32 BHECEHHE B JOKYMEHTHI, COJAEpIKAIIMECs B PErHCTPAIlMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JCKAPCTBEHHBIN Mpenapar s BETCPUHAPHOTO MPUMEHEHUs, N3MEHEHUH, TPeOyIOIIIX
MPOBEJICHUST IKCIIEPTU3BI JICKAPCTBEHHOTO CPEJCTBA ISl BETEPUHAPHOTO MPUMEHCHHSI, WIH U3MCHEHUH, He
TPEOYIOIIMX MPOBEIACHHSI SKCIIEPTU3BI JICKAPCTBCHHOTO CPEJICTBA JIJISl BETCPUHAPHOTO TPHUMCHCHUS.

(B pen. deaepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

4. B cpok, He MpeBbIIAIUN JecaTH pabouux THEH cO JHS MOCTYIUIEHHS YyKa3aHHOTO B 4YacTu 1
HACTOSIIEH CTaTbU 3asBICHUS U HEOOXOJUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (QenepalbHblii opraH
UCIIOJIHUTEILHOM BJIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMM, COAEpXKAILMXCS B IPEACTABICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) IIPUHUMACT PCHICHUEC O IMPOBCACHHHN JBKCHEPTU3BI JICKAPCTBCHHOI'O CpEACTBa AJIA BETCPHHAPHOI'O
IMPUMCHCHUS UIIN 00 OoTKa3e B e€ IMPOBCACHUH,

3) yBemomisieT B NMUCBMEHHOH (opMme 3asBUTEIs] O MPUHATOM pPEIICHHM WM B Clyyae NPUHITHSA
perieHust 00 0TKa3e B MPOBEACHUH SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJCTBA JUI BETEPUHAPHOTO MPUMEHEHHUS C
yKa3aHUEM IIPUYMH TaKOro OTKa3a.

4.1. B ciyyae BBISBIIEHUS HEIOCTOBEPHOCTH M (WMJIM) HEAOCTATOYHOCTH CBEACHH, CONEPIKAIIUXCS B
MIPE/ICTABJIICHHBIX 3asBUTEIEM JIOKYMEHTAaX, YIIOJHOMOYCHHBIN (efepaabHbIil OpraH UCIIOJHUTEILHON BIACTH
HaNpaBIseT 3asBUTENIO 3amMpoc OO0 YTOYHEHHWH YyKa3aHHBIX CBEIACHM. 3ampoc MOXKeT ObITh mepenaH
YIOJIHOMOYEHHOMY MPEICTABUTEIIO 3asIBUTENS 1OJ] PACIIUCKY, HAIIPABIJICH IO MMOYTE 3aKa3HbIM MUCbMOM HIIH
nepenaH B AJCKTPOHHOW (opMe MO TEeIeKOMMYHHKAIIMOHHBIM KaHajaM CBs3U. B ciydae HampaBlieHUs
3ampoca 00 YTOYHEHUHU yKa3aHHBIX CBEJCHHM IO MOYTE 3aKa3HBIM MUCHMOM OH CUHTAETCS MOJYYSHHBIM TI0
HWCTEUYCHUU IIECTU JTHEW C TaThl HANPABJICHUS 3aKa3HOTO MUChMA.

(dactp 4.1 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. 3asgBuTenb o00s3aH NPEJCTaBUTh OTBET Ha 3alpoC YIOJHOMOUYEHHOIo (heAepalibHOrO OpraHa
WCTIOJHUTENIHOM BIIACTU B CPOK, HE NMPEBBILIAIONINI JIeBIHOCTA padOYMX JHEH CO JHS MOJyYeHHs TaHHOTO
3anpoca. Cpoku, ykazaHHble B 4yacTh 1.1 Hacrosimel craTbu, IPUOCTAHABIMBAIOTCS CO JHS HAIPaBJICHUS
3aBHUTEINIO 3aIPOCa YIOJHOMOYEHHOTO (heepaibHOTO OpraHa MCIOJHUTEIHHON BIACTH 10 THS TOJTYYCHHUS
OTBETa Ha JAaHHBIMA 3alpOC W HE YUYUTHIBAIOTCS MPHU UCUUCICHUM CPOKAa MPUHATUS PELICHHs O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpXKalllMecsi B PEruCTPAllMOHHOM JIOCh€ Ha 3aperucTpUpOBAHHBIN
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JIeKapCTBEHHBIN Tpenapar Ui BETEPHHAPHOTO IPHMEHEHUSI.
(uactb 4.2 BBenieHa @enepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM s OTKa3a B IPOBEICHUM JKCIEPTU3bI JEKAPCTBEHHOTO CPEACTBA Ul BETEPUHAPHOIO
NPUMCHCHUA ABJIACTCA MPCACTABICHUC IOOKYMCHTOB, YKA3aHHBIX B YaCTAX 1 m3 HaCTOﬂIIIeI\/JI CTaTbu, B
HEIMOJIHOM O00BEME WU OTCYTCTBHE B TPCACTABIICHHBIX AJOKYMCHTAX AOCTAaTOYHBIX CBC}IGHI/II\/'I,
HOATBEPXKNAIOIINX HEOOXOAMMOCTh BHECCHUS HM3MEHEHMH, JHOO HENpeACTaBICHHE 3asBUTEIEM B
YCTaHOBIJICHHBI CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4.1 HacTosmield CTaThbH 3alpoC YHNOJIHOMOYEHHOTO
(enepanbHOro OpraHa UCIOJHUTEIBHOMN BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DxcnepTu3a JIEKapCTBEHHOI'O CpEACTBA JUIsl BETEPUHAPHOIO MPUMEHEHHsS B IEJIIX BHECEHUS
W3MEHEHUH B JIOKYMEHTBI, COJEp)Kalliecsi B PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIN
JICKapCTBEHHBIN Mpenapar [uisi BETCPUHAPHOIO IPUMEHEHHs, OCYLIECTBIIACTCS B IOPSAJKE, YCTAHOBICHHOM
cratbell 24 HacTosAmero denepagbHOrO 3aKOHa.

6.1. B cpok, He MPEBBIMIAIOMIMA TATH PaOOUMX AHEH CO MHS TMONY4YeHHs 3aKIIOUEHUS KOMHUCCUU
SKCHEPTOB IO pe3yjbTaTaM yKa3aHHOM B YacTW 2 HACTOSIICH CTaThU SKCHEPTU3BI, YIIOJIHOMOYECHHBIN
(denepaabHBIA OPraH UCMIOJHUTEIIHHON BIIACTH:

1) mpuHMMaeT pelleHue O BHECEHWU H3MEHEHUH B JOKYMEHTHI, COJIepKallfecs] B PEerucTpaliOHHOM
JIOChE Ha 3apErHCTPUPOBAHHBIN JEKApPCTBEHHBIN Mpenapar Uis BETEpPUHAPHOTO MpPUMEHEHUs, Win 00 OoTKaze
BO BHECEHHUH TaKUX U3MEHEHU;

2) BHOCHUT B TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHWHU PEIICHHUS O BHECEHUU
W3MEHEHUNH B JOKYMEHTBI, COJEpKallhecsi B PETUCTPAMOHHOM JOCh€ Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpenapar JjIsi BEeTEPUHAPHOTO MPUMEHEHHs, HEOOXOIUMbIE M3MEHEHHSI M BO3BpAIaeT 3TH
JIOKYMEHTBI 3asIBUTEITIO.

(dactp 6.1 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciyuae BHeceHMs HM3MEHEHHH B JOKYMEHTHI, COJEpXKalluecs B PErMCTPALlMOHHOM JOChe Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npenapar i BETEPUHAPHOIO NPHUMEHEHHUs, B YacTH, Kacarollencs
U3MEHEHHUs U (WIM) JOIOJIHEHUS IPOM3BOJCTBEHHOW IUIOLIAJIKM JIEKAPCTBEHHOrO Ipemnapara, IMpu
OpeACTABJICHUHN 3adBUTCICEM B COOTBCTCTBUH C ITYHKTOM 3 gactu 1 H’c’lCTOfIHICfI CTaTbU KOIIMH PCIICHUA
YIOJHOMOYEHHOTO (pellepaJlbHOTO OpraHa HCIHOJHUTENbHON BIAaCTH O MPOBEJCHUH WHCIEKTUPOBAHUS
IPOM3BOJUTENS JIGKAPCTBEHHBIX CPEACTB CPOK, YyKa3aHHbIH B wactu 6.1 Hacrosiued cCTarthby,
NPUOCTAHABINBACTCS €O JHS TIOJYYEHHUS 3aKIIOUEHHs] KOMHCCHM OJKCHEepTOB 1O JHS IPHUHATHUS
YIOJIHOMOYEHHBIM (eiepalibHbIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH PELICHHS O Bbliade WM 00 OTKasze B
BbIJJaU€ 3aKJIOUYEHUS O COOTBETCTBUHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHSIM IPABHI
HaJIexalleld Ipou3BOJCTBEHHON IPAaKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT pabounX JHEH.

(dactsp 6.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIsl OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEPKALINECS B PErUCTPAIUOHHOM
JI0CbE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi BETEPUHAPHOIO NMPUMEHEHMS, B CiIyYasX, HE
TPeOYIOLINX MPOBEACHUS SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, SIBIISETCS IMPEACTaBICHUE JIOKYMEHTOB,
YKa3aHHbIX B yacTsX | M 3 Hacrosme craTbd, B HEMOJIHOM OOBEME WIM OTCYTCTBUE B IPEICTABIECHHBIX
JOKYMEHTaX CBEJCHUH, KOTOpbIE JOJKHBI ObITh B HUX OTPa)K€HbI, JTUOO HEMpPEICTaBICHHE 3asBUTEIEM B
YCTaHOBJICHHBIA CpPOK OTBETa Ha yKa3aHHbBIM B 4dacTh 4.1 HAcTOAIEH CTaThU 3alpoC YHOJHOMOYEHHOI'O
(enepanbHOro OpraHa UCIOJHUTEIbHOMN BIACTH.
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(dacts 7 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHueM Juisi OTKa3a BO BHECEHMM W3MEHEHHUW B JIOKYMEHTBI, COJEpKalluecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA IMpenapar Uil BETEPUHAPHOTO
MPUMEHEHHUs, B CIydasX, TPeOYIOIIMX TMPOBEICHUS IKCIEPTU3bl JIEKAPCTBEHHOTO CPEJACTBA, SBISETCA
3aKJTI0OYEHNE YIOJHOMOYEHHOTO (heAepalibHOTO OpraHa MCIIOJHUTEIHHOM BIACTH O BO3MOXKHOCTH CHUKEHUS
Oe3omacHOCTH, KayecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOIO MperapaTa BCIEACTBHE BHECEHUS M3MEHEHUl B
yKa3aHHbIE TOKYMEHTHI, OTKa3 yMOJIHOMOYEHHOTO (eiepalibHOTO OpraHa UCTOJHUTENHHOM BIACTH B BblJaue
3aKJIFOYEHHUsI O COOTBETCTBUU TMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM IMPABWI HaJJIexalien
MPOU3BOJICTBEHHON MPAaKTUKU B CIydyae M3MEHEHUS WU (WJIK) JOMOJIHEHUS MPOU3BOJCTBEHHOM ILIOIIAIKU
JIEKapCTBEHHOI'0 Ipernapara, €cjld IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara JUisli BETEPUHAPHOIO
MIPUMEHEHHUS OCYIIECTBIISIETCS 3a peaenaMmu Poccuiickoit denepariiu, Wik OTCYTCTBHE 3TOTO 3aKITIOUYCHUSI.
(dactp 7.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaiieHue IEKapCTBEHHBIX IMPEMapaToB [Uisi BETEPUHAPHOTO MPUMEHEHHS [0
WCTEUYEHUs] CPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHHME CTAa BOCBMUJIECATH JHEHW MOCHE JOaThl MPUHATUA
YIOJTHOMOYEHHBIM (pellepalbHbIM OPraHOM HCIOJTHHUTEIHHOW BIACTH PEIICHUS O BHECECHUHM W3MCHECHUU B
JIOKYMEHTBI, COJIEpKAIIMeCs] B PETMCTPAIlMOHHOM JIOChE Ha JICKAPCTBEHHBIN MpemnapaT, B COOTBETCTBUH C
nH(popMalmen, coaepkamencs B JTOKYMEHTax PErucCTPallMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpemapar 0
JIAThI IPUHATHS TAKOTO PEIICHUS.

(dacts 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCTBEHHOW perncrpauum nekapcTBeHHOro npenapara

Pemenne 00 oTMEHE TOCYIapCTBEHHOW PETHCTpPAllUM JICKAPCTBEHHOTO IMpenapara ¥ HCKIIOYCHUH
JICKapCTBEHHOI'O TMpemnapara M3 TOCYyAapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEACTB MPUHUMAETCS
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH B CIIyYae:

1) mpencraBieHUsT COOTBETCTBYIOUIMM YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOIHUTEIBHON
BJIACTH 3aKJIFOUCHHUS O PUCKE WM 00 yrpo3e 370pOBBIO, )KM3HH UYEIOBEKA MIIU KMBOTHOTO MPHU MPUMEHECHUU
JICKapCTBEHHOTO Mpemnapara, MPEeBBIMANIMX ero 3((EeKTUBHOCTh, MO PE3yJbTaTaM OCYIIECTBISIEMOTO UM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKapCTBEHHOTO Mpenapara;

2) mnomauM JAep)kaTelleM WIM BIAJENbLEM PErMCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO
npenapaTa UM YIOoJHOMOUYEHHBIM UM IPYTUM IOPHIMYECKUM JIMLIOM 3asiBIEHUS] 00 OTMEHE rocy1apCTBEHHON
perucTpanyy JeKapCcTBEHHOI O IIpenapara;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HEMOATBEPKIAEHUS TOCYAAPCTBEHHON PETUCTpAIU JIEKAPCTBEHHOTO TIpernapara 1o UCTeUYEeHUN CpoKa
JIEUCTBUSA PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BBIJAHHOTO HA MSATH JIET;

4) HempeAcTaBlieHUS 3asBUTEIEM HHQPOpPMAIMKM, KOTOpash MOXKET MOBJIEYb 32 COO0OW HEOOXOAMMOCTh
BHECEHHUS M3MEHEHUW B JIOKYMEHTHI, COJEpKaIlfecss B PETUCTPALMOHHOM JIOChe Ha 3apeTrUCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar, B TeUeHUe TPUANATH pabounx AHEH Co JHS HACTYIUICHUS dTHX U3MEHEHUH;

5) OCyIIeCTBIIEHUs TOCYJapCTBEHHOW PETUCTpAIlMH JIEKAPCTBEHHOTO IMpermapara II0Ji TOPTOBBIM
HAaUMEHOBAHHMEM 3apETUCTPUPOBAHHOTO paHee IMOJ 3TUM TOPrOBBIM HAMMEHOBAaHUEM JICKAPCTBEHHOTO
npernapara, OTIMYAOIIeTroCs] Ka9eCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIIESCTB;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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6) OCYIIECTBICHHS TOCYTAPCTBEHHON PETHCTPAIllMK OJHOTO M TOTO K€ JICKApCTBEHHOTO Iperapara B
OTHOIICHWH OJHOTO M TOTO JK€ JepKaTels WM BIAJeNblla PETUCTPALMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO TMpernapara B BHJIE IBYX U 0oJiee JIEKAPCTBEHHBIX MPEMapaToB MO Pa3IUYHBIMU TOPTOBBIMU
HaAanMMCHOBAaHUAMU,

(. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHUS CYJOM pEIIeHHS O HapyIIeHWU MpaB MpaBooOianaTess 00bEKTOB HHTEIUIEKTYyaIbHOMN
COOCTBEHHOCTHU IIPU 0OpAIleHUH JIEKAPCTBEHHBIX CPECTB;

8) OTCYTCTBHS JIEKAPCTBEHHOTO Tpemnaparta B oOpamenun B Poccuiickoit denepanyu B TeUeHUE TpeX U
Oouiee J€T;
(. 8 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HEBBINOJIHEHUS JAepKaTeJIeM WM BIAJeNbLieM PErHCTPAMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO
npenaparta Ju00 YHNOJHOMOYEHHBIM MMHU APYTUM IOPUIMYECKUM JIMILIOM MEpONPHUATHH MO 00ecreueHHIo
0€30IaCHOCTH JIEKApCTBEHHBIX IPENapaToB, YCTAHOBJIEHHBIX YIOJIHOMOYEHHBIM (eaepanbHbIM OpraHoOM
HCIIOJIHUTEJILHOM BJIACTU B COOTBETCTBHM € 4acTAMU 3 U 4 cratbu 64 Hacrosmero denepaibHOro 3aKOHa, B
paMKax OCyLIeCTBIECHUs (hapMaKOHAA30pa;

(. 9 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTkaza meprkarens WIN BIAJENbIa PETUCTPAMOHHOTO YIOCTOBEPEHHS JIEKApPCTBEHHOTO IperapaTa
A100 YMOJHOMOUYEHHOIO MMH JPYroro HOpUIMYECKOro JIMLA OT BHECEHUS W3MEHEHMH B MHCTPYKLHIO 10
INPUMEHEHHUIO JIEKapCTBEHHOTO Mpernapara, KacaroIlUXCsl HOBBIX MOATBEPKICHHBIX JAHHBIX O TOM, YTO PUCK
NPUYMHEHUST Bpela 370pOBbI0 YelOBeKa WM >KMBOTHOTO BCIICACTBHE MpHEMa JIEKApCTBEHHOIO Ipernapara
npeBbInaeT 3 (HEeKTUBHOCTH €T0 MPUMEHEHHUS.

(n. 10 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

CtaTtbsa 33. NlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. l'ocynapcTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB COJIEPKUT MEePEeUEHb JIEKaPCTBEHHBIX MPENapaToB,
MPOLIEAIUX TOCYAAPCTBEHHYIO PErHCTPAINio, TepedYeHb (PapMaleBTUYCCKUX CYOCTaHIIMH, BXOISIIUX B
COCTaB JIEKaPCTBEHHBIX MPENIApaTOB, U CIEAYIONIYI0 HH()OPMAIIHIO:

1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENapaToB:

a) HaMMCHOBAaHHWE JICKAPCTBEHHOIO0  Tpemapara (MEXIyHAapOJIHOE  HEMAaTCHTOBAHHOE, WM
TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

0) siekapcTBeHHast (popma C yKka3aHHEM JIO3MPOBKU JIEKAPCTBEHHOI'O Mperapara M €ro KOJUYecTBa B
MOTPEOUTENBCKON YITaKOBKE;

B) HaWMEHOBaHHWE JepKaTeNs WM BIIAJeNblla PETUCTPAIIMIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapata M CBEACHUS O PErHCTPallMU JIepKaTeis WM BIaJeiblla PErHCTPAlMOHHOTO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapara Juisi MEIMIMHCKOTO MPHMEHEHHs B KAueCTBE HAJOTOIUIATENIBIIMKA B CTpPaHE
peructpanuu (A7 POCCUMCKHUX IOPUIMYECKUX JIHIl - WACHTU()DHUKAIIMOHHBI HOMEp HAaJIOTOIUIATENbIINKA
(MHH), nns MHOCTpaHHBIX OPUAMYECKHUX JIML[ - CTpaHa pEerucTpanyy, HauMEHOBAaHUE PErMCTPUPYIOLIETO
OpraHa, perucTpalroOHHbIA HOMEp, KOJI HAJIOrOIIaTeNbIIMKa B CTPAHE PETUCTPalluu (MHKOPIIOPAIMH) UITH €T0
aHajsor);
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(nm. "B" B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAaMMEHOBAaHUE W aJpec IMPOU3BOAMUTEINS JIGKAPCTBEHHOrO TpernapaTa M CBEACHUS O PETUCTPALUH
MPOU3BOAUTENSL  JICKAPCTBEHHOTO  Tpemapara Ui  MEJUIIMHCKOTO  NPUMEHEHUS B KayecTBe
HAJIOTOTUIATEIBIINKA B CTPAaHE PETUCTPAIUH (U1 POCCHUCKUX FOPUAMYECKUX JIHI - HACHTU()UKAIMOHHBINA
HoMmep Hanoromatensimuka (MHH), s WHOCTpaHHBIX IOPHIWMYECKHX JIMII - CTpaHa pETUCTPAIHH,
HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJl HAJIOTOIUIATEIbIINKA B CTpaHe
peructpanuu (MHKOPIIOpAIlMU) UK €T0 aHaJor);

(mm. "r" B pea. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

) (apmakoTepaneBTUIeCcKas rpynmnmna, KOJ{ JIEKapCTBEHHOI'O npenapara 1o
aHaTOMO-TEpaNeBTHUECKO-XUMUYECKON KJlacCU(pUKaLlMK, pEeKOMEHJ0BaHHON BcemupHoil opranuzanueit
3/1IpaBOOXPAHEHUS;

(mm. "n" B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)

€) TIOKa3aHMs ¥ IPOTUBOIIOKAa3aHUs K IPHMEHEHUIO JISKApCTBEHHOT'O MperapaTa;
) TOOOYHBIE JICHCTBUS JICKAPCTBEHHOTO Mpenapara;

3) CPOK F'OJTHOCTH JICKQpCTBEHHOTO MPETapara;

1) YCIIOBHS XpaHEHHUS JIEKAPCTBEHHOTO TTPEeTapara;

K) YCJIOBHS OTITYCKa JIEKapPCTBEHHOTO TIpernapara;

7) HOMep (apMakoIeHHOW CTaTbU WIM B Clydyae €e OTCYTCTBHMSI HOMEpP HOPMATUBHOM JTOKyMEHTAallUU
1100 HOPMATUBHOTO JJOKYMEHTA;

M) JaTa TOCYJapCTBEHHON PErHCTpallfy JICKAPCTBEHHOTO MperapaTa U ero peruCTPallMOHHBIN HOMeEp,
JaTa  3aMEHBl  PETHCTPAIMOHHOTO  YJIOCTOBEPEHHS JICKApCTBEHHOTO Tpemapara Ha  OeccpodHoe
PETHCTPAIIMOHHOE yJIOCTOBEPEHHUE JICKAPCTBEHHOTO Tperapara, Jara MoJavyu 3asiBICHHUS O MOATBEPKICHUN
TOCYJapCTBEHHOW PETHUCTPAIMK JICKAPCTBEHHOTO Tperapara, JaTa OTMEHBI TOCYJIapCTBEHHOW PETHUCTPAIAN
JICKapCTBEHHOT'O TIperiapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) Ka4€CTBEHHBIN COCTAaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB U KaU€CTBEHHBIN COCTaB
BCIIOMOTaTeJIbHBIX BEIIECTB JIEKAPCTBEHHOI'O Iperapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

0) uHpopmarus 000 BceX pa3pelIeHHBIX BUIaX BTOPUUHOM (MOTPEOUTENHCKOI) yIaKOBKH;
(. "o" BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

I) Jata NPUHATHS peIIeHUs O BO3MOXKHOCTU paccMaTpuBaTh JIEKAPCTBEHHBIA Ipenapar IpH
rOCyJJapCTBEHHOM pErucTpaiy B KadecTBe OpPaHHOr0 JEKapCTBEHHOTO Mpenapara;
(nn. "n" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

p) HaJIMYME JIEKApCTBEHHOTO TIpermapara B IepEYHE >KU3HEHHO HEOOXOMUMBIX W BaKHEHIIHNX
JIEKapCTBEHHBIX MPETapaToB;
(. "p" BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

C) HaJIMYUC B JICKAPCTBCHHOM IIPCIIAPATE HAPKOTUYCCKUX CPCACTB, IMNMCUXOTPOIIHBIX BCIICCTB MU HUX
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IIPEKYpPCOpOB, MoAJeKalnux KOHTpoaro B Poccuiickoit denepannu, B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM
Poccuiickoit denepanuu, MexXIyHapoaHbIMU Aorosopamu Poccuiickon ®enepanuu, B ToM uucie ExuHon
KOHBEHIMEHN 0 HapKoTH4eckux cpenactBax 1961 rona u Konsenuueli o ncuxorponHssix Beniecrsax 1971 roxa;
(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHGOPMAIIMS O TOM, SIBJISICTCS JIM JTAHHBIN JIEKApCTBEHHBINA TIpenapar pedepeHTHBIM JIEKapCTBEHHBIM
npernapaToMm;
(nm. "1" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

y) CBEAEHUS O TMojadye 3asBICHHUS O BHECEHWM M3MEHEHUH B JOKYMEHTHI, COJAEpKalluecs B
pErucTpaliMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;
ne,n

(nm. "y" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynprantllimroc: mpuMedaHue.
Nudopmaruss 0 B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHUS

MOJ/IJIC)KUT BKIIFOYCHHIO B TOCYJApCTBEHHBIM PEECTp JIEKApCTBEHHBIX cpeacTtB ¢ | sHBaps 2018 roma
(Denepanbhblii 3akoH oT 22.12.2014 N 429-03).

() cBeneHus 0 B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHOTO Ipernapara;
(nm. "¢" BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

X) CpPOK BBE/ICHUS JIEKaPCTBEHHOT'O TIpenapaTa B rpakJaHCKHii 000poT;
(nm. "x" BBeaeH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

2) B OTHOUICHNH (hapMaIeBTHYECKIX CYOCTaHIIHIA:

a) HaWMeHOBaHWE ¢apMaleBTUUECKOW CcyOcTaHmmu (MEXKIyHapOAHOE HEMAaTeHTOBAHHOE, WIH
TPYHNIHPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HAaMMEHOBAaHUE U A/IPEC MTPOU3BOAUTEINS (hapMaALIEBTHUECKON CyOCTaHIINM;
B) CPOK TOJHOCTH (hapMaIreBTUYECKON CyOCTaHIUY;
T') YCJIOBUS XpaHEeHUs papMarieBTUIECKON CyOCTaHIINM;

1) HOMep (apMaKOIEeHHOW CTaTbU WM B Cllyyae €€ OTCYTCTBHMSI HOMEpP HOPMATUBHOM JTOKyMEHTAallUU
1100 HOPMATUBHOTO JOKYMEHTA;

€) Hainuyue (apMaleBTHUECKOW CyOCTaHLIMU B IepeuyHe HAPKOTUYECKUX CPEACTB, MCHUXOTPOMHBIX
BEIIECTB M HUX MPEKypCOPOB, NOMICKAMMX KOHTpouro B Poccuiickoit denepanniv, B COOTBETCTBUU C
3aKoHoarenscTBOM Poccuiickoit @epepannn, MexayHapoaHbIMU fgoroopamu Pocculickonn ®denepanuu, B
ToM yucie EnuHol koHBeHIMeW o HapkoTuyeckux cpeiactBax 1961 roma m KonBeHimen o ncHxoTpOIHBIX
BemectBax 1971 rona.
(mm. "e" BBenmeH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. @apMaueBTquCKaﬂ CY6CTaHI_II/I${, NpOU3BCACHHAA [JIA pCalin3allui, MOXKET OBITH BKJIIOYEHA B
FOCyHapCTBeHHBIﬁ peecTp JICKAPCTBCHHBLIX CPCACTB Ha OCHOBAHUU 3adBJICHUA pa3pa60Tq1/H<a nin
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MIPOU3BOJUTENS JEKAPCTBEHHOTO CPEJCTBA JIMOO YHOTHOMOYEHHOTO UMH IOPHINYECKOTO JUIA TPU yCIOBUU
MPOBEJICHUS B OTHOIIIEHUU TaKO# (hapMareBTHUECKON CyOCTaHIINN IKCIEPTU3BI KauecTBa (papMarieBTHIeCKOn
cyOCTaHIIMM B TOpPSJIKE, YCTAHOBJIEHHOM cTaThel 34 Hacrosimero denepalbHOro 3akoHa. B oTHomeHuu
(dapmaneBTHUECKUX CyOCTaHIMI, TNPOW3BEIACHHBIX IS peal3alid, B TOCYJAapPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB COACPIKUTCS CIACAYIONIast HH(POPMAIIHS:

1) nHaumeHoBaHue (apManeBTHUYECKOW CyOCTaHIMU (MEXKIYHApOJHOE HEMaTeHTOBaHHOE, WU
TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHME, aJpec MPOU3BOAMUTENS (PapMaleBTUUECKOH CyOCTaHIIMM, a TAaKKe B OTHOILCHHUH
JIEKApCTBEHHBIX CPEACTB JUI1 MEOULUHCKOIO IIPUMEHEHUs CBEICHUS O PErMCTPAlUd IIPOU3BOAUTEIISA
(apMareBTHUECKOW CyOCTaHIIMM B Ka4eCTBE HAIOTOIUIATENBINNKA B CTpAaHE PErHCTpanuu (A POCCHICKHX
IOpUANYECKUX JIMI - WICHTU(PUKAIUMOHHbI HoMmep Hanoromiarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIML - CTpaHa PETUCTPALMM, HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEeruCTpaliOHHBIN
HOMED, KOJI HAJIOTOIJIaTeNbIUKa B CTPaHE PErUCTpalui (MHKOPIOPALMK) UM €ro aHajor);

(m. 2 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMaleBTUYECKON CyOCTaHIINY;
4) ycroBust XpaHeHUsI papMarieBTHIeCKO CyOCTaHIN;

5) HOMep (hapMaKoINeHHON CTaThu JUOO B Cydae €€ OTCYTCTBUS HOMEP HOPMAaTUBHOM JTOKYMEHTAIIUH
WJIM HOPMaTUBHOTO JIOKYMEHTA;

6) Hamuuue (QapMaleBTUYECKOH cyOCTaHIMM B IepedyHe HAPKOTUYECKHX CPEACTB, MCHUXOTPOMHBIX
BEUIECTB M HMX IPEKYypCOpOB, MOMIEKAIMX KOHTpoiato B Poccuiickonn ®enepainuu, B COOTBETCTBHM C
3aKoHoarenscTBOM Poccuiickoit @epepannn, MexayHapoaHbIMU fgoroopamu Pocculickonn ®denepanuu, B
ToM yucie EnuHol koHBeHIMeW o HapkoTuyeckux cpeiactBax 1961 roma m KonBeHiuen o ncHXOTPOIHBIX
BemecTBax 1971 rona;

7) nata BKIIOYEHHs (papMaleBTUYECKOM CyOCTaHIMUM B TOCYJAapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CpEACTB, JaTa BHECEHUS W3MEHEHMH B JOKYMEHTHl (apMaleBTHYeCKON CyOCTaHLMHM, AaTa HCKIFOYEHUS
(bapManeBTHUECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPECTB.

(vactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsimox BemeHUsT TOCYIApPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEICTB IJIsi MEIUIIMHCKOTO
MIPUMEHEHUS W TIOPSIOK BEJCHUS TOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEACTB JIJISI BETEPHUHAPHOTO
IPUMEHEHHUS YTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM HCIOTHUTEIBHON
BJIACTH.

Cratba 34. Bknrw4yeHMe B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CPeacTB U
UCKIIOYEeHNe M3 rocyAapCTBEHHOro peecTpa NeKapCTBEHHbIX cpeaAcTB dhapMaLeBTU4ECKON
cy6cTaHuuMm, npom3BeAeHHOWN ANA peanusauum
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns BkmodeHus (QapmaneBTHUYECKOH CyOCTaHIMHM, NPOM3BEACHHOW JUIs pealu3alud, B
rOCy/AapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTHU3A €€ KAUECTBA.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTu | Hacrosimieidl craThu (apMaleBTHYeCKod CyOCTaHIUH,
COCTABJICHUE KOMHUCCUEH JKCIIEPTOB 3aKIIOYEHUUN IO PE3yJIbTaTaM JTON DKCIIEPTU3bl U UX HAIPABICHHUE B
YIIOJIHOMOYEHHBIA  (pe/iepabHbIii OpraH HCIOJHHUTENBHON BJIACTH OCYHIECTBISIIOTCA B CpPOK, HE
MPEBBIIAIONINNA  IIECTHIECITH pabdoYux JTHEHW CO JHSA TONYYEHHUS OKCIEPTHBIM  YUpPEKICHHEM
COOTBETCTBYIOIIETO 3a/JlaHUsl  YIOJHOMOYEHHOIO (peAepalbHOIO OpraHa HCIOJHUTENIBHOW BIAcTU U
CJIEIYIOIINX JOKYMEHTOB:

1) xomus IMIIEH3UU Ha IPOU3BOACTBO JEKAPCTBEHHBIX CPEJICTB MM KOIHS 3aKIFOUEHHS O COOTBETCTBHU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM IMPAaBUI HAJUIeKAIEH MPOU3BOACTBEHHON MPAKTUKH,
BBIJJAHHBIX YIIOJHOMOYEHHBIM (hefiepaibHbIM OpraHoOM HCIOJHHUTEIBHON BJAacTH, B Cllydae, €cliu
MIPOM3BOCTBO JIEKAPCTBEHHOT'O CPEJICTBA ocyliecTBisseTcs B Poccuiickoit deneparum;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) Komusl JOKYMEHTa, BBIIAHHOTO YIIOJTHOMOYCHHBIM OPTraHOM CTPaHBI IIPOU3BOUTEISI JICKAPCTBEHHOTO
CpeICTBa M TMOITBEPXKAAIOIIETO pa3pelieHre MPOU3BOJICTBA JIEKAPCTBEHHOTO CPENICTBA, M €ro MEepeBOJ Ha
PYCCKUH A3BIK, 3aBEpEHHbIC B YCTAaHOBJIEHHOM TOpPSJIKE, a TaKXKe KOMHUS 3aKIIOYEHHS O COOTBETCTBUHU
MIPOU3BOJIUTENIS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM MPABUI HAJUICKAIIECH MPOU3BOACTBEHHOW MPAKTUKH,
BBIJJAHHOTO YTIOJTHOMOYEHHBIM (pe/iepaibHbBIM OPTaHOM HCIIOJIHUTEIBHON BIACTH, JHOO KOMHS PpEIICHUS
YIIOJTHOMOYEHHOTO (pe/IepaIbHOTO OpraHa HWCIOJHHUTEIBHOW BIACTH O TPOBEICHUH WHCIEKTHPOBAHUS
NPOM3BOJUTENST JIGKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIE JIOKYMEHTBHI NPEICTaBISIOTCS B Ciydae, €cliu
IIPOM3BOJICTBO JIGKAPCTBEHHOTO CPEJICTBA OCYIIECTRIICTCS 3a mpenenamu Poccuiickoit denepanmu;

(m. 2 B pen. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)
3) AOKYMEHT, COIep KAIIUI CIIEAYIOIINE CBEACHUS O (papMalleBTUICCKON CyOCTaHIUH:
a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTYypa, OOIIHe CBOMCTBA;

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IIPOU3BOACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauiAX IMMPOU3BOACTBA,

I') olMcaHue pa3paboTKH MpoLecca MPOU3BOICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTHUECKUX CTaIui Mpoliecca MPOU3BOICTBA U TPOMEKYTOUHOM MPOAYKIIUH;
€) IOKyMEHTaJIbHOE MOTBEPKACHHUE (BIUIAIIMA) TTPOLIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKA IIPUMECEH;

n) creurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHHUE;

K) aHaJUTHYECKWE METOJWKH, HWCIOJb3yeMble TIPU  OCYIISCTBICHMM KOHTPOJNS  KauecTBa
(hapmaneBTHUECKON CyOCTaHIINY;

J) JOKYMEHTaJIbHOE NOJTBEpXKIEHHE (BaMUAALMs) AHAIUTUYECKUX METOJUK, HCIOJb3YEMBIX IHpU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMalieBTUUECKON CyOCTaHIINH;
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M) pe3yJIbTaThl aHAJIM3a cepuil (papmalneBTHUECKOH cyOcTaHIINY;

H) MEpeYeHb CTaHAApPTHBIX 00pa3llOB WM BEIIECTB, WCIOIB3YEMBIX MPU OCYIIECTBICHHUH KOHTPOJIS
Ka4yecTBa;

0) OMMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPEJCTB;
1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;
P) CPOK T'OIHOCTH;

4) HOKYMEHT, COJEp)Kallluii CBEIEHUS O PErucTpalii MPOU3BOJIUTENS JEKAPCTBEHHBIX CPEICTB IS
MEJIMIUHCKOTO TMPUMEHEHMS] B KAauyeCTBE HAJIOTOIUIATENbIIMKA B CTPAHE pPErucTpanuu (I pPOCCUHCKHX
IOPUANYECKUX JIMI - WICHTU(PUKAIMOHHBIN HoMep Hamoromiarensimuka (MHH), mis wHOCTpaHHBIX
OPUJIMYECKUX JIMI[ - CTPaHa PETUCTPAllM{, HAMMEHOBAHWE PETUCTPUPYIOIIETO OpraHa, PEerucTpariOHHBIN
HOMED, KOJI HAJIOTOIUIATEIbIIMKA B CTPAHE PErUCTpalui (MHKOPIOPAIIUN) UIH €T0 aHaJIOT).

(. 4 BBenen denepasibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. I[J'DI MMPOBCACHUA SKCIICPTU3BI KAYCCTBA YKa3aHHOﬁ B yactd 1 HaCTOHH_Ieﬁ CTaTbu (I)apMaHeBTquCKOﬁ
Cy6CTaHI_II/II/I 3asABUTCIIb MTPCACTABJIACT B ynOHHOMO‘ICHHLIﬁ d)ez[epanLHHﬁ opran HCIIOJIHUTEIILHOM BIIACTH:

1) 3asBIeHME O BKIIOUYEHUUM B TOCYJAPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
(hapmarieBTHUECKOI CyOCTaHIINN;

2) Komus JOKYMEHTa, NOJATBEPXKIAIOIIEro YIUIATy TIOCyJapCTBEHHOW IIOLUIMHBI 3a BKIIOYEHHE B
rOCYJJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEJCTB (hapMaleBTHUECKOW CyOCTaHIMM, NMPOU3BEICHHON s
peanuzanuu, JTU00 MO COOCTBEHHOW WMHUIMATHBE yKa3aHHBIA JOKyMEHT. B ciydae ero HempeicTaBieHHUs
3asBUTEJIEM YIIOJHOMOUYEHHBIN (eaepanbHblii OpraH HMCIOJHUTENBHONW BIIACTH IMPOBEpsieT (akT YIUIATHI
roCy/IapCTBEHHOW MONUIMHBI 3asBUTEJIEM C HCIOJb30BaHWEM HH(popmanuu 00 ymiaTe rocyaapcTBEHHON
MONUINHBL, coaepxkaieiics B [ocymapcTBeHHOW HMHPOPMAIIMOHHON CHCTEME O TOCYAapCTBEHHBIX U
MYHHULMINIAJIBHBIX  IUIATEXaX, Ha OCHOBAaHUM IPEICTABICHHOW  3asBUTENEM  KOIHUU  JOKYMEHTa,
HOJTBEPKJAIOLIETO YIUIATy TOCYJapCTBEHHOM MOLUINHBL,

(m. 2 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) TOKYMEHTHI, yKa3aHHbIC B YACTH 2 HACTOSAIIEH CTaThH;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asgBieHHEe O BblJaue paspelieHuss Ha BBo3 B Poccuiickyto ®enepanuio KOHKPETHOM MapTUU
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA, NPEJHA3HAYCHHOIO I IIPOBEACHMS YKa3aHHOHU
9KCIIEPTU3BIL.

(. 4 BBenen DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TeueHue necsaTH pabOUYUX JHEHW CO JHS MPUHATHUS 3asBJICHUS O BKJIIOYEHUHU yKa3aHHOM B yacTu |
HACTOSIIEH CTaTh (papMaIEBTUUYECKON CYOCTAHIIMHM B TOCYJIAPCTBEHHBIN PeecTp JIGKAPCTBEHHBIX CPEICTB U
JIOKYMEHTOB, TEPEYUCICHHBIX B 4YacTM | M TyHKTE 2 4YacTH 3 HACTOAIIEH CTaThbH, YMOJIHOMOYEHHBIN
(dhenepanbHBIN OpraH UCIIOJIHUTEIBHON BIACTH:

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) MMPOBOAUT IMPOBCPKY IMOJHOTBI W AOCTOBCPHOCTU MHAHHBIX, COACPKAIIUXCA B IMPCACTABICHHBIX
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3asBUTENIEM JIOKYMEHTAaX;
(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) TpUHUMAET pEUICHHWE O HaNpaBJICHUM B OHKCIEPTHOE YUPEKJICHUE 3aJaHusl Ha MPOBEACHUE
SKCTEePTU3bl KauecTBa yKa3aHHOW B uvacTu | HacTosimied craTebu ¢apmaineBTUYECKOW CyOCTaHIUU WIH 00
OTKa3€ B TAKOM HAIpPABJICHUU;

3) yBeIOMJISIET B 3JIEKTPOHHOM MJIM MUCBMEHHON (popMe 3asBUTENIS O MIPUHSATOM PEIICHUH WM B CITydae
0TKa3a C YKa3aHHeM MPUYMH TaKOTO OTKa3a.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

4.1. B ciay4ae BBISIBJICHUSI HEJOCTOBEPHOCTH CBEJICHHM, COIEPIKAIINXCS B MPEICTABICHHBIX 3asBUTEIEM
MaTepuasiaX, YIOJHOMOYECHHBIH (enepaabHblii OpraH HCIOJHUTEIBHON BJIACTH HANpPAaBISET 3asBUTEIIO
3armpoc 00 yTOYHEHWH YKa3aHHBIX CBeIeHHWH. J[aHHBIN 3ampoc MOXeT OBITh TepenaH YIOJTHOMOYCHHOMY
IPE/ICTABUTEIIO 3asSBUTENS JTMYHO IO/ PACIUCKY, HAIPaBJIEH IO MOYTE 3aKa3HBIM IMHCHMOM HJIM TEpeaaH B
ANIEKTPOHHOHU (hopMe 1O TeIeKOMMYHHKAIIMOHHBIM KaHajlaM CBS3H. B ciydae HampaBieHHs JaHHOTO 3arpoca
0 MOYTE 3aKa3HBIM MUCHMOM OH CUMUTAETCS MOJYYCHHBIM 10 MCTEYEHUH IIECTHU JHEW C JaThl HANpPaBJICHUS
3aKa3HOTO MMHUChMA.

(uactsp 4.1 BBeneHa @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET HA 3alpoC YMOJHOMOUYECHHOTO (eaepaibHOr0 opraHa
UCIIOJTHUTENLHOM BJIACTU B CPOK, HE MPEBBIIAIOIIUIN AeBsIHOCTAa padOUnX JHEW CO JHS MOTYYeHHs TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTHM 4 HACTOSIIEH CTAaTbM, MPUOCTAHABIMBAETCA CO JIHS HAIMpPABICHUSA
3aBUTEINIO 3aIpPOCa YHOJHOMOYEHHOTO (heiepabHOIO OpraHa MCIOJHUTEIbHON BIACTH 10 THS MOJIYYECHHUs
MM OTBETAa HA JAaHHBIM 3alIpoC M HE YYMUTHIBACTCA IIPM MCUUCICHUU CPOKAa DKCIIEPTU3bl KayecTBa
(bapManeBTHYECKON CyOCTaHINH, HEUCITONB3yEeMO MPH MPOU3BOJICTBE JIEKAPCTBEHHBIX MTPETIapaToB.

(uactp 4.2 BBeieHa PenepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JUIsl OTKa3a B HAIpPAaBICHHHM B SKCIEPTHOE YUPEXKJECHHUE 3aJlaHHUs Ha IPOBEICHUE
9KCIIEePTH3bl KauecTBa yKa3aHHOW B yacTu | HacTosmied craThu (QapMaleBTUYeCKO CyOCTaHIIMH SBIISETCS
HENpeACTaBICHNE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSAIIECH CTaTbu, OTCYTCTBHE HH(pOpMAIHH,
MOJTBEpXKAatoUie (akT ymiaatbl TOCYAapCTBEHHOW TMOLUIMHBI 33 BKIIOYEHHE (hapMaleBTHUECKON
cyOCTaHIMM, MPOW3BEACHHON I peanu3alud, B TOCYIapCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEICTB,
HEMPEICTaBICHUE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETA HA yKa3aHHbIA B yacTu 4.1 HacTodie cratbu
3anpoc YIoJIHOMOYEHHOTro (eIepaibHOrO OpraHa UCIOJHUTENbHOM BIACTH UJIU MPEJICTABICHHUE IOKYyMEHTOB,
HE COJIepKAIINUX HCUEPIBIBAIOIIETO epeyHs] HEOOXOAUMBIX CBEJCHHIA.

(uactb 5 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenne naTHaAIATA PabOYMX JHEH CO JHS MOJTYYCHHUS PELICHUS YIIOJTHOMOYEHHOTO (he1epaaIbHOro
OpraHa WCIIOJIHUTEJIBHOM BJIACTU O HAIPaBICHUM B OJKCIEPTHOE YUYPEXKACHUE 3aJaHUs HA IPOBEICHUE
9KCIIEPTHU3bl KaueCcTBa yKa3aHHOM B yacTu | Hacrosmiei cratbu (papManeBTHUYECKOW CyOCTaHIMU 3asiBUTEINb
IPEACTaBISIET B 3KCIIEPTHOE YUPEXKICHUE I IPOBEACHUS JAaHHOM 3KCIIepTU3bl 00paslibl (papMalieBTUYECKON
CyOCTaHIIMM B KOJIMYECTBE, HEOOXOJUMOM JIJIsl BOCHIPOM3BEAECHUS METOJIOB KOHTPOJIS KauecTBa. DKCIEPTHOE
YUpEXKACHUE TNpHU TOJyYeHUH 0Opas3loB yKa3aHHOM B uacTH | HacTosmied cTaTbu (apManeBTHYECKON
CyOCTaHIIMHM BBIJACT 3aABUTENIO JTOKYMEHT, MOATBEP)KIAIOIIMN IOJydYeHHE 3TUX OOpas3loB, U B CPOK, HE
MPEBBIIAIONINNA TpeX pabodymx JHEH, YBEJOMIISIET B JJIEKTPOHHOW WM TNHCHBMEHHOH Qopme 00 3ToM
YIOJHOMOYEHHBIN (enepalibHblii OpraH HCIOJIHUTEIbLHOW BIACTH. OTH CPOKM HE BKIIOYAIOTCS B CPOK
IIPOBEJCHMS JTaHHOW SKCIIEPTU3BI.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoHcynbTaHnTlNKOC

www.consultant.ru Crpanmua 70 n3 118
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

7. JIOKyMEHTBI, NMOCTYNUBUIME B JKCHEPTHOE YUYPEKIEHHUE Ul NPOBEINCHMS OSKCIEPTU3bl KadecTBa
yKa3aHHOM B wyacTu 1 Hacrosmedl cratbu ¢apManeBTUYECKOW CyOCTaHIMM, TOJJIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBIA (hefiepabHblii OpraH HCIOJHUTEIBHONM BJIACTH OJHOBPEMEHHO C 3aKJIIOUYEHUSMH II0
pe3ysbTaTtaM NpOBEACHHON SKCIEPTU3bI.

8. B cpok, HE IPEBBIMIAOIINMA ITSITH pa00dnX JHEH CO JTHS MOJYUCHUS 3aKITIOYCHUST KOMUCCHH SKCTIEPTOB
0 pe3yjbTaTaM SKCIEPTU3bl KauecTBa yKa3aHHOM B uacTu | HacTosmedl crtaThbMl (apMaleBTHUECKON
cyOcCTaHIINH, yIOJTHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIHLHON BIACTH:

1) OCYHICCTBILCT OHLCHKY TaKOI'0 3aKJIOYCHUA I OHNPCACICHUA C€ro COOTBCTCTBUA 3aJIaHUIO Ha
IIPOBCACHUC JTaHHOM OKCIICPTU3LI;

2) mpyUHMMAET PELIEeHHE O BKJIIOYEHUM YyKa3aHHOM B yacTu | HacTosled cratbu (hapMaleBTHUECKON
CyOCTaHIIMM B TOCYIApCTBEHHBIM pEecTp JIEKApCTBEHHBIX CPEACTB MM pelieHHe 00 OTKa3e B TaKkoM
BKJIIOUEHUH;

3) BHOCUT TpU MPUHATHH pEUICHHs O BKIIOYEHUHM YKa3aHHOW B YacTH | HacTosed CcTaTbu
(apMareBTHUECKONH CyOCTaHIIMM B TOCYIAPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB MPEIYyCMOTPEHHYIO
nyHKTOM 2 4actu | crateu 33 Hacrosimero denepanbHOr0 3aKkoHa MH(DOPMALMIO M yBEAOMIISIET 00 3TOM B
AJIEKTPOHHON WJIM MUCbMEHHOU (popme 3asiBUTENS.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

9. OcHOBaHMEM I OTKa3a BO BKIFOUCHUHU YKA3aHHOW B 4acTH | HacTosAIICH cTaThu (hapMaleBTHUECKOM
CyOCTaHIIMH B TOCYJIaPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB SBISIETCS 3aKIIIOUEHUE COOTBETCTBYIOIIETO
YIOJTHOMOYEHHOTO (pe/iepabHOr0 OpraHa UCTIOTHUTENHLHOW BJIACTH O TOM, YTO Ka4eCcTBO (papMarieBTHIECKON
cyOCTaHIIMM HE MOATBEPKICHO MOJYYSeHHBIMH JIAHHBIMHU.

(uacte 9 BBemena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nomyckaercss BKJIIOUEHME B TOCYJApCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEICTB OJHOU
(dapMarieBTHUECKOW CyOCTaHIIMM, MPOU3BENCHHOM JUIs peaqu3ald U BBIIYCKaeMOHM OJHUM U TEeM e
MIPOU3BOJIUTEINIEM, B BUJIE IBYX U 00JIee PEeCTPOBBIX 3aMUCEH.

(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MEHEHHI B JOKYMEHTHI Ha (apMarleBTUYECKYIO0 CyOCTaHIIUIO, MPOU3BEICHHYIO JIS
peanu3allii M BKJIIOYEHHYIO B TOCYJIapCTBEHHBIN pPEECTp JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISETCS B
nopsifke, ycraHoBieHHOM ctatbsiMu 30 wu 31 Hactosimero @enepajibHOrO 3aKOHA, C YIUIATOMU
roCyJJapCTBEHHOU MOIUIMHBI, MPEAYCMOTPEHHON 3aKoHOATenbCcTBOM Poccuiickoit denepanuu o Hajmorax u
cbopax.

(uacte 11 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercsi oOpamieHue (hapMareBTHUYeCKHX CYOCTAHIIMN, MPOW3BEICHHBIX IS Peallu3alii, B
TEYEHHE CTa BOCBMMJECATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
UCIIOJTHUTENBHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHMH B JOKYMEHThl Ha (apMaleBTUYECKYIO
CyOCTaHIIHIO, MPOU3BEACHHYIO AJI PeaTu3allii U BKIIOUYEHHYIO B TOCYJapCTBEHHBIM peecTp JIeKapCTBEHHBIX
CPEJICTB.

(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 UCKIIOUYEHHMM M3 TOCYJAapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEACTB
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(I)apMaHCBTquCKOfI CY6CT8.HI_II/II/I, HpOI/I3BCI[eHHOI>’I i pealin3aliu, IPUHUMACTCA YIIOJIHOMOYCHHBIM
(I)C,[[epaJ'IBHLIM OopraHomM HCIIOJHUTENLHOM BIACTH B cJIydac:

1) mpencraBieHHsT COOTBETCTBYIOLIMM YIIOJTHOMOUYEHHBIM (eepaTbHbIM OPraHOM HCIIOJHUTEILHON
BJIACTU 3aKJIIOUEHMs] O PHCKE WIM 00 yrpo3e XHM3HM WIM 3J0pPOBBIO 4YeJIOBeKa MO0 KMBOTHOIO IIpU
HCIIOJIb30BAHNU JICKAPCTBEHHOT'O CPEACTBA;

2) nogauu pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEACTBA MM MPOU3BOAMTENIEM JICKAPCTBEHHOTO CPEICTBA
au00  YNOJHOMOYEHHBIM MMM JPYT'MM  HOPUAWYECKHM JIMIIOM 3asBJICHHUS 00 HCKIIOYCHUU U3
rOCYJTapCTBEHHOTO PeecTpa JIGKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CYOCTaHIIMH, MPOU3BEICHHON s
peanu3anum;

3) orcyTcTBHS (papMaleBTUICCKOW CyOCTaHIIMHU, MPOM3BEACHHON /I peanu3allid, B OOpamieHUH B
Poccuiickoit @enepanuu B TeueHHE TpexX U Oosiee JeT.
(dactp 13 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbiv 3aKoH oT 22.12.2014 N
429-93.

CraTtbsa 36. O6xanoBaHue pelueHUs 06 OTKa3e B BblAaye pa3pelleHus Ha npoBeaeHue
KNMUHUYECKOro MUCCrneaoBaHUA JleKapCTBEHHOro npenapara, peweHMA o6 oOTkase B
rocyfapctBeHHOM perncTpauuMm JeKkapcTBEeHHOro nmnpenaparta, 3akfl4YeHUs KOMUCCUM
3KCMNEepPTOB IKCNEPTHOrO YUYpeXAeHUs UMK 3aKNoYeHUs coBeTa Nno aTuke

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Pemennie cOOTBETCTBYIOILIETO YMOIHOMOYEHHOTO (helepajbHOr0 OpraHa HCIOJHUTENBHON BiIacTu 00
OTKa3e B BbIJA4Y€ pa3pellCHUs Ha NPOBEACHHE KIMHUYECKOTO HCCIENOBaHMS JICKapCTBEHHOIO IIpernapara,
pelleHne YyKa3aHHOro (QelepalbHOr0 OpraHa HCIOJHMUTENbHOM BiacTH 00 OTKa3ze B TIOCYAapCTBEHHOU
perucTpanyy JeKapCTBEHHOTO Npenapara, 3aKI04eHHEe KOMUCCHH KCIIEPTOB SKCIEPTHOIO YUPEXKIAECHUS WIN
3aKJIIOYCHHUE COBETA IO ITHKE MOXKET OBITh 00)KaJOBaHO B MOPSAIKE, YCTAHOBICHHOM 3aKOHOJATEIECTBOM
Poccuiickoit ®enepanuu. 3akiaroueHHe OHKcmepra, O(GOPMIEHHOE IO WTOTaM »JKCIEPTU3bl B  IEJIX
oTlpesiefieHUs] B3aUMO3aMEHSIEMOCTH 3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Ipenapara, MOXET ObITh
00>KaJI0BaHO JieprKaTeeM WU BIIaJeNIbLIEM PErHCTPALMOHHOIO YAOCTOBEPEHNUS JIEKAapCTBEHHOIO Mpernapara B
KOMHUCCHIO OKCIIEPTOB JKCIEPTHOTO YUYPEKIAEHHUS. 3aKJIIOUYEHHE KOMHUCCHUM OKCIIEPTOB 3KCIEPTHOTO
yupexaeHusi, opopMIIEHHOE MO HUTOTaM IepecMOTpa O0KaJOBAaHHOTO 3aKIIOYEHHUS HKCIEepPTa, MOXKET OBbITh
OCIIOPEHO JIEpXKATeNIeM WJIM BJIAJEIbLEM DPETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O Ipernapara
0o YOOJIHOMOYCHHBIM HMH JIMOOM B TMOPAAKE, YCTAHOBJICHHOM 3aKOHOJATCIILCTBOM Poccwniickoit
Oenepannn. [Ipu o0kamoBaHWM pENICHUS YHOJHOMOYECHHOTO (PeepaabHOTO OpraHa HCIOJHUTEIBHON
BJIACTH, 3aKJIIOYEHMS DKCIIEPTA WIM KOMHUCCUH JKCIIEPTOB HKCIEPTHOTO YUPEXKACHHUS, 3aKII0YCHHsI COBETA 110
9THKE JepKaTelb WINM BJaJelell PEerucTPallMOHHOTO YJIOCTOBEPEHMs JICKapCTBEHHOIO mpemnaparta Jnbo
YIOJHOMOYEHHOE MMH JIMIO BIPAaBE MPEACTABUTH PE3YJbTaThl SKCIEPTHU3bI JIEKAPCTBEHHOIO IIpernapara,
MIPOTOKOJIbI IMOJYYCHHBIX aKKPCAWUTOBAHHBIMH HCIBITATCIIbHBIMU Ha60paTOpI/I$IMI/I (I_ICHTpaMI/I) PE3YyJIbTAaTOB
HCCIIEJOBAHM, NCIIBITAHHH.

Cratea 37. WHdopmauus, cBA3aHHaA C OCYLWECTBIEHMEM rocyAapCTBEHHOW
peructpauum rnekKapcTBeHHbIX npenapaTtoB, WHoOpMauUa O 3aperncTpUpPoBaHHbIX
nekapcTBeHHbIX Mpenapatax W JNeKapCTBeHHbIX MpenapaTtax, WCKMIOYEHHbIX U3
rocyaapcTBEeHHOro peecTpa fieKapCTBeHHbIX CPeacTB
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1. CooTBeTCTBYIOIMI YIOTHOMOYEHHBIN (hefepaibHblii OpraH MCIOJHUTENbHOM BIACTH pa3MellaeT Ha
cBoeM o¢unuaabHoM caiite B cetu "HHTepHer" MHQOpPMALMIO, CBA3AHHYIO C OCYIIECTBJICHHUEM
FOCyHapCTBeHHOfI peructpanu JICKAPCTBCHHLIX MPCIaparoB, B TOM YHUCIC MIPOBCACHHUCM OKCIICPTU3LL
JIEKapCTBEHHBIX CPENCTB (BKIIOYAs pE3yNbTaThl €€ IMPOBEACHUs), MH(POPMAIUIO O 3aperuCTPUPOBAHHBIX
JICKAPCTBCHHBIX IIpCraparax M JICKapCTBCHHBIX IIpCIiapaTax, HUCKIIOYCHHBIX U3 T'OCYJAapCTBCHHOI'O pECCTpa
JIEKapCTBEHHBIX CPEACTB, HE II03/IHEE YeM uepe3 IATh pabouux THEH o JHS MOJIyYeHHUs] COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM  (heZiepalibHbIM OpraHOM HCIIOJIHUTEIbHOM BJIACTH 3asBJICHUS O TOCYAapCTBEHHOU
perucTpanyy JeKapcTBEHHOT O Ipernapara.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. Cpoku u TIOpSIIOK pa3MElIeHUsT YKa3aHHOW B dYacTH | Hacrosimied cratbu WHGOpMAIIU
YCTaHABIWBAIOTCS YIOJHOMOYCHHBIM (eZIepalibHBIM OPTaHOM HCTOJHUTEIbHOW Biactu. WuHopmanus,
yKa3aHHas B 4YacTu | HacTosed CTaTbM, SIBISETCS OTKPBITOM M OOLIEAOCTYNHON M MpelocCTaBIIAeTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHunuyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeAULMHCKOro NnpuMeHeHus

1. Knunuyeckue uccieoBaHUs JICKapCTBEHHBIX IpenapaToB A MEAMLMHCKOTO IPUMEHEHHUs, B TOM
quce MEXIYHapOaAHble MHOTOLIEHTPOBbIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIMOHHBIE, IPOBOASTCS B OJIHOU
WM HECKOJIBKMX MEAMIIMHCKMX OPraHM3alligX B COOTBETCTBUU C IPAaBWJIAMHU HAJUIEKALIEW KIMHUYECKON
MNPaKTUKH, YTBCPKACHHBIMU  YIIOJHOMOYCHHBIM q)eﬂepaJIBHBIM OopranomM HUCIIOTHUTEILHOMN BJIaCTH,
COOTBETCTBEHHO B CIEAYIOIIUX LENAX:

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ycraHoBieHue 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaTroB JJs 3J0POBBIX JT0OpPOBOJBIEB U (HJIN)
MEPEHOCUMOCTH MX 3J0POBBIMH TOOPOBOJIBIIAMH, 332 HCKIIOUEHHEM TaKHX HCCIEAOBAHUN JIEKapCTBEHHBIX
npenaparoB, IPOU3BEICHHBIX 3a peaenaMmu Poccuiickoit denepaiuy;

2) mox0op ONTUMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpemnapaTa ¥ Kypca JICYeHUs Ui MalUueHTOB C
OTIpeNIeIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 103 W CX€M BaKIHHAMH HWMMYHOOHOJIOTHYECKUMHU
JIeKapCTBEHHBIMU MpenapaTtaMu 3J0POBBIX T00POBOJIBIIEB;

3) ycraHoBieHHE 0€30IaCHOCTH JIEKapCTBEHHOIO Mpernapara U ero 3p¢GeKTUBHOCTH Uil MAIEHTOB C
ornpezeNeHHbIM 3a0051eBaHneM, TPOGUIaKTHIECKON A((HEKTUBHOCTH HIMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
MIpenapaToB Ui 3J0POBBIX JOOPOBOJIBIIEB;

4) u3ydyeHue BO3MOXHOCTU PACIIMPEHUS MOKa3aHUW I MEIULUHCKOTO NPUMEHEHUS U BbISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JEHCTBHUI 3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. B orsomenun BOCITPOMU3BCACHHBIX JICKAPCTBCHHEBIX IMPENAapaToB I MCIUIMHCKOI'O IMPUMCHCHUA
IMPOBOJATCA HCCIICOAOBAHUA OHMOPKBUBAJICHTHOCTH MU (I/IJ'II/I) TepaHeBTH‘ICCKOﬁ OKBUBAJICHTHOCTHU B IIOPAIKC,
YCTaHOBJICHHOM YIIOJITHOMOYCHHBIM (I)C,Z[epaJ'ILHBIM OpraHoM HUCIIOJTHUTEILHOM BIIACTH.
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3. OpraHI/I3aumo NPOBCACHUA KIIMHHUYCCKUX HCCIIEIOBaHUM JICKApCTBCHHOT'O IIpfriapaTta I
MCIUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATh:

1) pa3paboTuuK JIeKapCTBEHHOTO MpenapaTa Uik YIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBareNbHBIE OpPraHW3AalMM  BBICHIETO OOpA30BaHMSA, OPTraHU3AIUHN  JIOTIOJHUTEIHEHOTO
poeCCUOHAIBHOTO 00pa30BaHU;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAay4YHO-UCCJICAOBATCIILCKUC OpraHU3allnuu.

4. KinuHnuyeckue WUCCIENOBaHMUS JIEKAPCTBEHHOIO Ipenapara A MEJUIIMHCKOTO IPUMEHEHUS
MIPOBOJATCS HA OCHOBAaHMWU pa3pelIcHUs Ha IPOBEICHHUE KIMHMYECKOIO MCCIIECJOBAaHUS JIEKAPCTBEHHOI'O
mpernapaTa, BbIIAaHHOTO  YIOJHOMOYEHHBIM  (peiepaJbHBIM  OpraHOM  KCIIOJHMUTEIBHOW  BIIACTH.
YnonHoMoueHHbIN (eepaabHblii OpraH MCHOJHUTENBHOM BIACTHU BENIET PEECTp BbIIAHHBIX pa3pelieHui Ha
IIPOBEJCHUE KIMHUYECKUX HCCIECJOBAHUM JIEKaPCTBEHHOI'O Ipernapara, COACpXKallui yKa3aHWe Ha UX LEejb
WIH LIEJH, B yCTAHOBJICHHOM 3THM OPraHOM MOPAIKE.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 ropa. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

6. K opranuzanuu mnpoBeAeHMs] KIMHUYECKUX HCCIEIOBAaHUM JIEKApCTBEHHOrO Ipernapara Juls
MEJHUIIMHCKOTO MPUMEHEHUS pa3pabOoTUNKOM JIEKapCTBEHHOT'O MpernapaTa MOTYT MPUBJIEKATHCS IOPUANYECKUE
auna 000  OpraHu3alMOHHO-IPaBOBOM (OpPMBI MpU  YCIOBUM OOECHEUEHHUsI COOTBETCTBHUSI ATHX
uccienoBanuii TpeboBaHUAM Hactosero deaepaabHOro 3aKOHA.

7. KiuHMueckue HCCIENOBAHUS JIEKapCTBEHHBIX IPENaparoB s MEIULUHCKOTO INPUMEHEHUS
MIPOBOJIATCSL B MEAMLMHCKUX OPraHU3alUAX, aKKPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (eepaTbHbIM OpPraHOM
HCIIOJTHUTEJIBHOW BIJIACTH B MOPsIIKE, ycTaHOBIEHHOM lIpaButensctBoM Poccuiickoi @enepannn.

8. IlepeueHbr MEIUIIMHCKUX OpPTaHU3AIMI, UMEIOIIUX MPABO MPOBOJUTHh KIWHUYECKUE HCCIICTIOBAHUS
JICKapCTBEHHBIX IIPENapaToB Il MEIWIMHCKOTO MPUMEHEHHWs, M PEeecTp BBIJAHHBIX pa3pelicHud Ha
IpOBeJeHNE KIMHUYECKUX HCCIIEeIOBAaHUI JIEKapCTBEHHBIX MPENapaToB OMyOIUKOBBIBAIOTCS M Pa3MeEIIaroTCs
YIOJTHOMOYEHHBIM (eiepaTbHBIM OPTraHOM HUCIOTHUTENBHON BIACTH B YCTAaHOBICHHOM MM TOPSIIKE HA CBOEM
odunmansHoM caiite B cetn "MHTEpHET".

Cratba 39. PeweHue o npoBeAeHUUN KIIMHUYECKOro MUCCNefoBaHUA NEeKapCTBEHHOro
npenaparta ansi MeAMLUUHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KiuHnyeckoe wHcciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOrO IPUMEHEHUS
MIPOBOJUTCS HAa OCHOBAaHUM PA3PELICHHs HA IIPOBEACHHE KIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO
npenapaTa, BbIJIaHHOTO yIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM UCIOJHUTENBHOM BIACTU MO pe3yibTataM
9KCHEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX [UId MOJYYEHHs pa3pelleHus Ha IMPOBEJICHHE KIMHUYECKOIO
MICCJIEIOBAHMSI JIEKAPCTBEHHOI'O IIPEnapaTa U ’THYECKON SKCIIEPTU3HI.

2. I[J'IH MOJIYUYCHUA pa3pClICHUSA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HUCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara sl MCOAUIUHCKOIO NMPUMCHCHHA 3aABUTCIIb IPCACTABIISICT B ynOHHOMO‘-ICHHBIfI (be;[epanLan?I
opra” HCIIOJIHUTEILHOM BIACTH:
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1) 3a4BJICHUC O BbLAAYC PA3PCHICHHA Ha IMPOBCACHUC KIIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara it MCIUIUHCKOTO IIPUMCHCHUA

2) KONMM JIOKyMEHTOB, IOATBEPXKAAIOLIMX YIJIaTy TOCYAAPCTBEHHOW MONUIMHBI 32 IPOBEJIECHUE
3TUYECKON 3KCIEPTU3BI, HKCIIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBINM IIpenapar I MOJIyYEHHUs pa3pelIeHUs
Ha MPOBEJCHUE KIIMHUYECKOTO MCCIIEI0OBAHUS JIEKAPCTBEHHOTO Ipenapara JJisi MEIUIMHCKOTO NMPUMEHEHHS,
3a BbAAUy pa3pelleHus Ha IPOBEICHUE KIMHMYECKOTIO MCCIEAOBAaHUSA JIEKapCTBEHHOIO Ipenapara A
MEAMIMHCKOIO IPUMEHEHUs, 3a INPOBENECHUE SKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipemnapar Uit
MIOJIyYEHUSl pa3pelleHus Ha IIPOBEACHUE MEXAYHAPOJIHOIO MHOTOLEHTPOBOIO KIMHUYECKOIO MCCIIECIOBAHUS
JIEKapCTBEHHOI'O Ipernapara JUisi MEOULUHCKOrO INPHUMEHEHMS, 3a BbIJady pas3pelIeHHs Ha IIPOBEICHHE
MEKIyHApPOAHOTO MHOTOLIEHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO Ipernapara s
MEJIMIHUHCKOrO TPUMEHEHMs, 3a MPOBEACHUE ITHUYECKOM SKCHEPTHU3bl, HKCIEPTU3bl JOKYMEHTOB Ha
JEKapCTBEHHBI Ipenapar [uid [OJY4YeHHMs pa3pelleHHs Ha IPOBEICHUE IOCTPErMCTPALMOHHOIO
KJIMHUYECKOIO HCCJIEJOBAaHMs JIEKAPCTBEHHOI'O IIpernapaTta [Ulsi MEIULUHCKOTO NPUMEHEHHs, 3a BblIady
paspelleHuss Ha IPOBEICHHUE IOCTPErMCTPALMOHHOIO KIMHUYECKOTO HCCIENOBAaHUSA JIEKAPCTBEHHOIO
npemnapara Juis MEIUIIMHCKOTO NMPUMEHEHHs, WM 10 COOCTBEHHOW MHHMIIMATHBE yKa3aHHbIE JOKyMEHTHL B
Cllydae HETPE/ICTABICHUS 3asBUTENIEM YKa3aHHBIX JIOKYMEHTOB YITOJHOMOYEHHBIN (QenepaabHbIii opraH
WCIIOJIHUTENIBHON BJacTU TMpoBepseT (aKT yIuiaThl TOCYJapCTBEHHOM MONIIMHBI C HCIOJB30BaHUEM
UHpOpMaLuu 00 yIulaTe rocy1apcTBEHHON MOLUIMHBI, coiepakalieiics B ['ocyqapcTBeHHOM HH(pOpMAIMOHHON
CHUCTEME O TOCYJApCTBEHHBIX M MYHULMNAJIBHBIX IUIATE)KaX, HA OCHOBAHUU IPEACTABICHHBIX 3asgBUTEIEM
KOIIMH TOKYMEHTOB;

3) IMPOTOKOJ KIMHHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpeliapara M MCIAUIHUHCKOI'O
IIPHUMCHCHUS

4) Gporrtopy UCCIIeI0BaTEs;
5) uHpOpMAIMOHHBIN JIUCTOK NAIUEHTA,

6) CBCACHHUA 00 ombITe paGOTH HCCIIeIoBaTeNIel Mo COOTBCTCTBYIOIIINM CIICHUATIBHOCTAM W UX OIIBITC
pa6OTBI Mo MPOBCACHUTIO KIIMHUYCCKUX HCCHGHOB&HHﬁ;

7) cBelleHUs O MEAMIIMHCKUX OpraHU3alMsX, B KOTOPBIX IMPEINO0JIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEOBaHUS JICKAPCTBEHHOTO TIperapara i MEIUIUHCKOTO TPUMEHEHHUsS (TOJHOE U COKpAIIeHHOE
HaUMCHOBAHMS, OpPTaHU3AIMOHHO-TIpaBoBasi (opMa, MECTO HaxXOXJICHHS W MECTO OCYIIECTBICHUS
NeATeILHOCTH, TeledoH, Tenedakc, aapec MEKTPOHHON MOYTHI KaXKI0W MEIUIIMHCKON OpraHu3alliin);

8) CBCACHUA O MpCAIoJaracMbIX CpOKax HPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara it MCIUIUHCKOTO IIPUMCHCHUA

9) xomwrio IOTOBOpa O0S3aTENBHOIO CTPAaXOBAHMS, 3aKIIOUYEHHOTO B COOTBETCTBHUH C THUIIOBBIMU
IpaBHJIaMU 00sI3aTEIEHOTO CTPaXOBaHUS, C YKa3aHUEM MPEACITbHON YHCICHHOCTH MAlMEHTOB, YYaCTBYOIINX
B KJIMHMYECKOM HCCJICIOBAHUH JIEKAPCTBEHHOTO TIpenapara Jijisi MeIUIIMHCKOTO PUMEHEHHST;

10) undopmariyio o cocTaBe JeKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHUS,
11) HOKyMEHT, COCTaBJCHHBIH MPOU3BOJUTENIEM JIEKAPCTBEHHOTO IIpermapaTa Al METUIIMHCKOTO

NPpUMCHCHUA U co;[epxcamm‘/'l IMIoKa3aTcin (XapaKTepI/ICTI/IKI/I), a TaKKC CBCACHHUA O JICKAPCTBCHHOM IPCIIapaTe
AJI MCAUIUHCKOTO ITPUMCHCHUA, IPOU3BCACHHOM JJI ITPOBCACHUA KIIMHUYCCKUX I/ICCJIGIIOBaHHﬁ;
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12) KoOmuWiO JIMIEH3WM Ha TPOM3BOJCTBO JIGKAPCTBEHHBIX CPEJICTB B Cllydae, €CJIH MPOU3BOJICTBO
JIEKapCTBEHHOTO TIperapara ocyuiecTBisercs B Poccuiickoit ®Depepanuu, WA KOMHIO 3aKIIOYCHHS O
COOTBETCTBUM  TPOU3BOJUTENS  JIEKAPCTBEHHOIO  Mpernapara TpeOOBaHWUSAM  MpaBWI  HaAJeKaiel
MPOU3BOJICTBEHHOW  TPAKTHKH, BBIJAHHOTO  YIIOJIHOMOYEHHBIM OpPTaHOM  CTpPaHbl  TIPOU3BOIUTEIS
JIEKapCTBEHHOTO TIperapara.

(B pen. deaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. B cpok, He mpeBbImaonuil NaTH padoynx THEH co JHS MPUHATHS YKAa3aHHOTO B MyHKTe | wactu 2
HACTOSIIEH CTaTbU 3asBICHUS U HEOOXOMUMBIX JOKYMEHTOB, YIOJTHOMOYEHHBIN (QenepalbHblii opraH
UCIIOJIHUTEILHOM BJIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMH, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET pELICHUE O MPOBEACHHM SKCHEPTU3bI JOKYMEHTOB Ui MOJYYEHHs pa3pelieHus Ha
IpOBEJCHHE KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOIO IMpernapara AJsi METUIIMHCKOTO MPUMEHEHUS U
ATUYECKON IKCIEPTU3BI WK 00 0TKa3e B MPOBEACHUH YKA3aHHBIX YKCIIEPTH3;

3) yBEeAOMIISIET B AJICKTPOHHOU (hopMe WM HAa OYMa)KHOM HOCHUTEIE 3asiBUTEIS O MPHHATOM PEIICHUU
1100 B ClTydae MPHUHATHS PEIICHUST 00 OTKa3e TaKKe C YKa3aHUEM MPUIMH TaKOTO 0TKa3a;

4) MOArOoTaBIIMBAET U HAIPABIISET B OKCIEPTHOE YUPEXKJACHUE U COBET IO 3TUKE 3a/1aHHE Ha MIPOBEJICHUE
COOTBETCTBYIOIUX IKCIEPTH3.

4. B caydyae BbISBIEHUS HEMOJHOTH M (WJIM) HEJOCTOBEPHOCTH HH(pOpMAIMU, cojepxkalieiics B
MIPEJCTABICHHBIX 3asBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HaMpaBJIeT 3asBUTENIO 3ampoc 00 YTOYHEHWH YyKa3aHHOW wuH(opmammu. J[aHHBIA 3alpoc MOXET OBITh
nepefaH YINOJHOMOYEHHOMY IIPEICTABUTENIO 3asABUTENSl JIMYHO IO PACIHCKY, HAINpaBIEH I10 I104YTe
3aKa3HbIM MHCHMOM WM MEpe/laH B JIEKTPOHHON (opMe MO TeIeKOMMYHUKAallMOHHBIM KaHajlaMm CBsi3u. B
Clly4ae HaIpaBJICHUs AAHHOTO 3ampoca IO IIOYTE 3aKa3HBIM IIMCbMOM OH CYMTAETCSA IIOJYyYEHHBIM IIO
UCTEUEHNUHU IIECTH JHEH C JaThl HAaIpaBJICHUs 3aKa3HOrO MUCbMa. 3asBUTENb 00s3aH MPEJICTaBUTh OTBET Ha
3arpoc  YHOJIHOMOYEHHOTo (hefepaibHOTO OpraHa HMCIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIMLAIOIINN
JeBsiHOCTa pabouux JHeW co aHs ero monmydeHus. Cpok, yKa3aHHBI B 4YacTH 3 HACTOALICH CTaThH,
MPUOCTAHABJIMBACTCS CO JIHS HANpAaBJICHHs 3asABUTEIIO 3alpoca YIOJHOMOYEHHOTO (elepaibHOTO OpraHa
WCIIOJTHUTEJIBHOW BJACTH 1O JHSA TOJYYEHHsT WM COOTBETCTBYIOIIETO OTBETa M HE YUYWTBHIBACTCA IIPH
MCUUCIIEHUM CPOKA MPUHATHUS YIIOJIHOMOUYEHHBIM (peliepaibHbIM OPIraHOM HCIOJIHUTENBHOM BIACTH pEIIeHUs
O IMpPOBEIEHUU DOKCIEPTU3bl NOKYMEHTOB ISl IOIY4YEHMs] pa3pellieHus Ha IPOBEIEHUE KIMHUYECKOTO
HCCIIE0BaHUs JICKAPCTBEHHOT' O IIpernapara Juisi MEAULMHCKOIO IPUMEHEHH.

5. OcHoBaHMEM AJI OTKa3a B IPOBEIEHUU 3KCIEPTU3bl JOKYMEHTOB /ISl MOJIYYEHMs pa3pellieHus Ha
MIPOBEACHUE KIMHUYECKOrO MCCIIEOBAaHUA JIEKAPCTBEHHOIO Ipernapara il MEIULHUHCKOTO IPUMEHEHUS U
STUYECKOM HKCIIEPTU3BI SBIISETCS MPEICTABICHUE TOKYMEHTOB, IPEIYCMOTPEHHBIX YACTHIO 2 HACTOSILEH
CTaTbH, B HEMOJHOM 00beMe, HeNPEACTaBICHUE 3aBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha YKa3aHHBIN B
4acTu 4 HACTOsAIIEN CTAaThH 3alPOC YIOJIHOMOYEHHOTO (eiepaJIbHOro OpraHa MUCIOJIHUTEIbHON BIACTH JINOO
OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO MEepedHss HeoOXOoAMMOM HHpopManuu uiu
nHpopMannu, KOTopasi JODKHA OBITh OTPa)KeHa B HUX, a TAKXKE OTCYTCTBHE MH(OpPMAINU, TOATBEPKIAIOIIECH
(akT yriaTsl TOCYAapCTBEHHOW TOIUINHBI 32 MPOBEACHUE STHUECKOW IKCTIEPTH3HI, SKCIIEPTU3BI JOKYMEHTOB
Ha JICKapCTBEHHBIN Mpernapar I MOJY4YEHHUS pPa3pelICHHs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHOI'0 IIpernapara il MEJMLIHMHCKOrO INPHMEHEHHMs, 3a BblJady pa3pelicHHs Ha IPOBEICHUE

KoHcynbTaHnTlNKOC

www.consultant.ru Crpanuua 76 n3 118
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

KIIMHAYCECKOI'0 UCCICAOBAaHUA JICKAPCTBCHHOI'O IIperiapara A MCAUIHUHCKOI0 IMPUMCHCHUA, 3a TIPOBCACHUC
OKCIICPTU3BI JOKYMCHTOB Ha HeKapCTBCHHBIﬁ npenapar i MOJYUYCHHA pPaspClliCHHUd Ha MTPOBCACHUC
MCKIAYHAPOAHOTO MHOTI'OHCHTPOBOI'O KIIMHHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O0 TIIpfriapara JId
MCIUIIUHCKOI'0 IMPUMCHCHUS, 3a BblJa4y pPa3spClICHHA Ha NPOBCACHUC MCKAYHAPOAHOI0O MHOI'OLCHTPOBOI'O
KIIMHUYCCKOI'0 HUCCIICA0BAHUA JICKAPCTBCHHOI'O Ipfrapara Ajad MEAULOWMHCKOro NpruMCHCHHA, 3a IIPOBCIACHUC
ITHYECKOM OKCIICPTHU3BI, SKCIIEPTU3bI JOKYMCHTOB Ha HCKapCTBeHHBIﬁ mnpenapar AJid IOJYYCHHS PaspClICHUA
Ha MNPOBCACHUC TOCTPETUCTPANUOHHOIO KIIMHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOT'O IIpCllapaTa I
MCIUIIUHCKOI'0O MPUMCHCHUSA, 3a BblJa1y Pa3pCHICHUA Ha IMPOBCACHUC NMOCTPCTUCTPATNOHHOTI'O KIIMHUYCCKOI'O
HCCICaA0BaHMsA JICKAPCTBCHHOI'O IpCriapaTta Ajid MEAULIMHCKOTO IIPUMCHCHMU.

6. [IpoBeneHne dKCHEPTU3BI JOKYMEHTOB ISl TOJTYUYEHHUS Pa3pelieHHs] Ha MPOBEACHUE KIMHUYECKOTO
WCCTIEIOBaHUS JICKAPCTBEHHOTO TMpernapaTra il MEIUIIMHCKOTO TMPUMEHEHUS W JTHUYECKOW SKCIEPTH3BI,
COCTaBJICHME KOMHUCCHUEN AKCIIEPTOB U COBETOM IO 3THKE 3aKJIIFOYEHUN O BO3ZMOKHOCTH WJIM HEBO3MOKHOCTH
MPOBEICHMS TAKOI'0 KIMHUYECKOTO HCCIEHOBAHUS U HAMNPABICHHE 3THX 3aKIIOUECHUW B YHOJHOMOYEHHBIN
(denepanbHBIA OpraH HCHOJHUTENBHON BIIACTH OCYIISCTBISIIOTCS B CPOK, HE MPEBBIMIAIONIMA TPHUILATH
pabounx ITHEH CO JHS TOJYYEHHS DKCIEPTHBIM YUPESKICHHUEM 3aJaHUs YIMOJTHOMOYEHHOTO (heaepaabHOro
OpraHa MCIOJHUTEIbHOMN BJIIACTH C NPWJIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B MMyHKTax 3, 4, 10 u 11 gactu 2
HACTOSIIEH CTaThU, U COBETOM I10 3THUKE 33JIaHUS YIIOJTHOMOYEHHOTO (perepaibHOro OpraHa UCTIOTHUTETHHOM
BJIACTH C MPUJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B MyHKTaxX 3 - 6, 8 1 9 yacTtu 2 HACTOSIIEH CTaThU.

7. B cpok, He MPEeBBILAIOIINN MIATH paboYMX AHEH CO JTHS MOJIYUYEeHHUs 3aKJIIOYEHUH, YKa3aHHbIX B YacTU
6 HacTosIIel cTaThbH, YIIOJTHOMOUEHHBIN (e/iepaibHbIi OpraH UCTIOIHUTEILHON BIACTH:

1) OCYHICCTBJIACT OLCHKY IMOCTYHNHMBIIUX 3aKJIIOUCHUM AJIg OpCACIICHUA UX COOTBCTCTBHUA 3alaHUAM Ha
MMPOBCACHUEC COOTBETCTBYIOIINX SKCIICPTUS,

2) TOpUHMMAaeT peIIeHHE O BbIJAYE pa3pelleHHs] Ha MPOBEICHUE KIMHUYECKOTO HCCIIeI0BaHUS
JIEKapCTBEHHOI0 Ipenapara il MEIUIUHCKOIO IpUMEHEHHs Wid o0 OTKa3e B Bblaye YKa3aHHOI'O
pasperieHus;

3) BBIIAET pa3pelieHne Ha MpOBeJIeHHE KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO Iperapara JJis
MEIMLMHCKOTO MPUMEHEHHsI WM pelIieHHe 00 OTKa3e B BbIaye YKAa3aHHOTO pa3pellieHUs C yKa3zaHHEeM
MIPUYMH OTKAa3a.

8. OcHOBaHMEM /U1 OTKa3a B BbIJA4Y€ pa3pelleHUs Ha IPOBEIACHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara Uil MEAULUMHCKOIO NPUMEHEHHUS SBIACTCS HAIMYME 3aKIIOYEHUS KOMHUCCUU
JKCIIEPTOB WJIM 3aKJIIOUEHMS COBETA II0 3TUKE O HEBO3MOYKHOCTHU IIPOBEIACHHUS KIMHUYECKOTO MCCIECIOBAHUS
JIEKapCTBEHHOI'0 Ipernapara Uil MEAUUMHCKOTO NPUMEHEHHUS MO PE3yJbTaTaM IPOBEICHHBIX JKCIIEPTH3,
MPEAYCMOTPEHHBIX YaCThIO 6 HACTOAIIEH CTaThH.

9. Pemenne 00 OTKa3e B NPOBEICHUM SKCHEPTU3BI JOKYMEHTOB I TOJYYCHHUS DPa3pelieHHs] Ha
MPOBEICHUE KJIMHUYECKOTO HCCIIECIOBAHUS JICKAPCTBEHHOTO Mpenapara JUisi MEIUIIMHCKOrO NMPUMEHEHUS U
ATUYECKOM HKCHEPTU3bl W B BbIJA4€ pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TMpermapara JUisi MEAUIHUHCKOTO TMPUMEHEHHs MOKeT OBITh 00)KaloBaHO B MOPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENBCTBOM Poccuiickont Penepanuu.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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1. OTnueckas OKCIICPTHU3a IIPOBOAUTCA COBCTOM IIO 3THUKEC, CO3JAHHBIM B IOPAAKE, YCTAHOBJICHHOM
YHOOJHOMOYCHHBIM (peﬂepaﬂBHBIM OpraHom HUCIIOJIHUTEIbHOMN BJIaCTH, B ICIAX BbIJa4YH 3aKJIIIOUCHHA 00
9TUYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH MMPOBCACHUA KIMHHUYCCKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara it MEAUIUHCKOTIO IPUMCHCHMA.

2. DKcnepTaMu COBETa IO 3TUKE MOTYT ObITh MPEACTaBUTEIN MEIUIMHCKUX OpPTraHu3aluid, HayYHBIX
opraHu3anuii, o00pa30BaTENbHBIX OpraHU3alMid BbICIIEr0 00pa3oBaHMsA, a TaKKe MPEACTaBUTEIN
OOIIIECTBEHHBIX OPTraHU3alMi{, PEIMIHO3HBIX OpraHu3alMil U CpelcTB MaccoBoil MHpopMmanuu. JlaHHBIE
9KCHEepPThl HE JOJDKHBI HAaXOAMUTHCS B KaKOH-TMOO 3aBUCUMOCTH OT pa3pabOTYMKOB JIEKApCTBEHHBIX
MIpEeNnapaToB U APYTUX JIUL, 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3TUUECKON IKCIIEPTU3BI.

3. Omnara yciiyr SKCIEepTOB COBETA 0 ATHUKE OCYIIECTBIISETCS HA OCHOBAHUH JOTOBOPA, 3aKIFOYEHHOTO
MEXIy YIOJTHOMOYEHHBIM (eepaibHBIM OPraHOM HCIIOTHUTEIBHOW BJIACTH, KOTOPBIM CO3/aH COBET TIO
9THKE, M OKCIIEPTOM COBETAa II0 JTHUKE, 3a CYeT OIO/DKETHBIX AaCCHUTHOBAHWUM, IPETyCMOTPEHHBIX
YIOJTHOMOYEHHOMY (peiepallbHOMY OpraHy HCIOJHUTENBHON BIACTH, KOTOPHIM CO3/IaH COBET MO ATHKE, B
(deneparbHOM OMOKETE HA COOTBETCTBYIONIMI TOJ Ha OOECHeueHHe ero MAESITeTbHOCTH, B pa3Mepax,
ycraHoBlIeHHBIX [IpaButenscTBom Poccuiickon Denepauuu.

4. 3KCH€pTI)I COBE€TAa II0 OJOTHKC HCCYT OTBECTCTBECHHOCTh B COOTBETCTBUH C 3aKOHOAATCIHBCTBOM
Poccuiickoit deneparumn.

5. CocTaB coBeTa 0 ITHKE, MOJ0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPeOOBaHMsS K
KBaJIM(UKALUU U ONBITY pabOThI MO 3KCIEPTHOM OIEHKE Hay4YHBIX, MEAMLMHCKUX U 3TUYECKUX acCIEeKTOB
KJIIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MPENapaToB s MEIULMHCKOTO IPUMEHEHMS, IPEIBSABISEMbIE
K DKCIepTaM COBETa IO 3TUKE, IMOPSAIOK OpPraHM3allMi W TPOBEICHHS STHYECKOW O3KCIepTusbl, (opma
3aKJIFOUYEHHUS COBETA 110 ATUKE YCTAaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON
BiacTH. Yucno mpeacraBuTene METUIIMHCKUX OpraHU3alliii He MOXET MPEBBIIIATh MOJOBUHY OT OOIIEro
qucia SKCIEPTOB COBETA IO TUKE.

6. Hudopmamus o cocraBe coBeTa IO OSTHKE, IUIAHAX €ro pabdoThl W TEKylLleW AesaTelbHOCTH
pasmeraeTcs Ha o(pUIMAIBHOM CaiiTe YMOJIHOMOYEHHOTO (peepanbHOr0 OpraHa MCHOJHUTEIBHOM BIACTH B
cetd "MHTEpHET" B yCTAaHOBJIEHHOM UM IOPSIKE.

Cratba 40. NpoBeaeHue KIIMHMYECKOro UCCreAoBaHUA fleKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpuMeHeHuns

1. PyxkoBoauTenb MEIUIMHCKOM OpraHU3alMM, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEI0BAHNE
JIEKapCTBEHHOI'O TMIpernapara Jyisi MEIUIUHCKOTO MPUMEHEHHMs], Ha3HAYaeT UCCIeA0BaTelisd, OTBETCTBEHHOTO 32
MPOBEACHUE TAaKOTO WCCIIENOBAaHMS M HMEIOIIETO JIeUeOHYI0 CIEeIUaIbHOCTh, COOTBETCTBYIOIIYIO
MMPOBOIUMOMY  KIIMHUYECKOMY HCCJICIOBAHHMIO JICKAPCTBEHHOTO TIpemapara, CO CTaxeM paboThl 1O
nporpaMmaM KJIMHHYECKHX HCCIEAOBAaHUHM JICKAPCTBEHHBIX IpEnapaToB HE MEHEE YeM TPHU Tojila U IO €ro
MpeUIOKEHUIO Ha3HAYaeT COUCCIeIoBaTeNel U3 Yrciia Bpauei 3TOi MeIUIIMHCKON OpraHn3alllu.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. HCCHCI{OB&TCHB OCYHICCTBJIACT BbI60p MManMUCHTOB, KOTOPBIC IO MCAWIMHCKHUM IIOKa3aHUAM MOI'YT
OBITh MPUBJICYCHDBI K YUYAaCTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O ITpe€TiapaTta Ajid MEAUIUHCKOTO
IPUMCHCHUA.

3. HCCJ’IGI{OB&TGJ’IB N COHCCIIEAOBATCIIN OOJIXKHBI OBITH O3HAKOMJIEHEI C pe3yiabTaTaMu JOKIMHHUYCCKOI'O
HCCJIICAOBAHUS JICKAPCTBEHHOI'O0 CPEACTBA, COACPKAIIUMUCA B 6pou1}ope HCCIICAOBATCIIs, IIPOCKTOM
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IIPOTOKOJIA KIIMHUYCECKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTa M MCEAUIMHCKOIO INPHUMCHCHUA,
p3.3pa60TaHHBIM pa3p3.60T‘-II/IKOM JICKApCTBCHHOT'O  Mpfraparta HWJIW HWHBIM HOPUIUYCCKHUM  JIMIOM,
MPHUBJICKACMBIM K OpraHu3anuu IMpOBCACHHA KIIMHUYCCKOI'O MCCIICAOBAHUA JICKAPCTBCHHOTO IIpCriapata AJIAd
MCOUIIUHCKOI'0 IPUMECHCHUS, U APYTUMHU MaTCpUaJlaMH TaKOIr'0 UCCIICAOBAHU .

3.1. PykoBoauTenb MEAUIIMHCKONW OpPTaHM3allMi B CPOK, HE MPEBBIIAIONINN TpeX pabouux JHEH co JHS
Hayaja IPOBEICHMS KIMHUYECKOIO HCCICNOBAaHUS JICKapCTBEHHOIO IIpemnapara M  MEIULUHCKOrO
NpUMEHEHHUs, cooluiaer o0 3TOM B YHNOJIHOMOYEHHBIM (QelepanbHblii OpraH HCIOJHUTEIbLHON BIACTH,
BBIJIaBIINI pa3pelieHre Ha MPOBECHUE TAKOT0 UCCIIeI0BaHUs, TI0 YCTAaHOBJICHHOW UM (Gopme.

(uactsp 3.1 BBeneHa @enepanbHbIM 3ak0HOM OT 29.11.2010 N 313-03)

4. OpraHuzanuy, OCYIIECTBISIOIINE OPraHU3ALUI0 MPOBEICHUS KIMHUYECKOTO HCCIIEIOBaHUS
JICKAPCTBCHHOT'O IpfriapaTta Ajid MEAUIIMHCKOTO MPUMCHCHHA U YKa3aHHBIC B 4aCTH 3 crateu 38 HaCTOAIIECTO
denepanbHOTO 3aKOHA, B Cllydyae HEOOXOIMMOCTH BHECCHHS HM3MEHEHMH B TPOTOKOJ KIMHUYECKOTO
VICCIIEZIOBAHMS JISKApPCTBEHHOTO IIpenapara Uil MEJUIMHCKOTO MNpPUMEHEHHS COOOIAaroT 00 3TOM B
YIOJIHOMOYEHHBIN (eiepabHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha NPOBEJICHHE
TaKOT'0 MCCIIEI0BAHNUS, 10 YCTAHOBICHHON UM (hopMe.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. dopma cooOmEHUS O BHECCHHMH W3MECHCHHH B TIPOTOKON KIMHHUYECKOTO HCCIICIOBAHMS
JIEKapCTBEHHOTO Mpernapara Jijisi MeJUIIMHCKOTO MPUMEHEHHMSI JIOJDKHA COACPKATh CIACAYIOIINE CBEICHHMS:

1) HaumeHOBaHUe, NACHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBaHUS;
2) nata BHECEHUsI U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIIEIOBAHUS;
3) HaMMEHOBAHKME U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HauMEHOBaHUE OpraHM3alllM, IPUBICUYEHHON pa3padOTUYMKOM JIEKApCTBEHHOrO Ipernapara K
OpraHMU3aIMK NMPOBEICHUS KIMHUUECKOT0 UCCIIeJOBaHUs (IIPHU HAJIUYUN);

5) HaAaMMCHOBaHUA MW MECTa HaXO0XICHHA MCEIHUIHMHCKHX OpraHHSaHI/Iﬁ, B KOTOpPBIX IMPOBOIAUTCA
KIIMHHUYCCKOC UCCIICIOBAHUC,

6) AaTa BbIa4U pa3pCIICHUS Ha IMTPOBCACHUC KIIMHUYCCKOT'0O UCCIICAOBAHNUA U HOMEP 3TOT'O pa3pCHICHUA,

7) ©3MEHEHUs, BHOCHMBIE B TPOTOKOJI KIIMHUYECKOTO HCCIIeIOBAHMUS.
(uactsp 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He TpEeBBIIAIONINN TPUANATH pabOYuX AHEH CO JHS TOJYyYEeHHs] yKa3aHHOTO B JacTu 4
HACTOALICH CTaThu COOOIIEHUS, YIMOJHOMOYECHHBIH (efepanbHblii OpraH HUCHOJHUTENbHOM BIIACTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAaHOBJICHHOM WM TOPSAKE W TPUHUMAET pelIeHHe O BHECEHUU
W3MEHEHUN B NPOTOKOJ KIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOTO Npenapara Uil MEIUIMHCKOro
MPUMEHEHUS WM 00 OTKa3e BO BHECCHWHM TakKuX W3MeHeHud. Ilpu paccMoTpeHMH COOOIICHHS O
HEOOXOIMMOCTH BHECEHUSI U3MEHEHHI B MPOTOKOJI KJIMHUYECKOTO UCCIIEOBAaHUS JIEKAPCTBEHHOTO TIpernapara
JUIST MEIWIIMHCKOTO TIPUMEHEHHUsI B IEISIX OICHKHM OOOCHOBAHHOCTH TIPEAJaraéMbIX W3MEHCHHH W
ONpEeJIEeJICHUsI CTENEHU pUCKA JUIsI NAUMEHTOB, NMPUHUMAIOIIMX YYacTHE B KIMHMYECKUX HCCIIEIOBAaHUAX,
YIOJTHOMOYEHHBIM (peiepalbHbBIM OPraHOM UCTIOJHUTENHFHOM BJIACTH MOTYT MPHUBJIEKATHCS IKCHEPTHI COBETA
10 THUKE.
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Knuauyeckoe uccienoBaHMe JEKapCTBEHHOTO MpenapaTa JUlsl MEJUIIMHCKOTO NMPUMEHEHUS MOXET
OBITH NMPHUOCTAHOBJICHO WJIM MPEKPAICHO, €CIM B IPOILECCe ero MpOBEACHHS OOHapy)KeHa OMAaCHOCThH IS
KHW3HH, 3]I0POBbSI TMAIMEHTOB. B ciyyae BO3HUKHOBEHHWS OIACHOCTH JUISl JKU3HH, 3/I0POBBS TAalMEHTA,
YUYaCTBYIOUIETO B KIMHHYECKOM HCCIICJIOBAHUH JIGKAPCTBEHHOTO TIpeTapara JUisi MEIUIIMHCKOTO TPUMEHEHHS,
uccienoBarenu 00s3aHbl MPOMHMOPMHUPOBATH 00 3TOM PYKOBOIMUTENS MEIUIUHCKON OpraHu3aiuu u
OpTraHMU3aIIHIo, MOTYYHUBIIYIO pa3pelieHue YIIOJIHOMOUYEHHOTO (pelepalbHOro OpraHa UCIIOTHUTENFHOM BIACTH
Ha OpraHu3alMio TPOBEJCHUS KIMHUYECKOTO HCCIENI0BaHMs JICKapCTBEHHOIro IpenapaTa. Pemienue o
MPUOCTAHOBICHUH KJIMHUYECKOTO HCCIEAOBAaHMS JIGKAPCTBEHHOTO TMpemapara JUisi  MEIUIIUHCKOTO
MPUMEHEHHS TPUHUMAIOT PYKOBOJAWTENh MEIWIMHCKOW OpraHW3allid W (WMJIM) OpraHW3alys, MOTydYUBIIAs
paspeniecHre  YIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa WCIOJHUTEIBHOW BIACTH Ha OPraHH3aIHIo
NPOBEJCHUS KIMHUYECKOrO HCCIEIOBAaHUS JIEKapCTBEHHOTO MpernapaTta A MEIUIIMHCKOrO MpUMEHEHUS,
pelieHne O TMPEeKpalleHUd TaKOro HCCIeIOBaHUs NPUHHUMAET YIOJTHOMOUYEHHBIH (QenepalbHblii oprax
UCTIOJHUTEJIBHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (opMe PYKOBOJIUTEIS MEAULUHCKON
OpraHu3allil WM OpraHM3alus, NOJYYHMBIIAS pa3pelIeHUE YIOJIHOMOYEHHOrO (enepalbHOr0 OpraHa
WCTIOJTHUTEIGHOW BJIACTH HAa OPTaHU3AIMIO MPOBEACHUS KIMHHUYECKOTO WCCIIENIOBAHUS JIEKAPCTBEHHOTO
npernapara Juisi MeMIIMHCKOTO TPUMEHEHHSI.

7. B cpok, He IpeBbILAOUIMNA MATH pabouux AHEH €O AHA 3aBEpUICHUs, MPUOCTAHOBIICHUS WU
IPEKpaLICHNs] KIMHUYECKOTO HCCIIENOBAHMs JIEKAPCTBEHHOIO Ipenapara il MEIULMHCKOrO MPUMEHEHUS,
cooOuieHne 00 ATOM HampaBiISeTCsl OpraHU3alMsIMH{, YKa3aHHBIMM B 4YacTH 3 cTaThu 38 HACTOSIIETO
@denepanbHOTO 3aKOHA, B YINOJHOMOYEHHBIH (efepasibHbId  OpraH HWCHOJHHUTENBHOM BJIACTH  TIO
YCTaHOBJICHHOU UM (popme.

8. dopma cooOmEeHUs O 3aBEPIICHUH, NPUOCTAHOBICHUU WM TPEKPAMCHUH KIWHAYECKOTO
UCCJICIOBAHMSI JIEKAPCTBEHHOT'O IIpernapaTa Jisi MEIUIIUHCKOTO IPUMEHEHUS JI0JKHA COJePKaTh:

1) unbopmManui0 O MEAMIMHCKOW OpraHM3alliil WM MEAMIIMHCKHX OpTaHHU3alUsaX, MPOBOAMBIINX
JIaHHOE MCCJIEIOBAHUE;

2) onucaHue JaHHOTO UCCIIeI0BAHMUS;

3) nanuble wuccienoBarens (dpaMuiaus, WUMs, OTYECTBO, MECTO paldOThl, 3aHUMaeMas IOJKHOCTH,
CHEIMAIEHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HCCICAOBAHWN JICKAPCTBCHHBIX IPENapaToB,
nepeyeHb KIMHUYECKHX HCCIIeI0OBAaHUI JIEKapCTBEHHBIX IPENapaToB, B KOTOPHIX OH MPUHUMAJ Yy4dacTHE
(mepuonbl y4acTus) B Ka4eCTBE UCCIIEIOBATENS UIIH COUCCIIEIOBATENS);

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

4) pe3yJbTarT JTaHHOTO HCCIEIOBaHUs (3aBEpIICHHE, MPUOCTAHOBJICHUE WM IPEKpalleHHe AaHHOTO
WCCIICIOBAHUS C yKa3aHWEM WX NPUYUH M BIUSHUS HA OICHKY €ro pe3yibTaToB, OOIIYIO OIEHKY pHCKa U
OKHJIAeMOM TTOJIB3BI OT MPUMEHECHHS HCCIICAYEMOTO JICKapCTBEHHOTO IperapaTa, a Takke MpeJoiaracMbpie
JTanbHEHIINE TeHCTBHS).

8.1. Ilpu BeIsIBIEHNH (peepanbHBIM OpPraHOM MCIIOJHUTEIBHOMN BIACTH, OCYIIECTBIISIIOIUM (QYHKLUH 110
KOHTPOJIIO U HA/I30py B cdepe 37ApaBOOXpaHEHUs], HApyIIEHUH NpaBuil HaAJeKalleld KIMHUYEeCKON MpaKkTUKU
IIpU [IPOBEJIEHUM KIIMHUYECKOTO MCCIIEJOBAHMSI JIEKAPCTBEHHOT'O Mpenapara, BAUAIOIUX Ha MOJIHOTY U (WIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOIO MCCIEI0BaHUS, YKa3aHHBIM (efepabHbIil OpraH HMCIOJHUTEIbHON
BJIACTH IIPUOCTAHABIIMBAECT MPOBEJACHUE JAHHOTO KIMHMYECKOTO MCCIECIOBAaHUS W BBIHOCHT MEIUIIMHCKOU
OpraHu3alyy, B KOTOPOH MPOBOJIUTCS JAaHHOE KIMHUYECKOE HCCIelOBaHME, NpEeANucaHue o0 yCTpaHEHUU

KoHcynbTaHnTlNKOC

www.consultant.ru Crpanmua 80 n3 118
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BBISIBIICHHBIX HapylieHuil. [Ipy HeycTpaHEHWM METUIIMHCKON OpraHu3alMedl BbISBICHHBIX HAPYIICHUH B
YCTaHOBJICHHBIN B MPEANUCAHUU CPOK YKa3aHHBIN (heaepanbHblii OpraH UCTIOJHUTEIHFHOW BIACTH PUHUMAET
pelieHre O TMPEKpalleHUd TPOBEIACHUS KIMHUYECKOTO WCCIEAOBAaHUs JICKAPCTBEHHOTO TIperapara u
HanpasJigeT B (erepalibHbIil OpraH WCIOJHUTEIBHON BIACTH, OCYLIECTBIAIOMNN (QYHKIMU MO BBIpAOOTKE U
peanu3allii  TOCYAApCTBEHHOW TMOJMUTUKM U  HOPMAaTUBHO-NIPAaBOBOMY  DPETYJIMPOBAaHHIO B  cdepe
3MIPABOOXPAHEHHS, 3aKIIOYCHUE O BBISBICHHH IPH TPOBEJACHUU JIAHHOTO KIMHUYECKOTO HCCIICIOBAHUS
HApYIICHUIA MPAaBHJ HaJUIekKAIeH KIMHUYECKON MPAKTUKU JJIs TPUHATHS PEIIeHUs 00 OTMEHE pa3pelieHus
Ha OpraHM3alfi0 TPOBEACHHUS [JAHHOTO KIMHUYECKOTO WCCICAOBAaHUS C JaThl NPUHATHS PEIICHHS O
MIPUOCTAHOBIICHUH TIPOBEACHUS KIIMHUYSCKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mpernapara.

(dactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnomHOMOYECHHBIN (eepalibHbId OpraH UCTIOTHUTEIHHON BIACTH OIyOJIMKOBBIBACT U Pa3MelIaeT Ha
cBoeM odunuaabHoM caiWTe B ceth "MHTepHeT" cooOIeHne O 3aBEpIICHUU, MPUOCTAHOBICHUHM WU
NPEKPaIICHUN KIMHUYECKOIO UCCIEOBaHUs JIEKAPCTBEHHOIO MpernapaTa JUisi MEAUIIMHCKOTO MPUMEHEHHUS B
CPOK, HE MPEBHIMAIONINN MATH pad0YHX JHEH CO THS €ro MOJTYUYeHHs, B YCTAHOBICHHOM UM TIOPSIKE.

10. YomHOMOUYEHHBIH (enepaiabHblil OpraH MCIOJHUTEIHHON BIACTH OCYIIECTBISIET BEJICHHE pPeecTpa
uccienoBaTenel, NpoBOAAIIMX WIM IPOBOAMUBIINX KIMHUYECKUE UCCIIET0BAaHUS JIEKAPCTBEHHBIX MPENapaToB
JUISE MEAMIIMHCKOTO MPUMEHEHUS, B COOTBETCTBUM C YTBEP)KJIEHHBIMU MM IpaBWJIaMU M pa3MeEIIaeT ero Ha
cBoeM opuIIMATILHOM caiiTe B ceT "MHTepHET" B yCTAaHOBJIICHHOM UM MOPSIKE. YKa3aHHBIN PEecTp COACPIKUT
uHGOPMAITUIO, IPETYCMOTPEHHYIO ITYHKTOM 3 4acTu § HACTOSIIEH CTaThH.

11. OTuer o pe3ynpraTax KIMHHUYECKOTO UCCIIEI0BaHM JIEKapCTBEHHOTO IIpenapaTa A1 MEIULUHCKOTO
IIPUMEHEHHS COCTABIIAETCS OpraHM3allel, yka3aHHOM B uyactu 3 crtaTbu 38 Hacrosiuero denepanbHOroO
3aKOHA, HAa OCHOBAHUM 3AKIKOYEHUN MEIUIMHCKUX OPraHW3alWl, MPOBOJMBIIMX 3TO HCCIEIOBAHHUE, H
MIpPe/ICTaBIISETCS B YIIOJIHOMOYEHHBIN (pe/iepalibHbIi OpraH UCIOTHUTEILHON BIIACTH, BBIAABIINN pa3pelieHne
Ha TPOBEACHHUE JTOr0 HCCICNOBAaHUs, B CPOK, HE NPEBBILAIOMUN TPEX MECALEB CO AHS €ro 3aBepLICHUS,
NPUOCTAHOBJICHUS WM MIPEKpAILEHUs, B TOPAAKE, yCTAHOBIEHHOM YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OpraHoM
HCIIOJIHUTENIBHOM BJIACTH.

12. Hapymenue mpaBui HauIeXKalmed KIMHUYECKOW NPAKTUKU, (ambcudukanus pe3yibTaToB
KITMHAYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO TpernapaTa JJisi MeJUIIMHCKOTO TPUMEHEHHS BIEKYT 3a COOOU
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

13. Ilpu mpoBeneHMM KIMHUYECKOTO HCCIEI0BaHMs JIEKAPCTBEHHOrO MpemnapaTta A MEeAMLUHCKOTO
NPUMEHEHHs JOMycKaeTcss 3a00p Yy MaIMEeHTOB OMOJOTMYECKHUX MaTepuasioB (00pa3ibl OHOIOTMYECKHX
KHUJIKOCTEH, TKaHEW, CEKPETOB M TPOIYKTOB IKHU3HEIEATCIBHOCTH YEJIOBEKa, (U3UOJOTHUECKUX U
MaTOJIOTUYECKUX BBIJICTICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIaHU3MOB, OWOIICUIHBIN MaTepuai) AJs
ux usyuyenus B Poccuiickoit denepannu u (unm) 3a npeaenamu Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Tlopsimoxk BBo3a B Poccuiickyro @enepaunio M BbIBO3a 3a mpezaenbl Poccuiickoit ®Pepepauun
OHMOJIOTMYECKUX MaTepHalioB, TOTYUYEHHBIX MPHU MPOBEACHUN KIMHUYECKOTO HCCICTOBAHHMS JIEKAPCTBEHHOTO
rpenapara Ui MeJUIUHCKOro IpUMEHeHHs], ycranasinusaercs [IpaBurenscrBom Poceniickont denepanun.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Crtatba 41. [JoroBop O npoBeAEeHUU KITMHUYECKOro uccrieAoBaHUsl NEeKapCTBEHHOro
npenapara Aona MeAULUHCKOro NpuMeHeHus
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1. Kimawnueckoe HCCJIICAOBAHUC JICKAPCTBCHHOI'O IIpCliapara s MCAUIUHCKOIO MNPHUMCHCHUA
IpOBOAUTCA B COOTBETCTBUMU C JOTIOBOPOM O MPOBCACHHU KIMHHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara ajd MCAUIUHCKOTO IMPUMCHEHU S, 3aKIIIO9YaCMbIM MCKIY opraHmauHeﬁ, HOJ'Iy‘-IPIBHICfI paspeui€cHuc
YIOJIHOMOYCHHOTO (bezlepanLHoro opraHa HCIIOJIHUTEILHON BIIACTH Ha OopraHu3alriio MpPOBCACHHUA TaKOI'o
HCCICJ0BaHusA, U MCHHHHHCKOﬁ OpraHHSaHI/ICﬁ, OCYHIGCTBJ'I?IIOH.[CIZ IIPOBCACHUEC TAKOI'0 NCCICAOBAHMA.

2. I[OFOBOp 0 M[OpOBCACHHUHU KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfllapara I
MCIUIUHCKOI'O IPUMCHCHUS JOJIZKCH COACPIKATD:

1) ycioBus ¥ CPOKM NPOBENECHUS JAHHOIO UCCIIEJOBAHMSI,

2) ompeneneHue oOmMEW CTOUMOCTH MPOTPAMMBbl JIAHHOTO HKCCIICIOBAHUSA C YyKa3aHHUEM CYMMHBI,
MpeTHa3HAYAIOMICHCS TSl BBITUIAT MCCIIEIOBATENSIM, COMCCIIEIOBATEIISIM,

3) omnpenenenue (GopMbl MPEACTABICHUS PE3yJbTAaTOB JAHHOTO HCCIEIOBAHHS B YHOJHOMOYEHHBIN
(enepanbHBIN OPraH UCMIOTHUTENBHOMN BIIACTH.

Cratba 42. ®PuHaHCcOBOe obecneyeHue KINMHUYECKOro MccrnenoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAUMLUHCKOro npuMmeHeHus

duHaHCOBOE obOecrieyeHne KIIMHUYCCKOI'O HCCJICaJ0BaHuA JICKApCTBEHHOT'O Ipcerapara JIs
MCIUIIMHCKOI'O MPUMCEHCHUA OCYIICCTBIIACTCA 3a CUCT:

1) cpencTB deaepanbHOrO OOIKETA;

2) cpenctB opraHu3alui, MOIYYMBIIMX pAa3pelICHUE HAa OpraHU3alMI0 IPOBEJIEHUS JAHHOIO
HCCIEN0BaHus, B COOTBETCTBUU C YCIOBUSMH JJOTOBOPA O €r0 NMIPOBEACHUH;

3) MHBIX HE 3aNpPEIIeHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepariii ICTOYHUKOB.

Cratba 43. MpaBa nauueHTOB, yyacTByloOwux B KIIMHU4YECKOM MucclriegoBaHuUn
NNeKapCTBeHHOro npenapara agnd meamumnHCKOro npumeHeHuns

1. Yaactue MalMCHTOB B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOTI'O ITperiapara Ajad MEAUIUHCKOIO
IIPUMCECHCHUA SABJISACTCA ,ZIO6pOBOJ'H)HI)IM.

2. [NanmeHT UM ero 3aKOHHBIN PEICTaBUTENb JODKEH ObITh MHGOPMUPOBAH B MUCbMEHHOMN (hopme:

1) 0 JICKApCTBCHHOM IIperiapare s MCEAUINUHCKOIO MNPHUMEHCHUSA W CYHIHOCTH KIIMHHUYECKOI'O
HCCIICAOBAaHNA 3TOTO JICKAPCTBCHHOI'O IIpCI1iapara,

2) o 06e30macHOCTH JICKApPCTBEHHOT'O Mperapara A MEAUIUHCKOrO MPUMEHEHHs, €ro OXKHIaeMOM
3G GEKTUBHOCTH U CTETICHH PHCKA JUIS AIlUeHTa,

3) 00 YCIOBUAX Yy4YaCTHA MAalMCHTA B KIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpfriapara AJjId
MCIUIIUHCKOI'O IPUMECHCHU A,

4) 0 OCJIM WK HeJIIX U NPOAOJLKUTCIBHOCTH KIIMHUYCCKOI'O UCCICAOBAHMS JICKAPCTBCHHOI'O IIpeIiapaTa
AJIL MCOAUITUHCKOTO ITPUMCHCHU
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5) o neicTBUAX MalMEHTa B Cilydae HeNpeIBUICHHBIX 3(PPEeKTOB BIHMSIHUS JEKApCTBEHHOTO Npernapara
JUISL MEJUIIMHCKOTO IPUMEHEHMSI HA COCTOSTHUE €70 3/10pPOBbS;

6) 00 ycnoBHsIX 0053aTENILHOTO CTPaXOBAHUS )KU3HH, 3[I0POBbS MAIUCHTA;

7) 0 TapaHTHuiAX KOH(1)I/II[€HIII/I3.J'II)HOCTI/I ydactusa maMEHTa B KIMHUYCCKOM  HCCICIOBAaHUU
JICKAPCTBCHHOT'O IIpcriapaTta JJIsd MCAUIIMHCKOTO ITPUMCHCHUA.

3. I[O6pOBOJ'II)HOG coriraCu€ IamuEHTa Ha Y4YacTUC B KIMHHUYCCKOM HMCCICAOBAHUHN JICKAPCTBEHHOI'O
Inpenapara st MCAUIMUHCKOT'O NPUMEHCHHUA MMOATBCPIKAACTCA €0 IMOAINMUCHIO WUJIN MOANKNCBIO €T0 3aKOHHOI'O
OpCACTAaBUTCIIA HA I/IH(I)OpMaI_II/IOHHOM JJUCTKC IMalTUCHTA.

4, HaI_II/IeHT WM €r0 3aKOHHBIM NpeACTAaBUTCIIb UMCCT IIPABO OTKA3aTbCA OT y4aCTHUA B KIIMHUYCCKOM
HUCCIICA0OBAHNUU JICKAPCTBECHHOI'O IIpCIiapara Al MCAUIHUHCKOr0 IMPUMCHCHUSA Ha JIF000I CTaguu MPOBCACHUA
TaKOT'O UCCJICAOBaHUA.

5. TlpoBeneHwe KIMHUYECKOTO HCCIICAOBAHUS JICKAPCTBEHHOTO IIperapara Jyuisi MEIUIIUHCKOTO
NPUMEHEHHUS C YIaCTHEM B Ka4eCTBE MAIIMEHTOB JCTEH OIMYyCKASTCs TOIBKO C COTJIACHsI B MUChbMEHHOM (hopMme
WX pOAMTENICH, YCRIHOBUTENEH. [leTr MOTYT paccMaTpuBaThHCS B KQUeCTBE MOTCHIIUATIBHBIX MAIlHEHTOB TaKOTO
WCCIICZIOBAHMsI, TOJBKO €CIIM €ro MpOBEACHHUE HEOOXOAMMO [UIS YKPEIUIEHUS 3J0pOBbS JeTe Win
npoduakTiku HHPEKITMOHHBIX 3a00JIEBaHU B JIETCKOM BO3pacTe JIMOO €CJIH IIeNIbI0 TAKOTO HMCCIISIOBAHUS
SIBIISICTCS TIOJTyYeHHE JaHHBIX O HAWIYYINeH JO3MPOBKE JICKAPCTBEHHOTO Tperapara Iisl JeueHus aereil. B
ITHX CITy4YasX TAKOMY HCCJICIOBAHUIO JOJDKHO MPEIIECTBOBATh KIIMHUYECKOE HCCIICJOBAHUE JIEKAPCTBEHHOTO
npenapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS Ha COBEPIICHHOJCTHUX TPAXKIAHAX, 32 MCKIIOYCHUEM CIIydYacs,
€CIM  UCCIEAYyeMbI JIeKapCTBEHHBIA Tpemnapar Juis MEIUIIMHCKOTO TPUMEHEHHS IpelHa3HaueH
HUCKIIIOYHUTCIIBHO IJId UCIIOJIBb30BaHUS HCCOBCPUICHHOJIICTHUMHU I'paXJaHaMH.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpemaeTcsI OPOBCACHUC KIIMHHUYECKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara I
MCIUIUHCKOI'O IPUMCHCHUA C YUaCTHUEM B KaQUECTBC MMALIMCHTOB:

1) neteii-cupoT u AeTeil, ocTaBmIKUXCs 0e3 MOoNeueHus: poAUTenei;

2) KEHIIMH B NEepuoJi OEPEeMEHHOCTH, KEHIUH B MEPHOJ I'PyJAHOTO0 BCKAPMIIMBAHUS, 32 UCKIIOUYEHUEM
Clly4yaeB, €CJId IPOBOAUTCS KIMHUYECKOE HCCIIEA0BAHNE JIEKAPCTBEHHOTO IIpenapaTa, IpeAHa3HaueHHOTO IS
yKa3aHHBIX JKCHIIMH, NPH yCIOBHHA HEOOXOIUMOCTH MOJTyUYeHHUs MHPOPMAIIMU TOJIBKO BO BpEMs MPOBEIACHUS
COOTBETCTBYIOIIUX KIMHHYECKUX UCCIIETOBAHUNA U IPUHATHS BCEX HEOOXOAMMBIX Mep 10 UCKITFOUEHHUIO PUCKa
HAHECEHUS Bpe/a >KEHIIUHE B IepHol OCPEMEHHOCTH, KCHIIIMHE B IIEPUOJ] TPYJHOTO BCKApMIIMBAHMUS, TUIOLY
WiH peOeHKY;

3) BOCHHOCHYXaIllMX, 33 HCKIIOYEHHUEM CIy4yaeB IPOBEJICHHUS KIMHUYECKOTO HCCIeI0OBaHUs
JIEKapCTBEHHOTO Mperapara, ClelualbHO pa3pab0TaHHOTO IS IPUMEHEHHS B YCIIOBHSIX BOSHHBIX JICHCTBHIA,
Ype3BhIYAHBIX CUTYyalUH, NPOQUIAKTUKY U J€UEeHUs 3a00I€BaHUI U MOPaKeHUH, OJyUYEHHBIX B pe3ysbTare
BO3JICHCTBUSI HEOJIArOMpUATHBIX XHMHUYECKUX, OMOJOTMYECKHX, paAuallMoOHHBIX (akTopoB. KinumHuueckoe
UCCJIEJOBAHKNE TAKOT'O JIEKAPCTBEHHOI'O IpErapara MOXET IPOBOAMUTHCA C yY4aCTHEM B KauyeCTBE ITALIUEHTOB
BOCHHOCITYXAaIlUX, 33 HCKIIOYEHHUEM BOEHHOCIY>KAIlMX, MPOXOJAIIUX BOEHHYIO CIIyXOy IO NpHU3BIBY, C
coOyofiecHueM TpeOOBaHMi, YCTAaHOBJIEHHBIX HacTosAmMM @DenepanbHbIM 3aKOHOM B OTHOIICHUH
IPAKIAHCKUX JIULL;
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4) cOTpyAHUKOB NPaBOOXPAHUTEIIbHBIX OPTaHOB;

5) JIMII, OT6LIBaIOIJ_[I/IX HaKa3aHUC B MCCTax JIMIICHUA CB060,Z[BI, a TaKXKC JIMI, HaxOoOAIIMUXCs II0MJ
CTpaxceﬁ B CJICACTBCHHBIX U30JIAATOPAX.

7. I[OHYCKB.CTCH MMPOBCACHUEC KIMHHUYECKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperapara JId
MCIUIIUHCKOI'0 MPUMCHCHU, MPEAHAZHAYCHHOI'0 JIA JICUCHUSA IICUXUYCCKUX 3360J’I€B3HHI71, C ydaCTueM B
Ka4yeCTBC IIAllMCHTOB JIMI[ C IICUXHYCCKHMU 3360H€BaHI/IHMI/I, IMPU3HAHHBIX HeI[eeCHOCO6HBIMI/I B TIOpPAJKE,
YCTaHOBJICHHOM 3daKOHOAATCJIbCTBOM Poccuiickoit d)enepauml. Kinnanueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O
npemaparta B 3TOM ClIy4dac TMPOBOAUTCA IMPpU HAJIWUYHUU COIrJIaCus B MMUCbMEHHOM (bopMe 3aKOHHBIX
HpeI[CTaBI/ITeHeﬁ YKa3aHHBIX JIMII.

CTtaTbfa 44. ObsA3aTenbHoe cTpaxoBaHuUe XU3HU, 300POBbSA NaUuueHTa, y4YacTBylLlero B
KIIMHN4YeCKOM nUccriegoBaHuun nneKkapCctBeHHOro npenaparta onsa MmeanmumMHCKoro npyuymeHeHus
(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranu3zanus, NoJy4YHBIIas pa3pelieHre Ha OpraHu3alHio MPOBEACHUS KIMHUYECKOT0 UCCIIEIOBAHUS
JIEKapCTBEHHOTO TIpenapara Jyisi MEIUIIMHCKOTO MPUMEHEHHS, 00513aHa B KaUeCTBE CTPaxoBaTelisd CTPaxoBaTh
PUCK TpPUYMHEHWS Bpela >KU3HHW, 3J0POBbI0 TNAlMEHTa B PE3YJbTAaTe MPOBEACHUS KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO MIpenapara JJisl MEAULIMHCKOTO MPUMEHEHHUS 33 CBOM CUET ITyTEM 3aKIHOYEHUS
JIOTOBOpA 00513aTENBHOTO CTPAXOBAHHUS.

2. O0BeKTOM 0053aTEIEHOTO CTpaxOBaHUs SABJIACTCA PIMyn.ICCTBCHHBIﬁ HHTCPCC MALUCHTA, CBSI3aHHBIM C
NPpUYUHCHHUEM BpCJa €To KHU3HHU WKW 3J0POBBIO B PC3YJIbTATC HNPOBCACHUA KIIMHHUYCCKOI'0 HCCIICAOBAHUA
JICKAPCTBCHHOT'O IpfcIiapaTta AJisd MCAUIIMHCKOTO ITPUMCHCHUA.

3. CtpaxoBbIM Clly4aeM II0 JIOTOBOPY OOs3aTEIBHOTO CTPAXOBaHUS SIBISCTCSA CMEPTh MAllUCHTA WIH
YXyALIEHUE ero 3J0pPOBbsi, B TOM YHCJE BIEKYyIIee 3a COOON YCTaHOBJIICHWE WHBAJIMIHOCTH, MPHU HAJIUYUU
MPUYUHHO-CIIEICTBEHHOM CBI3M MKy HACTYIUICHHEM 3TOT0 COOBITHS U yYacTHEM MAIlMeHTa B KIMHUYECKOM
HCCIe0BaHUM JIEKAPCTBEHHOTO pernapara.

4, Tp€6OBaHI/I$I 0 BO3MCIICHHHU BpCaa, MPUIUHCHHOI'O JKU3HU WJIK 300POBBIO MAUCHTA, MMPCABABIAIOTCA
B TCYCHHEC CPOKOB HCKOBOI1 AaBHOCTH, YCTAHOBJICHHBIX I'PAXXJIAHCKHUM 3aKOHOAATCIILCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JJOTOBOPY 00S13aTEIHLHOTO CTPAXOBAHUS COCTABIISIET:

1) B Cllydya€ CMCPTH IAallME€HTA ABa MHJIJIIMOHA py@]’[@ﬁ Ha KaXaoro ImnamucHTa, y4aCcTBOBABIICTO B
KIIMHAYCCKOM HUCCIICAOBAHNU JICKAPCTBCHHOI'O IIPCIIapaTa,

2) npu yXyZAILEHUH 30POBbs MaIMEHTa:

a) MOBJICKIIEM 33 000 yCTaHOBJICHHE WHBAIMAHOCTH | TpyIIIbl, OJMH MUJTMOH TSTHCOT ThICAY pyOen
Ha Ka)KJI0TO NAIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0BAHUM JIEKAPCTBEHHOTO MPEIapara;

0) moBJieKIIeM 3a co00i yCcTaHOBJIEHHE MHBAIMAHOCTH Il rpynmel, olMH MIIIHOH pyOJiell Ha KaXkJI0ro
IallMeHTa, yYaCTBOBABIIETO B KIMHUYECKOM MCCIIEIOBAaHHIH JIEKAPCTBEHHOTO TIpeTapara;

B) IMOBJIEKLIEM 3a c000i ycTtaHOBiIeHHE UHBaMUIHOCTH 111 rpynmbl, OATHCOT ThICSAY pyOsel Ha KaXJI0ro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUH JIEKAPCTBEHHOTO NIpemnapara;
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I) HE TIOBJICKIIEM 3a COOOW YCTaHOBJICHUS WHBAJIUIHOCTH, HEe OoJiee YeM TpUCTa ThICSY pyOJiei Ha
Ka)KJIOTO MAI[MeHTa, YYaCTBOBABIIIETO B KIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO Mpernapara, HCXoIs U3
HOPMATHBOB, OTPAXKAIOIINX XapaKTep U CTEIICHb MOBPEXKICHUS 3/IOPOBBS, a TaKkKe (PaKTUUECKH MMOHECEHHBIX
MAIMEHTOM PAacXO0JIOB, BBI3BAHHBIX TOBPEKJICHUEM 3]I0OPOBBS, Ha MEIUIIMHCKYIO TMOMOIb, NMPUOOpPETCHUE
JICKApPCTBEHHBIX MTPEIapaToB.

(mm. "r" B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

6. Yparun cuny ¢ 1 urons 2015 ropa. - denepanbhbliii 3akoH o1 22.12.2014 N 429-03.

7. CpOK A0roBopa 00513aTEeNIHLHOTO CTpaxOBaHHUA HC MOXKCT OBITh MCHEC, YCM CpPOK IIPOBCACHUA
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCIriapara.

8. YcioBus 10roBopa 00s13aTEIIBHOTO CTPAXOBAHUS, B TOM YHCIIE CTPAXOBBIC TAPUPBI IO 00SA3aTEIIBHOMY
CTPaxOBaHHIO, TEPEUCHb HEOOXOJMMBIX JOKYMEHTOB JIII OCYIIECTBJICHHS CTPaXOBOW BBITUIATHI, MOPSIOK
YCTAaHOBJICHHMSI CTPaxoBaTejleM HWHIUBUAYAIBHOIO HMJICHTU(MUKANMOHHOIO KOJA TIAIHMeHTa, MOPSI0K
UHQOPMHUPOBAHUS CTPaXOBaTeJIEeM CTPAXOBIIMKA O MPHBICYCHHBIX K KIMHHYECKOMY HCCIIEIOBAHHIO
JICKapCTBEHHOTO TMpemapaTta il MEIUIIMHCKOTO MPUMEHEHUs MalMeHTaX, MOPSA0K YIUIaThl CTPaxoBOU
MPEeMHH, TIOPSJAOK pealu3alii  ONpeelieHHbIX HacTosiuM DenepaabHbIM  3aKOHOM H  JAPYTUMHU
(denepaabHBIMU 3aKOHAMH MPaB U 00S3aHHOCTEH CTOPOH IO JOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS, a TAKKE
HOPMATHUBBI, OTPAXKAIONIUEC XapakTep W CTENCHb TOBPEXKJICHUS 3JI0POBbS, YCTAHABIUBAIOTCS THIIOBBIMU
IpaBUJIaMU 0053aTEILHOTO CTPAXOBAHUS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. B ciaywyae nmpuuuMHEHMs BpeAa JKU3HM NAIMEHTa, Y4aCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOTO TIperapara, BBIFOJONPHOOpETaTENIIMU TI0 JOTOBOPY 0053aTEIbHOTO CTPAXOBAHUS SBISIOTCS
rpakJlaHe, HMMEIOIIME IIPAaBO Ha BO3MEIIECHHME BpeAa B ClIydae CMEPTH KOPMWJIBLIA B COOTBETCTBUHU C
IPAKJIAHCKUM 3aKOHOJATEIBCTBOM, IPU OTCYTCTBUM TAKUX TPAXAAaH - POJUTENH, CYNPYT, JETH yMEPIIEro
NAIMECHTA, y4aCTBOBABUIETO B KIMHMYECKOM MCCIEIOBAHHUU JIEKAPCTBEHHOI'O IIpenapara, B Cly4yac CMEpPTH
NAIMEHTa, y4acTBOBABLIETO B KIMHMYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOI'O IIpernapara MU HE HMEBLIETO
CaMOCTOSITENIBHOTO JI0X0/1a, - TPaKJaHe, HA WKAUBEHUHM KOTOPBIX OH HaXOJIWJICS, B OTHOLIEHUH BO3MELICHUS
pacxoloB Ha IOrpedOEHHME MAalMEHTa, Y4YacTBOBABILEIO B KIMHMYECKOM HCCIIEJOBAHUM JIEKAPCTBEHHOIO
rpenapara, - JMIO, ITIOHECIIEEe TAKUE PACXOBI.

10. CTanOBaSI BbITIJIaTa B CYCT BO3MCEIICHHUA BpE€aa, IPUINMHCHHOT'O JKU3HU MAaIUCHTA, YH4aCTBOBABIICTO
B KIMHUYE€CKOM HCCICOIOBAHUH JICKApCTBEHHOT'O npcIiiapara, pacrnpeacisicTcs MCKOY
BHI‘OI[OHpI/IO6pCTaTCH$IMI/I MMpONMOPUHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

11. IIpu HaACTYMJIEHUH CTPAXOBOrO Clydasl MallMeHT, YYaCTBOBABIIUWA B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O Tperapara, BbITOJONPUOOpETaTeNlb BIpaBe MPEAbSIBUTH HEMOCPEACTBEHHO CTPaXOBIIUKY
TpebOBaHNE O BO3MEIICHUU MPUYMHEHHOTO Bpena. CTpaxoBasi BBIILIATA OCYIIECTBISIETCS CTPAXOBIIUKOM B
TEUEHUE TPHUALIATH JTHEW CO JHS TPEICTaBICHUS HEOOXOIWMBIX JTOKYMEHTOB. [lanmeHTt, y4acTBOBaBIIUN B
KJIMHUYECKOM HCCIIEIOBaHUH JIEKAPCTBEHHOrO Tperapara, WiIH BbIroJonpuodpeTarens o0s3aH COOOIIUTH
CTPaxOBIIUKY I OCYIIECTBICHHUS CTPaXOBOW BBIMJIATHl WHAMBUAYAIbHBI HACHTU(UKAIIMOHHBIA KOJ
MaIlMeHTa, YCTAaHOBIICHHBIM CTpPaxoBaTeieM B COOTBETCTBHUM C THUIOBBIMU IIPaBWJIAMU O0S3aTEIBHOTO
CTpaxoOBaHMSL.

12. JIo noiHOTO onpeseNeHus pa3Mepa Mo yIe)Kallero BO3MEIICHUIO Bpela CTPaXOBIIMK O 3asiBICHUIO
MaIfenTa, y4acTBOBABIIETr0 B KIMHUYECKOM HCCIIEIOBAHUN JIEKAPCTBEHHOTO TMperapara, W 3asBICHUIO
BBITOJIOTIPHOOPETATENSI BIPABE OCYIIECTBUTHh YacTh CTPAXOBOW BBIMIATHI, COOTBETCTBYIOIIYIO (aKTHUECKU
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onpeneneHHoﬁ YaCTH NPpUYNHCHHOI'O Bpca.

13. CTanOBaH BbIIJIaTa B COOTBCTCTBHUU C JOTOBOPOM 00513aTENBHOTO CTpaxOBaHHA OCYIICCTBIIACTCA
HE3aBHUCHUMO OT BBIILIAT, IPUIUTAOIIUXCA IO APYTUM BUAAM CTPAXOBaHUA.

14. He nomyckaeTcsi y4acTHe MalM€HTa B MPOBEJACHUU KIMHHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara npu OTCYTCTBHH JIOTOBOpa 00s13aTEIHFHOTO CTPaXOBAHUS.

15. KoHTpoJib 32 UCIIOTHEHUEM OpraHu3aluel, MOIyYUBIIeH pa3pelleHrne Ha OpraHu3aliio TPOBEICHUS
KJIMHUYECKOTO MCCIEIOBaHMs JIEKApCTBEHHOTO IMpernapaTa A MEAUIMHCKOTO MPUMEHEHHUs, YCTaHOBICHHOMN
HACTOSAIIEH cTaThell O0O0SI3aHHOCTH MO O00SM3aTENbHOMY CTPAaXxOBAaHHMIO JKU3HHU, 3/I0pPOBbS TMAIMEHTA,
y4acTByIOIIero  (y4acTBOBABIIEr0) B  KIMHUYECKOM  HCCIIEIOBAaHWU  JIGKAPCTBEHHOTO  Ipemnapara,
OCYIIECTBIISIETCS ~ YMOJHOMOYEHHBIM  (e/lepaIbHbIM OPraHOM HMCIHOJHUTEIBHON BJIACTH, BBIJABIIUM
paspelieHrne Ha TMPOBEJICHNUE KIMHUYECKUX HCCIICIOBAHHMM JIEKAPCTBEHHBIX MPEMApPATOB I METUITMHCKOTO
MPUMEHEHUSI.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTtbsa 45. [pon3BoACTBO NeKapCcTBEHHbLIX CPeacTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHHUSAM  TIPABHII
Ha/JIeXKalleld MPOU3BOJACTBEHHONW MPAKTUKU, YTBEPKACHHBIM YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM
MCTIONHUTENBbHON BiacTu. OCOOCHHOCTH Tepexojia MPOU3BOACTBA OTICIBHBIX JIEKAPCTBEHHBIX CPEACTB K HX
MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAaHUSMHU TMPaBWI HAJICKANICH NPOU3BOACTBCHHON MPAKTUKU
ycranaBnuBaroTca IIpaButensctBom Poccuiickort ®enepanmu. Bpimaua 3akiro4eHHl O COOTBETCTBUU
MIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPABUJ HAJICKAIICH MPOU3BOJICTBEHHON MPAKTUKH
OCYIIIECTBIISICTCS MO pe3yJibTaTaM HMHCIEKTHUPOBAHUS MPOU3BOAUTENECH JIEKAPCTBEHHBIX CPEACTB B IMOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickont ®@enepanuu. Pasmep muatel 3a Bblady 3aKJIKOYEHHS] O
COOTBETCTBUM  TMPOU3BOJAUTENSI  JICKAPCTBEHHBIX  CPEICTB  TPeOOBaHMUAM  TMPaBUI  HaAJeKalei
IIPOU3BOJCTBEHHON IpakTUKW ycraHaBinuBaercs IIpaBurensctBoM Poccuiickoin @Pepepaumu. Ilopsamok
OpraHu3aly U MPOBEICHHUS MHCIEKTUPOBAHUS MPOU3BOAUTENEH JICKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE
TpeOOBaHUSAM TIPaBUJ HAJUICKAIEH MPOW3BOJACTBEHHON TMPAKTUKU ycTaHaBiauBaeTcs [IpaBUTENbCTBOM
Poccuiickoit deneparumu.

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, o1 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2. IIpousBoACTBO JIeKapCTBEHHBIX cpeacTB B  Poccuiickoir  ®enepanuu  OCyIIECTBISIETCS
MPOU3BOAUTENSAIMHA JICKAPCTBEHHBIX CPEJCTB, HMMEIOIIMMHU JIMLIEH3UI0 HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. lloaTBepkaeHNE COOTBETCTBHS JULICH3MATA NTPaBUJIaM HaJJIekKalleld MPOU3BOJACTBEHHON MPAKTUKHU
OCYIIIECTBIISICTCS B paMKax JIMIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBHM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu ¢ y9eTOM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIIICH CTAThH.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpom3BoACTBO JIEKapCTBEHHBIX CPEACTB  OCYULIECTBISIETCS C  coOnroieHueM TpeOoBaHUN
IIPOMBILJICHHOIO PErjIaMEeHTa, KOTOPBIM YTBEPKIACTCA PYKOBOAMTENIEM IIPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB W BKJIIOYAET B ce0s MepeueHb UCIOIb3yEeMbIX (papMaIleBTUIECKUX CyOCTAaHIIMKA M BCITIOMOTATEIbHBIX
BEIIECTB C yKa3aHUEM KOJUYECTBA Ka)XJOr0 M3 HHX, JJaHHbIE 00 HCIOIb3yeMOM O0OpYy/IOBaHUM, ONMHCAHUE
TEXHOJIOTMYECKOI0 MPOLECCa U METOIOB KOHTPOJIA Ha BCEX dTalax IPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB.

4. Tlpu mnpou3BOACTBE JEKAPCTBEHHBIX CPEICTB MCIHOIB3YIOTCA (papmaneBTHUECKUe CyOCTaHIUM,
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BKJIIOYEHHBIE B TOCYIAPCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEICTB, 3a HCKIIOUEHHEM (papMaleBTUYECKUX
cyOCTaHINH, MPOU3BOAUMBIX JJIsl MPOBEICHHS KIMHUYECKUX HCCIENOBaHUM M i skcnopTa. K mporeccy
MPOU3BOJICTBA (hapMalEBTHUECKONW CYyOCTaHIMU OTHOCSTCS JIOOBIE CTaguM TEXHOJOTMYECKOTO IpOoLecca,
MIO3BOJISIFOIINE MTOJIYYUTh TOTOBBIM MPOYKT, COOTBETCTBYIOLIUI TpeOOBaHUAM (papMaKoneiHOW CTaTbi, B TOM
ymcie pepMeHTalus, SKCTPaKIIMs, OUNCTKA, BbIIEICHHUE, IEPEKPUCTAIIN3alMs, BRICYIIMBAHUE, U3METbUCHHUE.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. IlepedeHb JeKapCTBEHHBIX MPENapaToB Uil MEJUIMHCKOTO NPUMEHEHHUs, B OTHOLIEHUH KOTOPBIX
YCTAQHABJIMBAIOTCS TpeOOBaHUS K OOBEMY Taphl, YINAKOBKE M KOMIUIEKTHOCTH, MEPEYEHb JIEKapCTBEHHBIX
MpenaparoB JUIsi BETEPHUHAPHOTO NPUMEHEHHUS, B OTHOLICHUU KOTOPHIX YCTAHABJIMBAIOTCS TpPEOOBaHUS K
o0BEMy Tapbl, a TaKKe TPeOOBaHUs K 00bEMY Tapbl, YIIAKOBKE U KOMILJIEKTHOCTHU JIEKaPCTBEHHBIX MIPENapaToB
JUIsT  MEIULMHCKOrO TMpUMEHEHMs, TpeOboBaHHs K O0OBeMy Tapbl JIEKAPCTBEHHBIX IMpernapaToB s
BETEPUHAPHOI'O IPUMEHEHUS OINPEAEISIIOTCA COOTBETCTBYIOLUIMMH  YIOJHOMOUYEHHBIMH  (eiepaTbHbIMU
OpraHaMH HCIOJHUTENIBbHOM BIIaCTH B MOpsiJIKe, ycTaHOBIeHHOM [IpaBuTtensctBoM Poccuiickoii deneparum.
(uactb 4.1 B pen. denepanbroro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzanuy, OCYIIECTBISIONIME TPOU3BOACTBO (HapMaleBTHUECKOW CyOCTaHIIMM CIHPTa
STWJIOBOTO (3TaHOoJa) M NPOM3BOJICTBA CIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IIPErapaToB, 0O0s3aHbI
OCYIIECTBIIATh YUET U JACKIAPUPOBAHKE B MOPSIKE, YCTAHOBICHHOM cTaThsiMHu 8 U 14 denepanbHOro 3aKkoHa
ot 22 Hos0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM pETyJIMPOBAHUU IPOM3BOACTBA W 00OpOTa
STHJIOBOTO CIHUPTA, AIKOTOIBRHOM M CHHpPTOCOAEpXkalieid MPOAYKIMH U 00 OTpaHMYEeHUU MOTpedleHus
(pacmiuTHs) aTKOTOJNIBHOM MPOAyKIUKU".

(uactsp 4.2 BBeneHa PenepanbHbIM 3ak0HOM 0T 03.07.2016 N 261-D3)

4.3. VnauBunyaibHble NpPEANPUHUMATENIM W IOPUIUYECKHE JIMIA, OCYIIECTBISIOUINE 3aKyloKy U
WCTIONBh30BaHUE (PapMaIeBTUYECKON CYOCTaHIIMM CHUPTa STUJIOBOTO (9TaHONA), a Tak)Ke IPOU3BOJICTRBO,
U3rOTOBJICHHUE U (WIM) 000POT (32 UCKIIIOYEHHEM PO3HUYHOM IPO/aXH) CIUPTOCOAEPIKAIINX JIEKAPCTBEHHBIX
npenapaToB, 005S3aHbl OCYILECTBIIATh X YUET U JIEKJIapUpOBaHUE B MOPSJIKE, YCTAHOBICHHOM CTaThIMU 8 U
14 ®enepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®@3 "O rocyaapCTBEHHOM pETryJIMPOBAHUHU
MPOU3BOJICTBA U 0O0OpPOTa STHJIOBOTO CIHMPTA, AalKOTOJBHOW M CHUPTOCOJAEpKAIled NpOAyKIMH H 00
OrpaHUYEHUU NOTpeOIeHUs (PACTIUTHUS) AIKOTOJIbHONW MPOAYKIIMH'".

(uactp 4.3 BBeieHa PenepanbHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

5. 3amnpemaercsi IpOU3BOJICTBO:

1) nekapCTBEHHBIX CPEACTB, HE BKIIOUEHHBIX B FOCYAapCTBEHHBIN PEECTp JEKApCTBEHHBIX CPEICTB, 3a
UCKJIIOUYEHUEM JIEKaPCTBEHHBIX CPE/ICTB, IPOU3BOIUMBIX JUIs IIPOBEICHHS KIMHUYECKUX HCCIeIOBAaHUN U IS
JKCIIOPTA;

2) danbcudUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) nekapCTBEHHBIX CPEJCTB 0€3 JTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHEBIX CPEACTB C HAPYUICHUEM IIpaBUJI OpraHU3anuu IIpOrU3BOJACTBA U KOHTPOJIA Kad€CTBa
JICKAPCTBCHHBIX CPCIACTB,

5) dapmarieBTUYECKON CyOCTaHIIMHU CIIUPTA STHUIOBOTO (3TaHOJa) HAa TEXHOJIOTHYECKOM 000pYyI0BaHUH,
KOTOpOE HE 3apETHCTPUPOBAHO WIIM 3aKOHCEPBUPOBAHO B COOTBETCTBHH C (DenepaibHBIM 3aKOHOM OT 22
HOs10pst 1995 roma N 171-®3 "O rocynapCTBEHHOM PETyJIMPOBAHHUU IMPOU3BOJICTBA U 000pOTa ITHUIIOBOTO
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CIMPTA, AJIKOTOJIBHOM M CIUPTOCOAEp)Kalled NPOAYKIMM M 00 OrpaHHYEeHUH MOTpediaeHHs (pachuTus)
AJIKOTOJILHOM MPOTyKIUH'".
(n. 5 BBeneH PexnepanbHbIM 3ak0HOM 0T 29.07.2017 N 278-D3)

6. IIpu BBOJIE JIEKApCTBEHHBIX CPEJICTB B IPAXKIAAHCKUI 000POT YyHOJTHOMOYEHHOE JIUIO MPOU3BOAUTENS
JIEKapCTBEHHBIX  CPEACTB  OCYILECTBISET TMOATBEPXKICHHE COOTBETCTBHSI  JIGKAPCTBEHHBIX  CPEICTB
TpeOOBaHUAM, YCTAaHOBJIEHHBIM IIPU MX IOCYJAapCTBEHHON PErUCTpaIMM, U TapaHTUPYET, YTO JIEKAPCTBEHHBIE
CpeACTBa NPOM3BEAECHBl B COOTBETCTBUM C TpPEOOBAaHUSAMM IPAaBUJ HaJUIeXKalled MPOU3BOACTBEHHON
MIPaKTUKH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Y1OIHOMOYEHHBIM JIMIIOM  MPOM3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB MABJIACTCA C€ro pa6OTHI/IK,
aTTeCTOBAHHBIA B YCTAaHOBJICHHOM YIIOJTHOMOYCHHBIM (be}lepaJ'H)HBIM opraHomM HUCIIOJTHUTENLHON BJIACTH
HOPSJKE W MMEIOMUI CTak paboThl HE MEHEE YeM IISTh JIET B 00JAacTH MPOM3BOACTBA W (WMIJIM) KOHTPOJIS
Ka4ecTBa JICKAPCTBEHHBIX CPEJICTB, BHICIIEE 0Opa30BaHKWE COOTBETCTBEHHO IO OJHOM M3 CIIEIMATBHOCTEH M
(umM) OIHOMY W3 HamNpaBJICHUN TMOATOTOBKM: OWONOTHsS, OMOTEXHOJOTHs, BeTepUHApHs, KIMHHYECKas
MCIUIIMHA, paguallMOHHAaA, XUMHUYCCKasA U OmoIoruyeckas 3amiura, q)apMaI_[I/ISI, (bYHI[aMeHTaHLHaH MEAUIIMHA,
XUMHNYECKadad TEXHOJIOTHUA, XUMUS.

(dactp 7 B pen. @enepanbHoro 3akoHa oT 22.10.2014 N 313-D3)

8. [Ipon3BoauTenH JEKapCTBEHHBIX CPEACTB (32 UCKIIOUYEHHEM (hapMaleBTHUECKOI CyOCTaHIIUH CIIUpTa
STHJIOBOTO (3TaHOJIA) MOTYT OCYIIECTBIATH IPOJAAXy JIEKapCTBEHHBIX CPEICTB WM IepeJaBaTh HX B
YCTaHOBJICHHOM 3aKOHO/1aTeNIbcTBOM Poccuiickoii denepaiuu nopsake:

(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyruM MpOU3BOAUTEIISM JIEKAPCTBEHHBIX CPEJICTB IS TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB;

2) opraHU3aIMsIM OTITOBOW TOPTOBIIN JIEKAPCTBEHHBIMHU CPE/ICTBAMU,

3) anTeuyHbIM OpraHMU3alMsIM, BETEPUHAPHBIM aNTEYHbIM OpraHU3alusM, HWHAUBUAYAIbHBIM
OpeInpUHUMATEISIM, HMEIOIIUM JUIEH3UI0 Ha (apMaleBTUYECKYI0 MAESITeIbHOCTh WU JIMIICH3UIO Ha
MEIULMHCKYIO NeSITeIbHOCTD;

4) HayYHO-HUCCIIEIOBATEIILCKIM OPTraHU3aUsIM JJIs1 HAyYHO-HUCCIIeI0BATEIbCKON paboTHI;

5) MEIMIIMHCKUM OPTaHU3aIUsAM U BETCPUHAPHBIM OPTaHU3AIHSIM;

6) opraHu3aIysIM, OCYIIECTBISIONINM pPa3Be/IeHHE, BRIPAIIUBAHHIE U COICPIKaHUE KUBOTHBIX.

9. IlpomwsBomutenu (papMaleBTUYECKON CyOCTaHIIMM CHOUPTA OTUIOBOrO (3TaHOJIa) OOs3aHBI
OCYIIECTBIISITh pealiu3alvio (mepenady B YCTAaHOBIEHHOM 3aKOHOJATeNbcTBOM Poccuiickoit Denepanuun
nopsiake) (apMmareBTHUECKON CyOCTaHIIMHM CIHMpTa ITHIOBOTO (3TaHOJA) MPOU3BOAUTENSIM JIEKAPCTBEHHBIX
CPEICTB JIs MPOU3BOJCTBA JIGKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 0oOBeMOM He Ooiee | smrpa m (wim) He
MeHee 1000 nuTpoB, a opraHu3anusAM, yKa3aHHbIM B IyHKTax 2 - 6 yacTtu § HAcCTOALIEH CTaTbH, B Tape

obbeMoM He Oonee 1 muTpa.
(dactp 9 BBenena denepaibHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 46. MapknpoBKa nekapCcTBeHHbIX CpeacTB
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1. JlekapcTBeHHBIC mpemaparbl, 3a HWCKJIIOUCHHEM JIEKAPCTBEHHBIX IMPENaparoB, HW3TOTOBICHHBIX
anTeUHbIMH  OpPTaHM3AIMSIMH, BETCPUHAPHBIMU  alTEYHBIMU  OpPraHU3alUsIMH, HWHIAWUBUAYAIbHBIMU
npeaApuHuMaTeIIsIM1M, UMCIOIIUMHA JIMICH3UIO Ha (bapMaL[eBTI/I‘-IGCKYIO ACATCIIbHOCTD, JOJIKHBI IMOCTYIIATh B
oOparieHue, eciiu:

1) Ha UX TepBUYHON YMaKOBKe (3a MCKJIIOUEHUEM MEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX PACTUTEIbHBIX
[penapaToB) XOpOLIO YUTAEMbIM IIPU(PTOM HA PYCCKOM S3bIKE yKa3aHbl HAUMEHOBAHHUE JIEKApPCTBEHHOT'O
npenapata (MeXIyHapOoJHOE HENaTeHTOBAHHOE, WM TPYNIHMPOBOYHOE, MM XUMHUYECKOE, WJIM TOProBOe
HaMEHOBAaHME), HOMEp CEpUH, JlaTa BBIMYCKa (11 MMMYHOOMOJIOTHUYECKUX JICKAPCTBEHHBIX IMPENaparoB),
CPOK TOJIHOCTH, JIO3UPOBKA HJIM KOHLIEHTpAIHsi, 00beM, aKTUBHOCTh B €IMHHIIAX JIEHCTBHUSA WM KOJIUYECTBO
103,

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOU (IMOTPEOUTEIIHCKON) YIAKOBKE XOPOIIO YHUTACMBIM IIPUPTOM Ha PYCCKOM SI3bIKE
yKa3aHbl HAWMCHOBaHHE JICKAPCTBEHHOTO Tmpemnapata (MEXIyHapOJHOE HENaTeHTOBaHHOE, WU
TPYNIUPOBOYHOE, WJIM XUMHUYECKOE U TOProBO€ HANMEHOBaHWs), HAWMEHOBAHHE MPOU3BOIUTENS
JICKapCTBEHHOTO TMpernapara, HOMEpP CEpHH, Jara BBIMTyCcKa (711 MMMYHOOMOJIOTMYECKUX JIEKApCTBEHHBIX
MperapaToB), HOMEP PETHCTPAIMOHHOTO YJAOCTOBEPEHUS, CPOK TOJHOCTH, CIIOCOO MPUMEHEHUs, JTO3UPOBKA
WIM KOHIICHTpamus, OOBEM, aKTUBHOCTh B CIWHUIAX JCHCTBUS JIMOO KOJMYECTBO JI03 B YIIAKOBKE,
JeKapCcTBeHHAs (DOpMa, YCIOBHUS OTIYCKa, YCIOBUS XpaHEHUS, PEAYIIPEIUTEIIbHBIC HAIITHUCH.

(B pen. ®eaepanbHbix 3ak0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmareBTHUECKHE CyOCTaHIINM TOJDKHBI MTOCTYIIATh B 0OpallleHre, €Clid Ha UX MEePBUYHON YITaKOBKE
XOpOIIIO YATAEMBIM IIPUPTOM HA PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHHE (apMaleBTUYECKOW CyOCTaHIIUU
(MeXIyHApOIHOE HEMATEHTOBAHHOE, WM TPYIITMPOBOYHOE, WIIM XHUMHYECKOE M TOPrOBOE HAMMCHOBAHUSA),
HAaWMEHOBAHHME TPOU3BOJUTEINS (hapMaleBTUUCCKOW CyOCTaHIIMM, HOMEpP CEpUH M JaTra H3TOTOBJICHUS,
KOJIMYECTBO B YIIAKOBKE U CIMHUIIBI H3MEPEHUS KOJIMYECTBA, CPOK F'OJTHOCTH U YCIOBUS XPaHCHHS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. .HeKapCTBeHHBIe cpeacTBa B Ka4YCCTBC CBIBOPOTOK HOJDKHBI IMOCTYHATh B O6paI_I_IeHI/I€ C YKa3aHUCM
JKUBOTHOI'O, U3 KPOBH, IJIa3MbI KPOBU, OPraHOB U TKaHEeH KOTOPOI'0 OHU ITIOJIYYCHHBI.

4. Ha BTOopuuHyIO (HOTpPEOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYYEHHBIX M3 KPOBH,
IJ1a3Mbl KPOBU, OPTAHOB M TKAHEH 4YeJIOBEKa, JOJKHA HAHOCUThCS Haanuck: "Antutena k BUY-1, BUY-2,
BHUpycy renatuta C U MOBEpXHOCTHBIM aHTUTE€H BUpYca renatuta B orcyrcrBytor".

5. Ha mepBuYHyIO YNakoBKY M BTOPUYHYIO (HOTPEOHMTEIbCKYIO) YNMAKOBKY paarodapManeBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK PaJMalliOHHON OIAaCHOCTH.

6. Ha BrOopmuHyl (MOTpEOUTENbCKYIO) YIMAKOBKY TOMEONMATHYECKUX JICKAPCTBEHHBIX IPENapaToB
OJDKHA HAHOCUTBCS Haamuck: "['omeonaTnyeckuii'.

7. Ha BTOpHYHYyIO (ITOTpEOUTETHCKYI0) YITAKOBKY JICKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaToB JODKHA
HAHOCUTHCS HaaMuCh: "[Ipoaykiuusa npouuia paauaiOHHbIA KOHTPOJIb'.

8. Ha mepBuYHYyI0 YNakoBKy (€CiH AJisi 3TOTO CYIIECTBYET TEXHHYECKash BO3MOKHOCTh) M BTOPUUHYIO
(MOTpeOUTENBbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX MPENapaToB, MPEAHA3HAUCHHBIX IS KIMHHYECKHUX
HCCIIeIOBAaHUM, JOJDKHA HAHOCUTHCS HAAMUCh: " /{71 KIIMHUYECKUX HCCIe0BaHnN".

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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9. YmakoBka JICKApPCTBCHHBIX CPECACTB, NMPCAHA3HAUYCHHBIX HCKIIFOUYUTCIIBHO JIA 3KCIIOPTA, MAPKHUPYCTCA
B COOTBCTCTBHUU C TpCGOBaHI/IﬂMI/I CTPaHbI-UMIIOPTEPA.

10. Ha TpancmopTHyIO Tapy, KOTOpas HE MpeAHa3HadeHa JUIsi OTPeOUTEeNe U B KOTOPYIO IMOMEIICHO
JICKapCTBEHHOE CPEJICTBO, JOJDKHA HAHOCHUTHCA WHGOpPMAIUsS O HAWUMEHOBAHHH, CEPHH JICKAPCTBEHHOTO
CPEJIICTBA, JaTe BBINYCKa, KOJIUYECTBE BTOPUUHBIX (MOTPEOUTEIHCKUX) YIAKOBOK JIEKAPCTBEHHOTO CPEJCTBA,
IPOU3BOJIUTENE JIEKAPCTBEHHOI'O CPE/ICTBA C YKa3aHUEM HAUMEHOBAHUS M MECTOHAXOXICHUS MPOU3BOAUTENS
JIEKapCTBEHHOTO Cpe/AcTBa (agpec, B TOM YHWCIE CTpaHa W (WJIM) MECTO MPOU3BOJCTBA JIEKAPCTBEHHOTO
CPEJIICTBA), a TAKXKE O CPOKE TOAHOCTH JIEKAPCTBEHHOTO CPEJICTBA M 00 YCIOBHUSAX €r0 XPaHEHUS U TIEPEBO3KH,
HGO6XOI[I/IMBIC npeaynpCeauTCIIbHbIC HAAIINMCU U MAHUITYJIATOPHBIC 3HAKU.

11. Ha mepBUYHYIO YyIaKOBKY U BTOPUYHYIO (MOTPEOUTENHCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPEACTB AJIS
BETEPUHAPHOTO MPUMEHEHUS T0JKHA HAHOCUTHCS HAAMKUCh: " JIJIs1 BETEpUHAPHOTO MPUMEHEHUS " .

12. Ha BTOpHYHYIO (ITOTPEOUTENHCKYIO) YIIAaKOBKY JIEKAPCTBEHHOIO IMpernapaTa HaHOCUTCS IITPUXOBOI
KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUUCKOU ®EOEPALINA
(B pen. @enepanphoro 3akona ot 06.12.2011 N 409-D3)

Cratba 47. MNopsaaok BBO3a NeKapCTBEHHbIX cpeactB B Poccunckyro depepauuio u
BbIBO3a JIeKapCTBEHHbIX cpeacTB n3 Poccuinckon ®epepauyumn
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpenctB B Poccuiickyro dexpepanuio OCYyIIECTBISAECTCS B IMOPSIKE,
ycraHoBieHHOM [IpaButensctBoM  Poccuiickoii ~ ®epepanuu, B COOTBETCTBUHM C  TaMOXEHHBIM
3aKOHOAATENTBCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (mamee - TamokeHHBINH cor03) u (WiIH)
3aKOHOJaTeNnbCcTBOM Poccuiickoit denepaunv 0 TAMOKEHHOM JEJIE.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. BBosumbie B Poccuiickyto Denepanuio JEKapCTBEHHBIE CPENCTBA JTOJDKHBI OBITh BKJIIOYCHBI B
TrOCYJapCTBEHHBIN peecTp JICKApCTBEHHBIX CPEJICTB.
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

3. Jomyckaercst BBo3 B Poccuiickyto ®denepannio KOHKPETHON MapTUH 3apeTUCTPUPOBAHHBIX U (MIIH)
HE3apEeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, IPEIHA3HAYCHHBIX JUIA IPOBEICHUS KIMHUYECKHUX
HCCIE0OBAaHUM JIEKapCTBEHHBIX IIPENapaTroB, IPOBEACHUS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JIA
OCYILECTBJIECHUS TOCYJAapCTBEHHOM PpErucTpalMM JIEKQpCTBEHHBIX IIPENapaTroB WM U1 OKa3aHUs
MEAMIMHCKON ITOMOIIM IO >KM3HCHHBIM II0KAa3aHHUAM KOHKPETHOTO MAalMEHTa Ha OCHOBAaHUU DPa3pellEHUs,
BBIJJAHHOTO YIOJHOMOYEHHBIM (ellepajbHbIM OpPraHOM MCIIOJHUTENbHON BIACTH IO 3asBICHUSIM JIUL,
yKa3zaHHbIX B cTaThe 48 Hacrosero denepanpHoro 3akoHa. PaccMoTpeHue Takoro 3asiBIE€HUS M IPUHATHE
pelieHus O BbIJAY€ pa3pellieHUuss Ha BBO3 KOHKPETHOW NApTUM 3apErMCTPUPOBAHHBIX M (WJIM)
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, NPEIHA3HAYCHHBIX JUI IPOBEACHUS KIMHUYECKUX
HCCIE0OBAaHUM JIEKApCTBEHHBIX IIPENapaTroB, IPOBEACHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JIA
OCYLIECTBJICHUSI TOCYJApCTBEHHOM PETUCTPALIMM JICKAPCTBEHHBIX IPENaparoB WIK I OKa3aHUs
MEIUIMHCKON MOMOILIM IO XH3HEHHbIM MOKa3aHWAM KOHKPETHOro MauueHTa Jubo o0 OTKaze B BblIaue
YKa3aHHOTO pa3pelIeHus] MPOU3BOJIATCS B CPOK, HE MPEBbIMIAIOIIMN NATH pabounx aHel. Ilnata 3a Bbinauy

KoHcynbTaHnTlNKOC

www.consultant.ru Crpanmua 90 n3 118
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

YKa3aHHOT'O pa3peleHHs He B3UMAETCs.
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyro ®enepannio MOKHO BBO3UTH JIEKAPCTBEHHBIE CpPEICTBA, KAYeCTBO KOTOPBIX
MOJITBEPKICHO CEPTHUPHUKATOM IMPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB, YIOCTOBEPSIOIINM COOTBETCTBHE
BBO3HMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM (papMakomeHbIX cTaTed JUbO B ciyyae UX OTCYTCTBUS
HOPMATUBHOW JOKYMEHTAIMH WX HOPMATUBHOTO JJOKYMEHTA.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

5. 3anpemtaercs BBo3 B Poccuiickyro @enepanuio ¢anbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
HEe100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(PAKTHBIX JIGKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danpcuduipoBaHHbIC JTEKAPCTBEHHBIE CPEACTBA, HEJOOPOKAYECTBEHHBIC JICKAPCTBEHHBIE CPEJICTBA
HOJUIeKAaT HU3BATUI0O M MOCIEIyIONIeMy YHHUYTOXKEHHUI0O WU BbiBo3y u3 Poccuiickoir ®epnepanum,
KOHTpa(aKTHBIE JIGKAPCTBEHHBIE CPEJICTBA - U3BSTHUIO U MOCIEAYIOIMIEMY YHUUTOKECHHUIO. Y HUUTOXKEHUE WU
BbIBO3 U3 Poccwuiickoii @eaeparnuu danbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HETOOPOKAUECTBEHHBIX
JICKAPCTBEHHBIX CPEJCTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIISCTBISCTCS 3a CUET JIMIIA,
OCYIICCTBHBIIIETO WX BBO3. [lOpSIOK YHHUYTOKEHUS W3BATHIX (ATECUPUIIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEIOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEACTB
ycranaBnuBaercs [IpaBurenscTBoM Poccuiickoit @enepanuu.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluua, ocymiectBistomue BBo3 B Poccuiickyto @enepanuio GpanbCcupUIMpOBaHHBIX JTEKAPCTBEHHBIX
CPEICTB, HEAOOPOKAYECTBECHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaAKTHBIX JICKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXCHHBIM 3aKOHOJATEIHCTBOM TaMOXXEHHOTO Ccoro3a W (WIIN)
3aKOHOJaTeNbCcTBOM Poccuiickoit denepannivi 0 TAMOKEHHOM JEJie.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BriBO3 nekapcTBeHHBIX cpenctB u3 Poccuiickoit denepanmu ocyiiecTBiseTcss 6e3 MpPUMEHEHUS
OTPaHWYEHUH, YCTAHOBJICHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOTO coo3a U (HIIN)
3aKkoHoJaTenbcTBOM  Poccuiickoii depepauun O TOCYAApCTBEHHOM PETYJIMPOBAHUM BHEIIHETOPTrOBOM
NESATEIbHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

Koncynpranrllintoc: npumedanue.
C 29.11.2019 ct. 47 nononusiercs 4. 9 (O3 ot 28.11.2018 N 449-D3).

CraTtba 48. lOpuanyeckme nuua, KOTOpbIM paspelleH BBO3 NeKapCTBEHHbIX CpeACcTB B
Poccuinckyro Pepepaumio
(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHsle cpenctBa B Poccuiickyro deneparuo MOryT BBO3UTH:
(B pen. ®enepanbuoro 3axkoHa ot 06.12.2011 N 409-D3)

1) MMPOU3BOJUTCIIN JICKAPCTBCHHBIX CPCIACTB AJIA ueneﬁ COOCTBEHHOTO IMPOU3BOJACTBA JICKAPCTBCHHLIX
CpCACTB;
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2) WHOCTpaHHbIE pPa3pabOTYMKU JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTETU
JICKApCTBEHHBIX CPEICTB WM JPyTHe IOPUIMYECKUE JHIAa MO TOPYUYEHUIO pa3paboTyHKa JEKApCTBEHHOTO
CpeACTBAa Il NPOBENEHUS KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHOIO IMIPENapara, OCYIIECTBICHUS
TOCYIapCTBEHHOW PETHCTPAIMH JIEKAPCTBEHHOTO IMpernapara, BKIIOUeHUs (hapMarieBTHUeCKON CyOCTaHINHN B
FOCYTApCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEICTB, KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPEICTB MpHU
HAJIMYUHM Pa3pelieHus] YHIOJHOMOYEHHOro (QelepaibHOr0 OpraHa HWCIOJHUTENBHON BIACTH Ha BBO3
KOHKPETHOM MapTHUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHuzanu OIITOBOI TOPIroBJIK JICKAPCTBCHHBIMHA CPCACTBAMMU,

4) Hay4YHO-UCCIIEIOBATEILCKUE OPTaHMU3AINH, 00pa30BaTeIbHbIC OPTaHU3AIMU BBICIIETO OOpa30BaHUS,
MIPOU3BOIUTENIA JICKAPCTBEHHBIX CPEICTB JUIS Pa3pa0dOTKH, HCCICAOBAaHUN, KOHTPOJIS O€30MacHOCTH,
KadecTBa, A(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPH HAJIWMYAK pa3pelieHUs YIOJTHOMOYCHHOTO
(benepabHOTO OpraHa UCIOJHUTEIBHOMN BIIACTH;

(B pen. ®enepanbHoro 3akona ot 02.07.2013 N 185-03)

5) MEeIUIIMHCKYE OpPTraHu3allii, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosIIel cTaThbi OpraHu3aluy JJIs
OKa3aHWsl MEIUIIMHCKON ITOMOIMY I10 >XKU3HEHHBIM TOKA3aHUSM KOHKPETHOTO MalMeHTa MPH HAIMYUU
paspelnieHns yIOoTHOMOYCHHOTO (efepatbHOr0 OpraHa UCIIOTHATEILHON BIIACTH Ha BBO3 KOHKPETHON MapTUH
JICKapCTBEHHOTO TIpernapara, BBIJAHHOTO B YCTAHOBJICHHOM IOpSJIKE B (OpMe 3JIEKTPOHHOTO JIOKYMCHTA,
HOJIMTMCAHHOTO YCHJICHHOM KBATM(DHUIIMPOBAHHOM 3JIEKTPOHHOM MOKCHIO.

(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

Cratba 49. [JOKyMeHTbl, npeAacTaBnsieMble B TaMOXEHHble opraHbl Poccumnckon
®Penepaumm nNpm BBO3e NeKapcTBeHHbIX cpeacTB B Poccunckyro depgepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. ITpu BBO3€e JeKapCTBEHHBIX cpeacTB B Poccuiickyto denepanunio B TaMOKEHHbIE opranbl Poccuiickoit
@enepan  Hapsily € JIOKYMEHTaMM, TIPEICTABJIECHHE KOTOPBIX IPEILyCMOTPEHO  TaMO>XEHHBIM
3aKOHOAATENbCTBOM TaMOXeHHOro corw3a U (MiIM) 3aKoHoAarenbcTBOM Poccuiickoit ®denepauuu o
TaMOKEHHOM [IeJIe, IPEICTABIISAIOTCS CIEAYIOIHUE TOKYMEHTBHI:

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) cepru¢ukat nMpou3BOANTENS JIEKAPCTBEHHOI'O CPEJICTBA, YIOCTOBEPSIIOIUN COOTBETCTBUE BBO3ZUMOTO
JIEKapCTBEHHOT'O cpesicTBa TpeOOBaHUAM (hapMaKOMEeHHOM CTaTby JIMOO B Cilydae ee OTCyTCTBUS HOPMAaTUBHOM
JOKYMEHTAIIUH WM HOPMATUBHOTO JOKYMEHTA;

2) pa3pelieHue yIoJIHOMOYEHHOTO (peIepaibHOTO OpraHa HCIOJIHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOM
MIapTUU JIEKAPCTBEHHOI'O CpPEACTBA B CIIy4asX, YCTAHOBJIEHHBIX YacTbl0 3 cTarbu 47 HACTOAIIErO
denepanbHOro 3aK0OHa.

2. JlokymeHTbl, yKa3aHHble B MyHKTax | W 2 yactu | HacTosimield CTaTbH, MPEICTABISIOTCS B
TaMOKeHHBbIe opraHbl Poccuiickoit denepanuu mnpu MNPUOBITHH JIEKApCTBEHHBIX cpeAcTB B Poccuiickyro
denepanuro.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®enepauuio Ansi IMYHOro
MCNOSIb30BaHNA U WMHbIX HEKOMMEepYecKMX Luenen, a TakKke AN UCNOoNb3OBaHUA Ha
TeppuTOpUnN MeXayHapoaHOro MeaMLMHCKOro Knacrepa
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(B pen. ®eaepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JIekapcTBEeHHBIE IIpenapaThl MOTYT OBITH BBE3€HBI B Poccuiickyro @exepanuto 6e3 yuera TpeOOBaHUA,
MpeyCMOTPEHHBIX YacTsaMU | - 4 crateu 47, ctatbsimu 48 u 49 Hacrosimero deaepanbHOro 3aKOHa, €CIIU OHU
MpeaHa3HaYEeHbI JUIS:

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) nu4HOTO WCTHONB30BaHUS (PU3MUECKUMHU JHUIaMH, NpuObBIIMME B Poccuiickyro ®denepanuto. [Ipu
ToM BBO3 B Poccuiickyro ®denepaiuio JeKapCTBEHHBIX IPENapaToB, COAEPKAIIMX CHJIBHOAEHCTBYIOLINE U
(Wn) SIOBUTHIE BEILECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIMCOK CHJIBHOJEHCTBYIOIIMX BELIECTB JUIS
LIeJIe yroJIOBHOTO 3akoHoAaTenbcTBa Poccuiickoit denepanim U B CIUCOK SIAOBUTBHIX BEIIECTB ISl LEIEH
YTOJIOBHOIO 3akoHojaarenbcTBa Poccuiickoit ®@enepaumu, ytBepkaeHHble [IpaButensctBom Poccuiickoin
®Denepalyiu, OCyUIECTBIACTCS IPU HATUYUU JOKYMEHTOB (3aBEpEHHBIX KOMHM JOKYMEHTOB HIIM 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOATBEPXKAAOIINX Ha3HAUCHHE (QU3NYECKOMY JIHMIy VYKa3aHHBIX JIEKAPCTBEHHBIX
IIPENapaToB (3a UCKJIIOUEHUEM JIEKApPCTBEHHBIX IIPENAapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepannn
u otmyckaembix B Poccuiickoit ®enepanuu 0e3 perenrta Ha JeKapcTBEHHBIN mpemapat). [loarBepxaaromue
JOKYMEHTHI (MX 3aBEpEHHbIE KOMHM WM 3aBEPEHHbIE BBIMMCKU W3 HHUX) JOJDKHBI COJIEPXKATh CBEIEHUS O
HaVMEHOBAHUM W KOJMYECTBE Ha3HAYEHHOIO JIEKAPCTBEHHOI'O Ipenapara. B ciydae, eciu MoATBEPKIar0IIne
JOKYMEHTHI (X 3aBEpPEHHBIC KOIUU UM 3aBEPEHHBIC BHIMHMCKN U3 HUX) COCTABJICHbl HA MHOCTPAHHOM SI3bIKE,
K HUM TIpUJIaraeTcsi HOTapualabHO 3aBEPEHHBIN NEPEeBO]] HAa PYCCKUM S3BIK;

(m. 1 B pen. @enepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) UCTNoNb30BaHUS pAOOTHUKAMU JHUIJIOMATUISCKOTO KOPITyCa WM MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3aluii, akkpeAMTOBaHHbIX B Poccuiickoit dexaepanuu;

3) NedeHus MacCaKUPOB W WICHOB IKUTIAXKEH TPAHCIIOPTHBIX CPEJICTB, MOE3JHBIX OpHTaa W BOIUTEINCH
TPAHCIIOPTHBIX CPEJICTB, MPUOBIBIIKX B Poccuiickyro denepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHWs] YYaCTHUKOB MEXIYHAPOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEpONPHUATHUH U Yy4YaCTHHKOB
MEXAYHapOIHBIX SKCIIEIUIUI;

5) nedeHUs KOHKPETHBIX JKMBOTHBIX B 300MapKaxX, a Tak)Ke >XUBOTHBIX, BBO3WMBIX B PoccHiicKyro
®deneparvio I y4acTHsI B CIIOPTUBHBIX U 3PEIAIITHBIX MEPOTIPUATHSX;
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6) UCTIOIB30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cayyasx, IpeIyCMOTPEHHBIX 4acTbio | HacTosel cTaTbM, AOIycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3apEeruCTPUPOBAHHBIX B Poccuiickoi denepannu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlexapcTBeHHbIE NpenapaThl, MpeJHa3HAYCHHbIE A I'yMaHUTApHOM HoMoIM (CoAecTBus) WU
HIOMOILY TIPU Ype3BbIYAMHBIX CUTyalUsX, BBO3sATCA B Poccuiickyto denepaiuio B Mopsijike, yCTaHOBICHHOM
[IpaButensctBoM  Poccuiickoii  ®enepauuu.  3anpemaercs BBo3 B Poccuiickyro  @exnepanuro
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToOB, IPEIHA3HAYEHHBIX [UIsI TYMaHUTapHOM I[OMOILU
(coneicTBYsI) MM MTOMOILY MPU YPE3BbIYAMHBIX CUTYALIUSX.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)
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Cratba 51. CoTpygHuuecTBO (hefepanbHOro opraHa WCMNONMHUTENbLHOW BRnacTy,
YNONTHOMOYEHHOro B 065lacTM TaMOXEHHOro pgena, W APYrUX  YNONMHOMOYEHHbIX
denepanbHbLIX OpraHOB UCMOJNTHUTENbLHOW BNacTu

1. YmomsaoMo4eHHBIS q)eﬂepam,HHe OpraHbl HCITOJIHUTEIILHOM BIIACTH MNpEaOCTaBIAIOT B PACIIOPSKCHUC
(bez[epaanoro OopraHa HCITOJIHUTEILHOMN BJIaCTH, YIIOJJHOMOYCHHOI'O B 00acTH TaMOKEHHOT'O Jcia,
l"OCy,Z[apCTBeHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB, a4 TAKKCE I/IHCI)OpMaI_[I/IIO O BBIJAHHBIX PA3pPCHICHUAX Ha
BBO3 KOHerTHOﬁ napTur JICKAPCTBCHHLIX CPCIACTB B ClIy4dasAX, YCTAHOBJICHHBIX YaCTbIO 3 crateu 47
HaCcTOoAIICrO @eﬂepanbﬂoro 3aKOHa.

2. ®denepanbHBI OpraH HCIOJIHUTEIBHOW BJIACTH, YIMOJHOMOYEHHBIH B OOJACTH TAMOXEHHOIO Jela,
nHOpPMUPYET YyKa3aHHbIE B YacTW | HacTosAled CTaThbU YIOJIHOMOYEHHBbIE (efepanbHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®Penepanuio U BBIBO3E
JeKapCTBeHHbIX cpeacTB u3 Poccuiickoit @enepauuu mno ¢opme U B MOpPSAJIKE, KOTOPbIE YCTaHOBIIECHBI
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue cpapmMaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTuyeckass JIEATEIBHOCTh OCYIIECTBIISICTCS ~ OpPraHU3alMsIMU  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMH CPEJICTBAMH, ANTEYHBIMUA OPTaHU3AIMSIMH, BETCPUHAPHBIMHU ANTEYHBIMUA OPTAaHU3AIMSIMH,
WH/IUBUIYaTbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapMareBTUYECKYIO AESTEIbHOCTD,
MEIUIMHCKIMU OpPraHU3alMsAMHU, WMEIOIIMMH JIMICH3HI0O Ha (apMaleBTHYECKYIO ESTENbHOCTh, M X
000COOJIEHHBIMH  TIOJpa3AeTeHUsIMU  (aMOynaTopusiMu, (eabAMIEpCKUME U (eNbIIIepCKO-aKyIIePCKUMHU
MYHKTaMH, IEHTpaMH (OTHAeNeHUsIMH) oOmieil BpadeOHOW (CeMeWHOM) NpakTHKH), PaclONOKEHHBIMH B
CEeNIbCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHbIC OpPraHMU3allUU, U BETCPUHAPHBIMHU
OpTaHU3aIsIMH, UMEIOIUMH JIMIICH3UIO Ha (PapManeBTHIECKYIO 1A TeIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usnyeckue JHUIa MOTYT OCYHIECTBIATh (GapMaleBTHYECKYIO IESTENbHOCTh NPH HAJTUYUH BBICIIETO
WIN CpeaHero (apManeBTHYECKOro o0pa3oBaHMSI M CepTH(HKATa CHENUAIUCTa, BBICHIETO WM CPETHETO
BETEpUHAPHOTI'0 00pa3oBaHMs U cepTU(UKATa CIIEHUATUCTA, a TAK)KE BBICIIETO MWIIM CPEJAHEr0 METUIIMHCKOTO
oOpa3oBaHus, cepTu(uKaTa CIEHUAINCTA U JIOTIOJHUTEIHFHOTO MPOo(GECCHOHATBFHOrO 00pa30BaHUS B YacTH
PO3HMYHON TOPTOBJIM JIEKAPCTBEHHBIMH TIperapaTaMd TPH YCIOBHM WX pPabOTHl B  000COOJIEHHBIX
MOJIpa3IeICHUSIX MEUIIMHCKIX OPTaHU3aIHid, YKa3aHHBIX B YaCTH | HACTOSIIEH CTAaThH.
(dactpb 2 B pea. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynwsrantllnroc: mpumedanue.

Cratpa 52.1 Bcrynmaet B cuity ¢ 29.11.2019. JlekapcTBeHHBIE TpenapaThl AJisl MEIUIIMHCKOTO TPUMEHEHUS,
BBEJICHHBICE B TpaxkaaHCkuii o0opoT 1o 29.11.2019, mnomnexaT XpaHEHHUIO, TEPEBO3KE, OTMYCKY,
peanuszanuu, nepeaayde, IPUMEHEHUIO 10 UCTEUEHHUS CPOKA UX TOJAHOCTH.

Cratba 52.1. BBoa B rpaxaaHCKuM oOOOpPOT neKapCTBEHHbIX MpenapatoB Ans
MeaULUHCKOro NpUMeHeHus
(BBeneHa denepanbHbM 3akoHOM OT 28.11.2018 N 449-03)

1. Ilepen BBOJOM B IpaKJaHCKUN OOOPOT Ka)XJAOW CEpUU WM KaXKI0H MapTHM IMPOU3BEIECHHOTO B
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Poccuiickoit ®@enepanuu JIEKApCTBEHHOTO IpemnapaTa s MEIULUHCKOIO NPHUMEHEHUs, 3a HCKIIOYEHHEM
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX IPENapaToB, NMPOU3BOAMUTENb TAKOTO JIEKAPCTBEHHOTO Ipernapara
MPECTaBISACT B (efepasibHbIA OpraH UCIIOJHUTEIFHON BIACTH, OCYIIECTBISIFOINI (DYHKIIMU 110 KOHTPOIIIO U
Haa30py B cdepe  3ApaBOOXpPAHEHMs, JOKYMEHT IPOM3BOJAUTENS  JIEKAPDCTBEHHOI'O  CPEJICTBA,
MOATBEPKIAOIINA Ka4yeCTBO JIEKAPCTBEHHOI'O MpEenapara, W MOATBEPXKACHHE YINOJHOMOYEHHOIO JIMIa
IPOM3BOJIUTENS  JICKAPCTBEHHBIX CPEICTB COOTBETCTBHMS JIGKAPCTBEHHOI'O Ipernapara TpeOOBaHUsAM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYIapCTBEHHON PErMCTpaLiy.

2. Ilepen BBOAOM B Ipa’kKAAHCKUN 000POT KaXkJJOW CEpUM MM KaXKAO0H mapTuu BBo3uMoro B Poccuiickyro
@denepanyio  JIEKAPCTBEHHOIO — IIpemapara Uil MEJUUUHCKOIO  IIPUMEHEHUs, 3a  MCKIYEHUEM
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPETapaToB, OPTaHU3aIHsl, OCYIIECTBIISIONIAs BBO3 JIEKAPCTBEHHOTO
npenapata B Poccuiickyto deneparuto, mpenacrapiser B (enepanbHbBIA OpraH HCIOTHUTEIBHOW BIIACTH,
OCYILECTBIIIOUIMM (YHKUMU 10 KOHTPOIIO U HaA30py B cdepe 3ApaBOOXpaHEHMs, cepTU(dUKaT
IIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOLINII COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOTO
npenapara TpeOoBaHUAM (papmakoneiiHONH cTaTbM, a B cly4dae OTCYTCTBHUS (hapMakomeiHoil crarbu
TpeOOBaHUSM  HOPMATHBHOM  JTOKYMEHTAallMM, W  TOATBEP)KICHHE  NPEACTaBUTENs  OpraHU3allHH,
OCYILECTBISIIONIEH BBO3 JIEKapCcTBEHHOro mnpenapata B Poccuiickyro denepanuto ¥ yHOJIHOMOYEHHOMN
WHOCTPAaHHBIM TMPOU3BOAMTEIEM JIEKAPCTBEHHBIX CpPEJICTB, COOTBETCTBUS BBO3UMOTO JIEKaPCTBEHHOI'O
npenapaTta TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU €T0 TOCYJapCTBEHHOM perucTparyi.

3. Ilopsimok mpeAcTaBieHUs B COOTBETCTBUM C 4acTsAMU | W 2 HAcTOsIIEH CTaTbU JOKYMEHTOB MU
CBEJIGHUII O JIEKapCTBEHHBIX IpenapaTax, BBOJUMBIX B TPaXJaHCKUH 0OOpOT, YCTaHABIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanumn.

4. B OTHOUIEHMM TMEpPBbIX TpeX CEpUH WIM MapTUH JIEKApCTBEHHOTO IIpernapaTa, BIEpPBbIE
npousBeeHHOro B Poccuiickoit ®enepanuii Wid BhepBble BBO3UMOTro B Poccuiickyro ®enepanmio, B
(denepaibHBI OpraH UCIIOJHUTENBHOMN BIACTH, OCYIIECTBISIONINI (QYHKIIMH [0 KOHTPOJIIO U Ha/30py B chepe
31paBOOXPAHEHHUS, JIONOJHUTEIBHO MPEACTABISIETCS MPOTOKOJ HUCHBITAHUI O COOTBETCTBHM CEPUM WIH
MApTUM  JIEKAPCTBEHHOI'O  mpemapara Uil  MEAMIMHCKOTO IPUMEHEHHs  IOKa3aTelsiM  KadecTBa,
IIPETyCMOTPEHHBIM HOPMATHUBHOW JOKYMEHTalueill (Jajnee - MPOTOKOJN HCIBITAHWN), HPOBOJUMBIX
AKKpPEIUTOBAHHBIMU B COOTBETCTBHHM C 3aKOHOJATEIhCTBOM Poccuiickoit denepanuu 00 akkpeauTanuud B
HAIlMOHAJILHOM CUCTEME aKKpeauTaluu (eaepaabHbIMU T'OCYJIapCTBEHHBIMHU OOJKETHBIMHU YUPEKICHUIMU,
MOJIBEJOMCTBEHHBIMH (pe/iepaliIbHOMY OpraHy HCHOJHUTEIbHOM BIACTH, OCYLIECTBIAIOMIEMY (QYHKIMH IO
BBIPA0OTKE U pealn3allii roCcyAapCTBEHHON MOIUTUKA U HOPMATHBHO-TIPABOBOMY pPEryJIUpPOBaHUIO B chepe
3/IpaBOOXpaHEHMs, U (efepaTbHOMY OpraHy HCIOJHUTEIBHOW BIAcTH, OCYLIECTBISIOMIEMY (QYHKLUUHU IO
KOHTPOJII0O W Haa3opy B cdepe 3apaBooxpanHeHus. [lopsaok BblAauM yKa3aHHBIMH  (helepanbHBIMU
rOCy/IapCTBEHHBIMU OIOKETHBIMU YUPEXKJIEHUSIMU JIaHHOTO MPOTOKOJA M pa3Mep IUIaThl 3a €ro BblAAdy
ycranaBnuBarTcs [IpaButensctBom Poccuiickoit @enepannm.

5. ExerogHo He mo3nHee 1 ¢eBpans IpOM3BOAMTENN JIEKAPCTBEHHBIX CPEICTB WMJIM OpraHU3aluH,
OCYILECTBIISIOLINE BBO3 JIEKApCTBEHHBIX IpernaparoB B Poccuiickyro ®Pexnepauuio, NpeACTaBISAIOT B
(benepanbHBIi OpraH UCIOTHUTEIBHOMN BIACTH, OCYIIECTBISIONIMNA (YHKIIMK IO KOHTPOJIIO M HAA30pY B cdepe
3/IpaBOOXPAHEHHS, MPOTOKOJ HCIBITAHUA TOCTYNHMBIIEIO B TEYEHHE TOJa B TPaXJAHCKUI 000pOT
JIEKapCTBEHHOI'O IIpernapaTa KOHKPETHOTO MPOU3BOAUTENs (HA OJHY CEpUI0 KaXJIO0ro TOProBOIO
HAaUMEHOBAHMSI C YYETOM JIEKapCTBEHHOW (OpPMBI U JIO3UPOBKH), MPOBOJUMBIX AaKKPEAUTOBAaHHBIMU B
COOTBETCTBUM C 3aKoHOJAaTenbcTBOM Poccuiickoil denepanun o0 akKpeaUTalul B HALMOHAIBHOM cucTeMe
aKKpeIUTallU{ UCTIBITaTeIbHBIMU J1a00paToOpusiMH (LIEHTPaMH).

6. [Ipon3BoauTenu J€KapCTBEHHBIX CPEICTB WM OPraHU3allluU, OCYIIECTBIISIFOIIUNE BBO3 JIEKAPCTBEHHBIX
npemnaparoB B Pocculickyto denepaiuro, HE MEHEE YEM 3a OJUH IO 1O TUIAaHUPYEMBIX TPUOCTAHOBIICHHS UJIU
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IpeKpalieHusl MPOU3BOJCTBA JIEKAPCTBEHHBIX INperapatoB WiM UX BBo3a B Poccuiickyio denepaimio
YBEAOMIISIIOT 00 3TOM (penmepanbHblii OpraH UCHOTHUTENHHOW BIIACTH, OCYIICCTBISIONINN (QYHKIMH T10
KOHTPOJIIO W Hau3opy B cdepe 3apaBoOXpaHeHHs U (eAepalibHbId OpraH HCIHOJIHUTEIBHOW BIIACTH,
OCYIIECTBISIOMUNA (PYHKITUU TIO JTUIIEH3UPOBAHUIO TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoag B TrpaxaaHCKuil 00OpOT KaXIOM cepuM WIM KaXAOW MNapTUH HMMYHOOMOJIOTUYECKOTO
JIEKapCTBEHHOr0 Mpenapara, ImpousBeAaeHHOro B Pocculiickoit denepanuu uid BBO3UMOro B Poccuiickyro
denepanuio, OCYLIECTBIASETCS Ha OCHOBAHMM pa3pelleHMs, BbIIAHHOTO (eJepallbHbIM  OpraHoOM
UCTIOJHUTENIBHOM BJIACTH, OCYILECTBIISIONMM (DYHKIIMU IO KOHTPOJIIO U HaA30py B chepe 3apaBoOOXpaHEHHUS,
Ha OCHOBAHUH BBIIAHHOTO (peepantbHbIMU TOCYIapPCTBEHHBIMH OIOPKETHBIMH YUPEKICHUAMH, YKa3aHHBIMU B
yacTu 4 HacCTOSILEH CTaTbH, 3aKJIIOUEHUS O COOTBETCTBUU CEPUM WM MapTHM HUMMYHOOMOJIOIMYECKOIO
JIEKapCTBEHHOI'0 TMpemnapara TpeOOBaHUSAM, YCTAHOBIIEHHBIM NPH €ro TroCyJapCTBEHHOM perucTpaluu.
[lopsimok Belaum pa3pelieHus Ha BBOJ B IPa)IaHCKUIl 000pOT CepuM WM MApTUH UMMYHOOHOJIOIHYECKOTIO
JIEKapCTBEHHOI'0 IpenapaTa, a TaKXKe MOPSAOK BBbIIAYM YKa3aHHOTO 3aKJIIOYEHMsS] U PasMep IUIAaThl 3a €ro
BbIZIauy ycraHasBnuBarorcs [IpaBurenscrBom Poceniickoit denepanun.

8. 3a HempeaCTaBIEHUE WIM HECBOCBPEMEHHOE IIPEACTAaBICHUE [JOKYMEHTOB U  CBEICHMI,
NPEAYCMOTPEHHBIX YacTsamu 1, 2, 4, 5 m 6 HacTOAIIEN CTaTbH, IPOU3BOAMUTENIN JICKAPCTBEHHBIX CPEACTB U
OpraHM3aliy, OCYIIECTBIIAIOIINE BBO3 JIEKAPCTBEHHBIX ImpenaparoB B Poccuiickyro Penepanuro, HeECyT
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickoit denepanyu.

9. IlpencraBnenne JOKYMEHTOB U CBEACHUMN, IPEAYCMOTPEHHBIX YacTAMHU 1, 2 U 4 HacTOSIIEN CTaTbU, U
MOJTyYeHHE TPEAYCMOTPEHHOTO YacThl0 7 HACTOSIIEH CTaThbU pa3pelieHus] Ha BBOJ MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpernapara B TPaXIaHCKUH 000pOoT He TpeOyloTcs B OTHOLICHHM JIEKApCTBEHHBIX
npenapaTtoB, NPCAHASHAYCHHBIX AJId NPOBCACHUA KIIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ JICKApCTBCHHLIX IIpCIIapaTos,
MIPOBCACHUA OKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB I OCYIICCTBIICHUSA FOCy,HapCTBeHHOI\/'I perucTpann
JIEKapCTBEHHBIX IpEenapaToB, a TaKXKe B OTHOLICHUM HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB,
NpeHa3HAaYeHHbIX [UIS OKa3aHUS MEIULIMHCKOM TMOMOILIM IO JKU3HEHHBIM IOKa3aHUAM KOHKPETHOTO
nanueHTa, BBO3UMBIX B Poccuiickyto @enepanuio B COOTBETCTBMM C 4YacTbl0 3 cTaTbu 47 HACTOALIETO
denepanbHOro 3aKOHa.

10. Tlpu BbIABIEHUM B TpaKIaHCKOM OOOpOTE CEepUM WM MapTUM JIEKApCTBEHHOTO Ipernapara,
JOKYMEHTBl M CBEIECHHMS O KOTOPBIX, NPEIyCMOTPEHHbIE dacTsaMu 1, 2 W 4 HacTosImel cTarbu, HE
IpeCTaBJIeHbI B (peiepaabHbIil OpraH UCIOJHUTEIbHON BIACTH, OCYLIECTBISIIOINN (YHKINUU IO KOHTPOJIIO U
Ha/I30py B cdepe 3apaBOOXpaHEHMs, JIMOO CepuM WIM HNapTUM MMMYHOOHOJIOTHYECKOro JIEKapCTBEHHOTO
mpernapara, He HMMEIOIIMX pa3pelieHuss Ha BBOJ B TPaXIaHCKUHA 000pOT, MPEIyCMOTPEHHOTO YacTbio 7
HacTosIIeH cTaThH, (enepaabHbli OpraH WCIOJHUTEIBHOW BIIACTH, OCYIIECTBIISIONIMA (YHKIMHA TI0
KOHTPOJIIO U HAJ30py B cdepe 3ApaBOOXpaHEHHUs, B MOPsAKe, ycTaHOBIeHHOM [IpaButensctBoMm Poccuiickoit
@denepanyiv, TPUHUMAECT PELICHHE O MPEKPAIICHUH TPakJaHCKOTro 000poTa TaKUX CEpUU WU MapTUU [0
IpEeCTaBICHUs YKa3aHHbIX JJOKYMEHTOB U CBEJIEHHUH 1100 MOTyUYeHHs YKa3aHHOTO pa3peleHHUs.

Cratba 53. lpopaxa, nepepaya neKapCcTBEHHbIX CPeAcCTB OpraHusauusiMm OnToBOM
TOProBfM fieKapCTBEHHbIMU CpeacTBaMm

1. Opranusanuu ONTOBOM TOPrOBIM JEKAPCTBEHHBIMU CPEJICTBAMH MOTYT OCYIIECTBIIATH IPOJAKY
JICKapCTBEHHBIX CPEICTB WIH IEepeaaBaTh UX B yCTAHOBICHHOM 3aKOHOJaTenbcTBOM Poccuiickon denepannn

IMOopsAKeE:

1) APYIruM OopraHusalnuiam OITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU,
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2) mpOU3BOIUTEISM JIEKAPCTBEHHBIX CPEJICTB AJIS eJiel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeuHbIM OpTraHU3AIUSAM U BETCPUHAPHBIM allTEYHBIM OPTaHU3AIUIM;
4) HayYHO-HUCCIIEIOBATEIILCKIM OPTraHU3alUsIM JJIs1 HAyYHO-UCCIIeI0BATEIbCKON paboTHI;

5) MHAUMBUYATBHBIM TPEIPUHUMATENISIM, UMEIOITUM JIUIIEH3UIO Ha (papMarleBTUYECKYIO ACSATEIHHOCTD
WY JIMLIECH3UI0 HA MEIUIIMHCKYIO JEATEIbHOCTD;

6) MCIUIHWHCKUM OpraHu3alyvsaM, BETCPUHAPHBIM OpraHHU3allysaIM,
7) opranu3anysimM, OCYICCTBIIAOIINUM Pa3BCACHUC, BbIpAIIUBAHNUEC U COACPKAaHNUC ) KUBOTHLIX.

2. OpraHuzaiuy ONTOBOM TOPTOBJIM JIGKAPCTBEHHBIMU CPEJICTBAMM OO0S3aHBl XPAHUTh 3aKYIUIEHHYIO
(hapMareBTHYECKYI0 CyOCTaHIINIO CIUPTA 3TUIOBOTO (3TAHOJA), OCYILECTBIISATh €€ Peau3alfio Wi Iepeady
B YCTaHOBJIICHHOM 3akoHoaarenbcTBOM Poccuiickoit denepanuu NOpsAIKE OpPraHU3alUsM, YKAa3aHHbIM B
nyHkTax | - 7 yactu 1 HacTosmen cTaThH, B Tape 00beMoM He Oosiee 1 ymutpa.

(dactpb 2 BBenena denepasibHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 54. MpaBnna onToBOW TOProBfiu JIeKAPCTBEHHbIMU CpeacTBaMu

OnToBas TOProBJid JEKAPCTBECHHBIMU CPCACTBAMHU OCYHICCTBIIACTCA IMPOU3BOAUTCIAMHA JICKAPCTBCHHBIX
CpE€ACTB U OpraHu3alusIMHU ONTOBOM TOProBJIW JICKAPCTBEHHBIMU CPCACTBAMH 110 IIpaBUJIaM Hazmemameﬁ
TUCTPUOBIOTOPCKON MPAKTUKM M IIPaBUJIaM HaJJIeXalled MPaKTUKU XpaHEHHs U MEePEBO3KU JIEKapCTBEHHbIX
IpenapaToB, YTBEP)KACHHBIM  COOTBETCTBYIOIIUMH  YIOJIHOMOYEHHBIMU  (pelepajbHBIMH  OpraHaMu
HCIIOJIHUTENIBHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 55. nOpHAOK pO3HM‘IHOI:1 TOProBIun nekapCTtBeHHbIMU NpenapatamMmum

1. Po3HMuHas TOProBis JIEKAPCTBEHHBIMU MpenapaTaMM B KOJMYECTBAX, HEOOXOAUMBIX IS
BBITOJIHEHHUST BpadeOHBIX ((enpaIIepckux) Ha3HAuUCHWM WM Ha3HAYCHMH CHEIHMaINCTOB B 001acTH
BETEpUHAPUH, OCYIIECTBISETCA alTeYHbIMH OpPraHU3alMsIMU, BETEPUHAPHBIMU aNTEYHBIMUA OpraHU3alUsIMHU,
WH/IMBUIYaIbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapManeBTHYECKYIO AESTeIbHOCTD,
MEJIUIMHCKUMH OPTaHU3AIUSIMH, WMCIOIIMMHI JIMIICH3UI0 Ha (PapMameBTUYECKYIO NeATeNbHOCTh, W HX
000CO0OJIEHHBIMU  TTOApA3ACICHUSIMU  (aMOyJIaTOpusiMU, (ETbIIMIEPCKUMU U (ENbAMIePCKO-aKyIIIEPCKUMU
NyHKTaMH, IIeHTpamMu (OTIeNeHusMH) oOImeld BpauyeOHON (ceMeilHOW) MpaKTUKH), PACIONIOKEHHBIMU B
CEeNIbCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTE€4YHbIE OpPraHMU3allUU, U BETCpUHAPHBIMHU
OpraHu3alMsIMM, HWMEIOMIMMHU JIMIEH3UI0 Ha (papMaleBTHUECKyIO AEATeNbHOCTh. PaspemieHa po3HUYHAS
TOPrOBJIS TOJIBKO JIEKAPCTBEHHBIMHU IIperapaTaMu, 3aperucTpupoBaHHbIMH B Poccuiickoi @enepannu win
W3TOTOBIICHHBIMH ~ allTeYHBIMH  OPTaHU3AIMsIMHA,  BETCPUHAPHBIMH  alTEYHBIMH  OPTaHU3AIMSIMH,
UHMBUAYQIBHBIMU TPEIIPUHUMATEISIMA, UMEIOIIMMHU JIMLEH3UI0 Ha (DapMaleBTHUECKYIO JAEATEIbHOCTb.
Po3HnuHas TOProBilsl JIEKAPCTBEHHBIMU INpernapaTaMu OCYIIECTBIISIETCS 110 MIPaBUIaM HaJulexKalled anTeuyHon
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OpraHOM HCIIOJHUTEIHHOMN BIACTH.

(B pen. ®enepanbubix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

2. BI/IZIBI allITCYHBIX opraHmauHﬁ " IIpaBujia OTIIYCKa JICKAPCTBCHHBIX IMPEIapaToB I MECAULIMHCKOT'O
NPUMCEHCHUA allITCYHBIMHA OpraHU3alluaAMU, MHIUNBUAYAJIbHBIMU NPEANIPUHUMATCIIAMA, UMCIOIIUMUA JIMICH3UTIO
Ha (bapMaueBTquCKon ACATCIIBHOCTh, a TaKXE IIpaBUJIa OTIIyCKa JICKAPCTBCHHBLIX IIp€rapaTroB JId
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MEIUIIUTHCKOTO IPUMEHEHHUSI METUITUHCKIUMH OPTaHU3aIUSIMH, UMEIOIIUMU JIMIICH3UIO Ha (DapMalleBTHUECKYFO
NEeSTeNbHOCTh, W WX O00OCOOJICHHBIMH  MojApasfeneHusMu (amOymaropusmMu, QENbAMIEPCKUMHA U
(benpamepeKo-aKymepckKuMy  IMyHKTaMH, IeHTpaMu  (OTAeNeHusIMU) oO0mIed BpaueOHON (CeMeiHO)
MPAKTUKH), PACIIOJIOKCHHBIMU B CEIIbCKHX HACEICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTCYHBIC
OpTaHH3AINH, YTBEPIKIAFOTCS YIIOJTHOMOYCHHBIM (eiepabHBIM OPTaHOM HCIIOTHHTEILHON BIACTH.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3aPETHCTPHPOBAHHBIX B
KauecTBE JICKAPCTBEHHBIX MPENapaToB, JEKApCTBEHHBIX MPEMapaToB, COAEPKAIINX HAPKOTHUUYECKUE CPECTBA
Y TICUXOTPOIHBIC BEHIECTBA, YTBEPkAAOTCS YIOJTHOMOYCHHBIM (eIepalIbHBIM OPTraHOM HCIIOJTHUTEIHHON
BJIACTH TI0 COTJIACOBAHMIO ¢ (heJiepajbHBIM OPraHOM HCIIOJTHHUTEILHOM BIACTH, YIIOJHOMOYEHHBIM B chepe
BHYTPEHHUX JICIT.

(B pen. deaepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBEHHbIE Ipenapathbl AJs BETEPUHAPHOTO NMPUMEHEHHMsI IMOJUIeKAT OTIYCKY BETEpHUHAPHBIMHU
alTeYHbIMM OPraHU3aALMSIMHU, BETEPUHAPHBIMU OpraHU3alUsAMHU, WHIUBUIAYAIbHBIMU IPEANPUHUMATEISMH,
MMEIOIIUMHU JIUIIEH3UIO Ha (papMaIieBTUYECKYIO JISATEIBHOCTD. [IpaBria oTmycKa JIeKapCTBEHHBIX MPEnapaToB
JUISL  BETEPUHAPHOTO  TMPUMEHEHWs  YTBEPXKIAIOTCA  YINOJTHOMOYEHHBIM  (elepaibHbIM  OpPraHOM
HUCIIOJTHUTEILHON BJIACTH.

5. IlepeueHb MeAULIMHCKUX OpraHU3alMi, UIMEIOIIMX JHULIEH3UI0 Ha (hapMaleBTHUECKYIO JAESITelbHOCTbD,
U UX 000COONIEHHBIX MoApa3aeneHuil (aMOynaTopuii, heapamepckux u GempAamepcKo-akyepckux MyHKTOB,
1EeHTpoB (oTaeneHuil) odIeil BpauyeOHON (ceMelHOI) MPaKTUKK), PACIIONIOKEHHBIX B CENbCKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIC OPraHU3allld, a TaK)Ke IepeueHb JIEKAPCTBEHHBIX MPEnapaToB
(32 UWCKJIIOUYEHHMEM HApKOTHYECKMX JIEKAPCTBEHHBIX TIPEnapaToB M TCHXOTPOMHBIX JIEKAPCTBEHHBIX
MPEeTapaToB), MPoJIaXka KOTOPBIX MOYKET OCYIIECTBIIATHCS YKa3aHHBIMUA OPTaHU3AIMSIMH U X 000CO0JICHHBIMA
HOJpPa3JCICHUsIMY, YCTAHABIMBAIOTCA OpraHaMM MCIOJHHUTEIbHOM Biactu cyOBbekToB Poccuiickoit
denepanuu.
(B pen. denepanbHoro 3akona ot 25.11.2013 N 317-03)

6. AnrteuyHble OpraHu3allud, WHAMBUAYAJIbHbIE NPEINPUHUMATEIN, MMEIOIIUE JIMLIEH3UI0 Ha
(hapMareBTHYECKYIO0 NIesSTeNIbHOCTh, 00s3aHbl oOecrieunBaTh yTBepxkaeHHBINH [IpaBurensctBoM Poccuiickoit
@Oenepanyii 1 GOPMUPYEMBIN B YCTAaHOBIEHHOM UM TMOPSAKE MUHHUMAJIbHBIH aCCOPTUMEHT JIEKAPCTBEHHBIX
IpenapaToB, HEOOXOIUMBIX Ul OKa3aHUs MEIULUHCKON TIOMOIIH.

(dacts 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTteuyHble OpraHu3allid, WHAWNBUAyAJIbHbIE MPEINPUHUMATEIH, WMCEIOIIUE IHUIEH3UI0 Ha
(apMaeBTHYECKYIO JIeTEILHOCTh, HAPSILY C JIEKApCTBEHHBIMH IMpernapaTaMyd UMEIOT MpaBo MpHOOpeTaTs U
npoaaBaTb MCAUIUHCKUEC U3ACIINA, I[C3I/IH(1)I/IHI/IPYIOHII/IC cpeacTBa, Npe€aAMETbI U CpEACTBA JINYIHOMI TUT'UCHBI,
nocyay A MEAUIMHCKHX Heﬂeﬁ, npeaMETbl U CpEACTBaA, MPCAHA3ZHAYCHHBIC I yXOoda 3a 60.]'H)HI)IMI/I,
HOBOPOJKJICHHBIMH 1 JICTbMH, HE JIOCTUTIIIUMH BO3pacTa TPEX JIET, OYKOBYIO ONTHUKY U CPEACTBA yX0/a 3a HeH,
MHUHEpaJIbHBIC BOJIbI, TPOIYKTHI JICYEOHOTO, NETCKOTO M JHUETUYECKOTO MUTAHMsI, OMOJIOTUYECKH aKTHUBHbBIE
no0aBkH, MapPrOMEpHbIE M KOCMETHYECKHE CPEACTBAa, MEIWIIMHCKHE W CAaHUTApHO-TPOCBETUTEIHHBIC
MeYaTHBIC W3/IaHUs, IPEeTHA3HAYCHHBIE JIJIS TIPOTaraHbl 3J0POBOTO 00pa3a KU3HU.

(B pen. ®enepanbubix 3akoHOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-D3)

8. JlesaTenbHOCTh anTeuHbIX opranu3anuil Boopyxxennsix Cun Poccniickoit @enepannu, Apyrux BOMCK,
BOMHCKUX (OPMHUPOBAaHUII M OpPraHoB, B KOTOpBIX 3aKoHoOjaTelbCcTBOM Poccuiickoit ®Penepauuun
HPEeayCMOTPEHO NPOXOKIACHNE BOCHHOH Ci1y>KObl MM (eiepalibHON rocy1apCTBEHHOM CITyKOBbl, CBSI3aHHOM C
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

NPaBOOXPAHHUTEIBHON JIEATENBHOCTBIO, pErjJaMeHTHpyeTcss HacrosmuM DefepalibHBIM  3aKOHOM U
YTBEPKACHHBIMU COOTBETCTBYIOMIMMH (efepalbHBIMU OpraHaMHU HCIOJHUTEIBHON BIACTH MOJOKEHUSMHU.
KonTponp 3a coOnrofeHMEM YKa3aHHBIMH aNTEYHBIMH OPraHU3alUsSMU  TOJIOKCHUN  HACTOSIIETO
®denepalIbHOTO 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIUMH (eAepaTbHBIMH OpPTaHAMH HCIIOJHUTEIBHON
BJIACTH.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

CraTtbsa 56. U3aroTtoBneHue n OoTnNycK fieKapCcTBEHHbIX NpenapaToB

1. M3roroBneHWe JEKAPCTBEHHBIX IPENapaToB alTEYHbIMU OPraHU3aLUsSMH, BETEPUHAPHBIMU
anTEeYHbIMM OpPTaHU3ALMAMM, HWHJIWBHAYAJIbHBIMM MPEANPUHUMATEIAMH, HWMEIOIMMH JIMIEH3AI0 Ha
(bapMaleBTUYECKYIO JEATEIBHOCTh, OCYIIECTBIISETCS IO pelenTaM Ha JIEKapCTBEHHbIE Ipernaparsl, IO
TpeOOBaHUSAM MEIUIMHCKUX OpraHu3aluid, BETEpUHAPHBIX OpPraHM3alUi B COOTBETCTBUM C MpaBUIAMU
W3TOTOBJICHHUSI U OTITyCKa JICKAPCTBEHHBIX MPENapaToB, YTBEP)KICHHBIMHU YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM MCIIOJHUTEIBHOM BIACTH.

2. Tlpu W3roTOBIEHHM JIEKAPCTBEHHBIX NPENapaToB anTEYHbIMU OpPraHMU3AlUsIMH, BETEPUHAPHBIMU
anNTEeYHbIMM OpPTaHU3ALMAMM, WHJIWBHAYAIbHBIMU IPEANPUHUMATEIAMH, HWMEIOIMMH JIMIEH3AI0 Ha
(bapMaleBTUUECKYI0  JESTEIbHOCTb, HCHOJIB3YIOTCA  (apMaleBTHYECKUE CyOCTaHLMM, BKJIIOUEHHbIE
COOTBETCTBEHHO B TI'OCYJAapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB Ul MEIULUHCKOIO NPUMEHEHMS U
TOCYJapCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO IIPUMEHEHUs B YCTaHOBJICHHOM
nopsake. He pmomyckaercs HM3roTOBIIEHHE anTEYHBIMA OpPraHU3alUsAMHM, BETEPUHAPHBIMHM aANTCYHBIMU
OpraHMU3alUsIMH, WHAUBUAYAIbHBIMU MPEANPUHAMATEISIMH, UMEIOIIUMH JUIEH3UI0 Ha (apMaleBTUYECKYIO
JeSATEIbHOCTb, JIEKAPCTBEHHBIX IPENApPaTOB, 3aperucTpupoBaHHbIX B Poccniickoit denepanun.

3. MapKI/IpOBKa JICKApCTBCHHLIX  IIPEIapaTroB, H3IOTOBJICHHBIX alTCYHBIMHK  OpraHHU3alusaIMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpTraHU3aAlUsAMHU, HHAWUBUAYAJIBbHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUICH3UIKO Ha (bapMaI.IeBTI/I‘{eCKYIO ACATCIBHOCTb, U Oq)OpMJIeHI/Ie TaKUX TIpeHapaTtoB  JOJIKHBI
COOTBCTCTBOBATH IMpaBUJIaM, YKa3aHHbIM B YaCTU 1 HACTOSIIEH CTaThH.

4. AnTeuyHble  OpraHU3alMKM, BETEPUHAPHBIC  AaNTEYHbIC  OpPraHW3allid, HWHAUBUAYaJIbHbIE
MpEeANPUHAMATENIN, UMEIOIINE JTUIICH3UI0 Ha (DapMaleBTHUECKYIO JeATEIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOOJIFOJICHHE TPaBWJI HW3TOTOBJIICHMSI M OTIyCKAa JIEKAPCTBEHHBIX TPEMAapaToB B COOTBETCTBHUU C
3aKkoHoJaTenbCcTBOM Poccuniickon denepanyu.

Cratba 57. 3anpeweHue npogaxu danbcuPUMpPOBaHHbIX NIEKapCTBEeHHbIX CPeACTB,
HeAo0bpoKa4YeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPAaaKTHbIX JlIeKapCTBEHHbIX CPeAcTB

[Iponaxka QanbcupuIUpPOBaHHBIX JEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aMPEIIaeTCsl.

CraTtbAa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHI/Ie JICKAPCTBCHHEBIX CPEACTB OCYHICCTBIACTCA HNPOU3BOJUTCIAMU JICKAPCTBECHHBIX CpPCIACTB,
OpraHu3anuAaMu OIITOBOM TOProBjIn JICKAPCTBCHHBIMU  CpCACTBAMH, alTCYHbBIMH  OpraHU3alusMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpTraHHU3aAlUsAMH, UHHAWUBUAYAJIBbHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUICH3UIKO Ha (I)apMaLIeBTI/I‘-IeCKYIO ACATCIIBHOCTL WJIM JIMIOCH3HWIKO Ha MCAUIUHCKYIO HOCATCIILHOCTD,
MCINIMHCKUMHU opranu3anusiMu, BCTCPUHAPHBIMU OopraHu3anusiMu n HNHBIMHA OopraHnu3anusiMuy,
OCYHICCTBIAIOIIUMUA O6paHIeHI/I€ JICKApCTBCHHLIX CPCIACTB. XpaHeHI/Ie JICKApCTBCHHBIX CpPCACTB IJId
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BETEPHHAPHOTO NMPUMEHEHUS] OPTaHM3aLUsIMH ¥ WHIUBHIYaTbHBIMU MPEANPHHUMATENSIMH B CIy4asxX, €CIH
OHHU MCIIONB3YIOTCS UCKIIIOYUTEIBHO NMPH Pa3BeICHUH, BBIPAIUBAHUU, COJEPKAHUM M JICYCHUU >KUBOTHBIX,
MOJKET OCYIIECTBIIATHCS 0€3 MOTyueHHs JTUIEH3UN Ha (PapMaleBTHUECKYIO e TEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. HpaBI/IJ'Ia XpaHCHUA JICKAPCTBCHHBIX CPCJACTB YTBCPKAAKOTCA COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM
(beﬂepaHBHHM OpraHom HCITOJIHUTEILHOMN BJIACTH.

3. XpaHeHHE HApPKOTUYECKHUX JIEKApCTBEHHBIX CPEACTB, INCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB,
pannodapmaneBTHYECKUX JEKAPCTBEHHBIX CPEJICTB OCYILECTBIISETCS B COOTBETCTBUU C 3aKOHOJATEIILCTBOM
Poccuiickoit denepanuu.

Cratba 58.1. [lpeAMeTHO-KONMUYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeAcTB Ans
MeAULUMUHCKOro npuMeHeHus
(BBenena dexepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHb JEKAPCTBEHHBIX CPEACTB  JJs  MEIULUMUHCKOTO  TPUMEHEHUs,  MOJIekKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ yVY€Ty, YTBEp)KIAeTCS  YIOJTHOMOYCHHBIM  (eiepabHBIM  OpPraHOM
UCIIOJIHUTEIHLHOM BJIACTH.

2. Tlopsmok BKJIIOYEHHUS JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIMHCKOTO IPHMEHEHHUS B IIEPEYCHb
JIEKapCTBEHHBIX CPEACTB ISl MEJUIMHCKOTO NPUMEHEHHMs, NOMISKAIIUX MPEAMETHO-KOINYECTBEHHOMY
yueTy, YCTaHaBIUBACTCAd YIOJIHOMOYEHHBIM (eJepallbHbIM  OpraHOM  HCIIOJHUTEIBHOM BJIACTH IO
COTJIACOBAHUIO C (peepabHbIM OPraHOM HCIIOJHHUTEIBHOM BIIACTH, YIIOJTHOMOUYEHHBIM B cpepe BHYTPEHHHX
aed.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. IIpenMeTHO-KOIMYECTBEHHBIA yUeT JIEKAPCTBEHHBIX CPEACTB ISl METUIIMHCKOTO MPUMEHEHHSI BEIyT
MPOU3BOJUTENHN JEKAPCTBEHHBIX CPEJICTB, OpraHU3aI[MH ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeuHble OpraHU3aINK, UHAUBHUIyallbHbIE IPEINPUHUMATEIH, UMEIOIIHNE JIUIICH3UI0 Ha (apMalleBTUIECKYIO
JNEATEIbHOCTh WJIM JIMUEH3UI0 Ha MEIUIMHCKYIO JESTeNIbHOCTh, W MEIUIMHCKHE OpraHu3alllH,
OCYIICCTBIISIONIME OOpalieHne JICKaPCTBEHHBIX CPEICTB JUIS MEIUIMHCKOTO MPUMCHECHHS, ITyTeM
pPErUCTpaIMK JIFOOBIX CBA3aHHBIX C UX OOpaIeHUEM OTEpAIHi, MPU KOTOPHIX U3MEHSETCS WX KOJIMYECTBO H
(unn) cocTosiHME, B CIIELMATIbHBIX XXKypHAIaX ydeTa omepanuil, CBS3aHHBIX ¢ OoOpallleHHueM JIeKapCTBEHHBIX
CPEICTB AJIsi MEAUIIMHCKOTO IPUMEHEHUs (J1ajiee - CIeHalbHbIE KYPHAIIbI).

4. HpaBHna peructpanmuun onepauﬂﬁ, CBA3aHHBIX C O6paH_[eHI/ICM JICKAPCTBCHHBIX CpPCACTB JIA
MCIUIIUHCKOI'0O INPUMCHCHUS, BKIIOYCHHBIX B HICPCUYCHb JICKAPCTBCHHBLIX CPCACTB I MCAUIIHMHCKOI'O
MNPUMCECHCHUA, NOMICKAINUX MNMPEAMCTHO-KOJIMYCCTBCHHOMY YYC€TY, B CIHCHUAJIBHBIX JXYpPHAJIaX W IIpaBUJIa
BCIACHUA U XpPaHCHHUSA CIICHUAJIBHBIX XXYPHAJIOB YTBCPXKIAOTCA YIIOJIHOMOYCHHBIM (i)ellepaHBHI)IM Oopranom
HCITOJIHUTEILHOM BJIACTH.

5. KOHTpOJIB 3a CO6J'IIO,I[€HI/ICM IpaBujl perucTpanuu onepaunﬁ, CBA3aHHBIX C O6paIJ_[eHI/I€M
JICKAPCTBCHHBIX CPCACTB IJII MCAUIUHCKOI'O ITPUMCHCHU S, BKIIFOUCHHBIX B IICPCUCHL JICKAPCTBCHHLIX CPCACTB
Jie MCIUIHUHCKOrO IMPUMCHCHUA, HNOMJICKAIIHUX MPECAMCTHO-KOJIMYCCTBCHHOMY YUCTY, B CICHHUAJIBHBIX
JKypHajliax, a TaKXE 3a CO6JHOI[€HI/IGM IpaBuJI BEACHUA U XPAaHCHHUA CIICHHUAJIBHBIX )XYPHAJIOB BO3J1aracTtcs Ha
YIOJIHOMOYCHHBIC cbeﬂepanLHme OpTraHbl HCIIOJIHUTEILHOM BIIACTH H Oprasbl HCIIOJIHUTEILHON BIIACTH
CY6'beKTOB Poccuiickoit CDeI[epauHH, OCYHICCTBIAIOMINUEC JIMOCH3UPOBAHUC ITPOHU3BOACTBA JICKAPCTBCHHBIX
CpeacTs, (bapMaHeBTHqCCKOP’I ACATCIIBHOCTH H MC,I[HI.IPIHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBJIACTCA B paMKax
JIMICH3UOHHOI'O KOHTPOJIA.
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aea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEOCTB
CratbAa 59. OcHOBaHMA 1 NOPAAOK YHUUTOXEHUSA NeKapCTBEHHbLIX CPeaAcTB

1. HenoOpokauecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (abCUPUIIMPOBAHHBIE JIEKAPCTBEHHBIE CPECTBA
HOJUIeKAT M3BATUIO M3 OOpalleHHs M YHUYTOXKEHUIO B TIOps/IKE, YCTaHOBJIEHHOM IIpaBuTenbcTBOM
Poccuiickoit ®enepanuu. OCHOBaHMEM Ul YHUYTOXKEHMS JIEKAPCTBEHHBIX CPEACTB SIBISIETCS pEIICHUE
BJIaJIeTIblIa JIEKAPCTBEHHBIX CPEJICTB, PELICHUE COOTBETCTBYIOLIETO YIIOJIHOMOUYEHHOTO (heJiepabHOTO OpraHa
HCIIOJTHUTEJIBHON BIACTU WJIU PEILEHHUE Cya.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. KonTpadakTHble JI€KapCTBEHHBIE CPEJCTBA MOAJISKAT UIBATHIO U3 OOpAIEHUS U YHUUYTOXKEHUIO IO
pemennto cyna. I[lopsnok yHMUYTOXKEHHS KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTaHABIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxoapl, CBsI3aHHBIE C  YHUYTO)KEHHEM  KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEZOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, (anbCU(PUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
BO3MEILAIOTCS UX BJIAJEIbLEM.

4. Bnaznenen JeKapCTBEHHBIX CPEICTB JOJDKEH IMPEJICTaBUTh B YIOJIHOMOYEHHBIH (penepanbHblil opran
WCIIOJIHUTEJIBHON BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSIKE €ro  KOIIMIO,
MoJTBEpXkKAaoNINe (aKT YHUUTOKEHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBEeTCTBYIOIINI YIMOTHOMOUYESHHBIN (hefiepalbHbIid OpTaH HCIOJHUTEIBHON BIIACTH, NMPUHSIBIIANA
penieHre 00 YHUYTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIET KOHTPOJIb 32 UX YHUUTOKCHHUEM.

6. VYHMYTOXXEHHE JICKAPCTBEHHBIX  CPEACTB  IPOM3BOAUTCA  OpPraHM3ALMsIMHM,  HMEIOIUMU
COOTBETCTBYIOIIYIO JIMIEH3HIO, HA CHELHAIbHO OO0OPYIOBAaHHBIX IUIOLIAJIKAX, MMOJUTOHAX U B CIELHAIBHO
000pYJIOBaHHBIX TOMEIIEHUSAX C COONMIOJIeHHeM TpeOOBaHMM B 00JAaCTH OXpaHbl OKpPY)KaIOLIEH cpenbl B
COOTBETCTBHUHU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

7. HapkoTudeckue  JIEKQpCTBEHHBIE  CpPEJICTBA, TICUXOTPOMHBIC  JICKAPCTBEHHBIE  CPEJCTBA,
pamuodapMarieBTHIECKUE JEKAapPCTBEHHBIE CPEICTBA YHUUYTOXKAIOTCS B COOTBETCTBHH C 3aKOHOJATEIIbCTBOM
Poccuiickoit deneparumu.

naea 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbI ANA MEAUUUMHCKOIO NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha JfieKapCTBEHHble npenapartbl Ans
MeaULUHCKOro NpUMeHeHus

Focy,uapCTBeHHoe PEryJIMpOBaHUC LICH HA JICKAPCTBCHHBIC MPCIIApaThl JJIsI MCAUIUHCKOTO ITPUMCHCHU A
OCYHICCTBJIACTCA IMOCPCACTBOM:

1) yrBepxnenust IlpaBurensctBom Poccuiickoii ®enepauuu nepevHsl >KU3HEHHO HEOOXOIUMBIX U
BaYKHEHIIINX JIEKapCTBEHHBIX MPEnapaToB, KOTOPBI c)OPMUPOBAH B YCTAHOBIIEHHOM UM TOpPSAKE HA OCHOBE
KOMIUIEKCHOM OLIGHKM JIEKapCTBCHHBIX IIPENapaToB, BKIKYAs aHalIW3 CBEACHHHW O CPaBHUTEIBHON
KJIMHUYECKOH (G (GEKTUBHOCTH U OE30IaCHOCTH JIEKAPCTBEHHOI'O CPEJCTBA, OLEHKY 3KOHOMUYECKHX
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IIOCJIC/ICTBMI MPUMEHEHUs] JICKApCTBEHHOTO CpPEACTBA M H3YyYEHHE JOTOJHUTEIBHBIX TOCIEACTBHIA
MIPUMEHEHHS JIEKapCTBEHHOTO CPEJICTBA;
(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEPKJIEHUS METOIUKU YCTAHOBJICHUS MPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MPENapaToB MPeAeIbHBIX
OTIYCKHBIX II€H Ha JIGKApCTBEHHBIC IMpenaparhl, BKIIOUYCHHBIC B TEPEUYCHb JKU3HEHHO HEOOXOIUMBIX U
BOKHEUINIUX JICKAPCTBEHHBIX IIPENapaToB, a TaKXKEe BHEAPCHHS MEXaHU3MOB (OPMUPOBAHUS CHCTEMBI
pedepeHTHBIX IIEH;

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

3) rocynapcTBEHHOH pErucTpalMyd YCTAHOBJIEHHBIX IPOM3BOAMUTENSMHU JIEKAPCTBEHHBIX IPENApaTOB
NpEACIIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIC MPENapaThl, BKIIOUEHHBIE B IIEPEYEHb IKU3HEHHO
HEO0OXOIUMBIX M BaKHEUIINX JIEKApCTBEHHBIX MPENapaTosB;

4) BemeHUsT TOCYJApCTBEHHOTO peecTpa MPEIeNbHbIX OTHYCKHBIX II€H MPOU3BOAMUTENEH Ha
JIeKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHX
JICKapCTBEHHBIX MIPEMapaTos;

5) yTBEepXKACHUS METOJIMKH YCTAHOBICHUS OpTaHaMU HCIOJHUTEILHOUN BJIacTH CyOBheKTOB Poccuiickoit
®denepannu MpeeTbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK W TMPEICIbHBIX Pa3MEPOB PO3HUYHBIX HA/I0AaBOK K
(haKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOHW3BOJUTEISIMU JIEKAPCTBEHHBIX TIpErapaToB, Ha
JICKapCTBEHHbIC IMpemapaThl, BKJIIOUYEHHbIE B IEpeuYeHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

6) yCTaHOBJIECHHUS TPEACTbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK M TMPEAETbHBIX Pa3MEPOB PO3HUYHBIX
Haj0aBOK K (AKTHMYECKHMM OTIyCKHBIM II€HAaM, YCTAHOBJIEHHBIM HPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) YTBEpXKIEHHUS TOpsKa BBIJAYM MPEINUCAHUNA OpraHaM MCIOJHUTEILHON BJIACTH CyOBEKTOB
Poccuiickoii @enepauun O NPUBEACHUM B COOTBETCTBHE C 3aKoHoAaTenbcTBOM Poccuiickonn deneparuu
pelieHni 00 yCTaHOBJICHUH TPEEIbHBIX Pa3MEePOB ONTOBBIX HaJ0ABOK M MPEJCIBbHBIX Pa3MEPOB PO3HUYHBIX
Hafg0aBOK K (aKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOU3BOAMTEISIMU JIEKAPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHbIE IIpeNaparhl, BKIIOUCHHbIE B TIEPEUYCHb JKU3HEHHO HEOOXOIUMBIX W
BaXKHEHUIIMX JICKAPCTBEHHBIX MPEenapaToB, €CJIM OHU MPUHSATHI ¢ HAPYIICHUEM 3aKOHOIaTeNIbCcTBAa Poccuiickon
®denepanuu, B mopsijike, yctanoBiieHHoOM [IpaBurensctBoM Poccuiickoit denepaiuu;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (ellepaibHbIM OpPraHoM HCIOJHUTEIBHOW BJIAacTH OpraHam
UCTIOJHUTENBHOM BiIacTH cyObekToB Poccuiickoit denepannu mpeanucaiuii 0 MpUBEJICHUN B COOTBETCTBUE C
3aKoHOIarenbCcTBOM Pocculickorn Penepanyy NPUHATBIX € HapyLIEHHEM 3aKkoHoJarenscTBa Poccuiickont
®enepanyu pemeHni 00 yCTaHOBIEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEENIbHBIX pa3MepOB
PO3HUYHBIX HaA0aBOK K II€HAM Ha JIEKapCTBEHHbIC Ipenaparhbl, BKIIOYEHHbIE B IMEpPEUYEHb KUZHEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IIPENapaToB;

9) ocymecTBieHus (peaepanbHOro rocyJapCcTBEHHOTO Haja30pa B cepe oOpalleHus JeKapCTBEHHbIX
CPEICTB U PETMOHAIIBHOIO I'OCYIapCTBEHHOI'O KOHTPOJIA 32 IPUMEHEHUEM LIEH Ha JICKAPCTBEHHBIE IIpenaparsl
COOTBETCTBEHHO YIIOJHOMOUYEHHBIMH (PeepalbHBIMH OpraHaMU HCIOJHUTEIBHON BJIACTH M OpraHaMu
WCIIOJIHUTENbHON BnacTu cyOwbekToB Poccuiickoit denepanuy corjiiacHO UX KOMIETEHLIMH B MOPSAIKE,
yctanoBieHHOM [IpaBurensctBom Poccuniickoit denepanuu;
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(m. 9 B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) npumMeHeHHs  TPEAYCMOTPEHHBIX  3aKoHoJareldbcTBOM  Poccuiickoit ~ @enepamum  Mep
OTBETCTBEHHOCTH 32 HApYILICHHE IMOPAIKA IIEHOOOpA30BaHMSA Ha JKU3HECHHO HEOOXOIMMbIE M Ba)KHEHIINE
JIEKapCTBEHHBIE NpenapaThl.

Cratea 61. locymapcTBeHHas perucrTpauus YycTaHaBNMBaeMbIX MNPOM3BOAUTENSAMMU
JNIEKapPCTBEeHHbIX npenapaTtoB npeAesyibHbIX OTNYCKHbIX UeH Ha NeKapCTBeHHble npenaparhbl,
BKINIOYEHHbIE B MepevYeHb XU3HEHHO HeobXOoAMMBbIX W BaXHEWUWMUX JleKapCTBEHHbIX
npenapaToB
(B pen. ®enepanbHoro 3akona ot 08.03.2015 N 34-D3)

1. YcranaBiauBaeMble IPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX MIPENApATOB MPEeAEIbHbIC OTIIYCKHbIE IIEHBI HA
JeKapCTBEHHbIE Mpernaparbl, BKIIOUEHHbIE B MEPEUYeHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEMIIMX
JIEKapCTBEHHBIX NpEenapaToB, MOJUIEKAT TOCYJAPCTBEHHON PpErucTpalud B MOPSAJIKE, YCTaHOBJIEHHOM
IIpaBurensctBoM Poccuiickoit denepanumu.

(uactp 1 B pen. @enepanpHoro 3akoHa oT 08.03.2015 N 34-03)

2. Ha ocHOBanmmn IIOJaHHOI'0 10 1 0KT$[6p5[ KaXXZI0ro roga 3adBJICHHUA HPOU3BOJUTEIIA JICKAPCTBCHHBIX
IpenapaToB, BKJIIOUEHHBIX B MIE€peUeHb )KU3HEHHO HEOOXOJUMBIX U BaKHEHIIUX JIEKapCTBEHHBIX MPENaparos,
3aperucTpUpOBaHHAs MpeJefbHas OTIyCKHas IIeHAa Ha JIKapCTBEHHBIM Mpemapar MoOeT ObITh
NepeperucTpupoBaHa OJMH pa3 B KaJCHAApHOM TOAYy B TMOpPSAIKE, yCTaHOBIEHHOM llpaBuTenscTBOM
Poccuiickoit denepanumu.

(uactsp 2 B pen. @enepanbHoro 3akoHa oT 08.03.2015 N 34-03)

2.1 -2.2. Yrpatunu cuiy ¢ 1 nronst 2015 roga. - @enepanbusiii 3ak0H 0T 08.03.2015 N 34-D3.

3. Pacuer mpenenbHBIX OTIYCKHBIX ILIEH, YKa3aHHBIX B 4acTAX | M 2 HacrosmeW cTaTbu, NPH HX
rOCYy/apCTBEHHOW DPETUCTPALUU WIA MNEPEPErHCTpPalMM OCYILIECTBISETCS B COOTBETCTBUU C METOIMKOM,
yTBepkaeHHou [IpaBurensctBoM Poccuiickon denepani 1 yYUTHIBAIOLIEH, B YACTHOCTHU:

1) coOmronmenue OanaHca HMHTEPECOB TMOTpeOHTENEH JIEKApCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
NEpCUYCHb KU3HCHHO HCO6XOI[I/IMI)IX A BaXHEHUIINX JICKApCTBCHHLBIX IIpPCriapaTroB, U HpOHSBOILHTCHeﬁ
JICKAPCTBCHHBIX IMPCIapaTroB, BKIOYCHHBIX B TIIECPCUCHb KHU3HCHHO HeO6XOJII/IMI)IX A BaXHEHITHX
JIEKapCTBEHHBIX MPEIapaToB;

2) daxTuuecKkyr OTIMYCKHYIO IIeHy Ha JeKapcTBeHHbIE mpemapaTsl B Poccuiickoit ®enepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX mnpenapatoB B Poccuiickyro ®enepanuio, a TakkKe LEHbl HAa aHAJIOTUYHBIE
JICKapCTBEHHBIE Mpenapathl, HaXosamuecs B oopamenuu B Poccuiickoii @enepanuu;

3) 3aTparhl TPOW3BOIUTENS JICKAPCTBEHHOTrO TIpermapara Ha MPOU3BOJACTBO M  peaTU3AIUI0
JIEKapCTBEHHOTO Tperiapara;

4) neHy Ha JEKapCTBEHHBIH MpenapaT HHOCTPAHHOTO IMPOU3BOJICTBA, €T0 LIEHY B CTpAaHE MPOU3BOJUTEIIS
U B CTpaHaX, B KOTOPBIX Mpenapar 3aperHcTpUpOBaH W (WJIM) B KOTOpBIE IOCTABISAETCS WHOCTPAHHBIM
MIPOU3BOIUTEIIEM.
(dactsp 3 B pen. @enepanbHoro 3akoHa oT 08.03.2015 N 34-03)

4. He pomyckaroTcs peanuzalis W OTIYCK JIEKAPCTBEHHBIX IPENapaToB, BKIIIOUEHHBIX B INEPEYCHb
KU3HEHHO HEOOXOJUMBIX M BaXHEMIIMX JIEKapCTBEHHBIX IIPENapaToB, Ha KOTOpbIE MPOU3BOIUTEISIMU
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JIEKapCTBEHHBIX IIPErapaToB HE 3aperucTpHpOBaHa IpeleNbHas OTIMYCKHas II€Ha, pealn3alysi U OTITYCK
MPOU3BOJIUTENISIMU  JIGKAPCTBEHHBIX ~ IpernaparoB IO IIeHaM, MPEBBIIAIOIINM  3apEerHCTPUPOBAHHBIC
IpCACIIbHBIC OTITYCKHBIC IICHBI HA JICKAPCTBCHHBIC IIPCIIaAPAThI.

(uacte 4 BBeneHa denepanbHbiM 3akoHOM OT 08.03.2015 N 34-®3; B pen. denepanbHOro 3akoHa OT
03.07.2016 N 350-D3)

5. OcoGeHHOCTH TOCYJapCTBEHHOTO PEryJIHpOBaHUS MPEAETbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHbIE
npernaparhl, BKIIOYSHHbBIE B TIepeYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHUIIINX JIEKAaPCTBEHHBIX MPENapaToB, B
3aBUCHMOCTH OT SKOHOMHYECKHX U (WMJIM) COIMANBHBIX KpUTEPHEB (M3MEHEHWE YCIOBUM, MOpsAKa W
CTOMMOCTH TPOM3BOJICTBA JICKAPCTBEHHBIX MPENapaToB, UCIOIH30BAaHUE HOBBIX (POPM, METOAOB U CIIOCOOOB
TOCYJJapCTBEHHOTO PETYJIMPOBAHMS II€H Ha JIEKapCTBEHHBIE Mpenaparhl, B TOM YUCJIE HA OCHOBE MEXaHH3Ma
pedepeHTHOTO I1IeHOOOpPA30BaHMsI, WM3MEHEHWW TIOpPS/IKA OKAa3aHHWs MEAWIIMHCKONW TIOMOIM, W WHBIC
n3MeHeHus1) ycranaBiuBatoTes [IpaBurensctBoM Poccuiickoit @enepariim.

(uacts 5 BBenena denepansubiM 3aKoHOM 0T 08.03.2015 N 34-D3)

Crtatba 62. FlocynapcTBeHHbIW peecTp NpepenbHbIX OTMNYCKHbIX LeH npousBoauTenen
Ha neKapcTBeHHble MnpenapaTtbl, BKMIO4YEHHble B NepevyeHb XU3HEHHO Heo6XoAUMbIX U
Ba)KHeMLUMX JIeKapCTBEHHbIX NpenapaToB

1. 3apeFI/ICTpI/IpOBaHHBIC IMPEACIIbHBIC OTITYCKHBIC LICHBI HA JICKAPCTBCHHBIC NIPCIIapaThl, BKIIFOUCHHBIC B
INEPpCUCHb KU3HCHHO HCOGXOI[I/IMLIX U BaXKHEUIIIHX JICKApPCTBCHHLIX IIPCIapaToB, IMOMJICKAT BKIFOYCHHUIO B
I‘OCy[[apCTBeHHBIf/i peecTp NpeaACIbHBIX OTIYCKHBIX IICH HpOH?;BOI[PITGJIGfI Ha JICKApCTBCHHBIC IIpCHaparhl,
BKJIFOUCHHBIC B IIEPCUCHDb JKU3HCHHO H€06XO)II/IMI)IX 1 BaXKHEHIIINX JICKApPCTBCHHLIX IPCIIapaToB.

2. T'ocynmapcTBEHHBIM peecTp MNPEAeTbHBIX OTIMYCKHBIX II€H IPOU3BOAMUTENECH Ha JIEKAPCTBEHHBIE
npernaparbl, BKJIOUYSHHbBIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINUX JIEKAPCTBEHHBIX MPENapaTos,
COJIEPKUT B cebe CIeqy oIy HHPOPMAIIUIO:

1) HamMeHOBaHME JAepKaTelss WIM BJaJelblla PErHCTPAIIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO
npernapaTta, HAUMEHOBAaHUE TIPOU3BOUTENS JICKAPCTBEHHOTO MIperapaTa, CBEICHUS O PETUCTPAIIUU JAepKaTels
WIA BJIaJIeNblla PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS JEKAPCTBEHHOTO Iperapara, CBEIACHUS O PETHUCTpaIud
MPOM3BOJIUTEINISI  JIGKAPCTBEHHOTO  TIperapara  JUIs  MEIUIMHCKOTO  TNPHUMEHEHHS B KadecTBe
HAJIOTOIIJIATEIIbIIUKA B CTpaHE peructpanuu (I pPOCCUHCKUX HOPUANYECCKHX JIUI] - WACHTU(DUKAIIMOHHBIN
HoMep Hanoromarenbimuka (MHH), ans WHOCTpaHHBIX FOPUAMYECKUX JIMI[ - CTpaHa pPErHCTpalluy,
HAaUMEHOBAHHE DPETUCTPUPYIOIIETO OpTaHa, PErHCTPAIMOHHBI HOMEp, KOJ HAJIOTOIIaTeNbIINKa B CTpaHe
peructpanyu (MHKOPIOPAIMK) WM €ro aHaJIoT), MECTO HaxXOXIACHHS TMPOU3BOJACTBEHHBIX ILIOMIAIOK,
YYacTBYIOUIMX B TPOIECCE ITPOM3BOJICTBA JIEKAPCTBEHHOTO Iperapara, C YKa3aHHEM CTaJud mpolecca
MTPOU3BO/ICTRA;

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMEHOBaHME JIEKAPCTBEHHOro  Ipernapara  (MeXIyHapoJHOE  HENaTeHTOBaHHOE, WM
IPYyNIUPOBOYHOE, MM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp PEerHCTPAIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TIperapara,
4) nexapcTBeHHas GopMa C yKazaHHEM JO3UPOBKH JICKAPCTBEHHOTO Tperapara U ero KOJMYeCTBa BO

BTOPUYHOM (ITOTPEOUTEIIBCKOM) YITAKOBKE, & TAKKE KOMILJICKTHOCTb,
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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5) 3aperucTpupoBaHHasl IpeJiesibHas OTIIyCKHAas IIeHa B pyOIIsx;

6) nata MU HOMEp MpHUKa3a YMOIHOMOYEHHOTO (penepaabHOro OpraHa HCHOJHUTENBHON BIACTH O
FOCY/JApCTBEHHOW PEruCTpalry, MEePEePEerucTpalud MPEAeIbHOM OTIIYCKHOM LEHbl Ha JIEKapCTBEHHBIN
Tperapar, BKIFOUYCHHBIN B IEPEUYCHb KU3HEHHO HEOOXOUMBIX M BAXKHEHIIIHX JICKAPCTBEHHBIX TPENapaToB;

(. 6 B pen. ®enepanbHOTO 3aK0HA OT 22.12.2014 N 429-D3)

7) WTPUXOBOM KOJI, HAHECCHHBIH HA BTOPUYHYIO (TOTPEOUTEIHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara;
(n. 7 BBenen DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

8) KOJ JIEKapCTBEHHOIO TIperapara II0 aHATOMO-TEPAIEeBTHYECKO-XUMHUYECKON KiIaccu(HUKaImm,
PEKOMEHI0BAaHHOW BcemMupHOil opraHn3anueil 31paBoOXpaHEHNs.
(. 8 BBeaeH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

3. T'ocynapctBeHHass perucrpauus IpEeNbHbIX OTIYCKHBIX LE€H Ha JIEKapCTBEHHBIE IIpenaparsl,
BKIIIOUEHHBIC B IEpPEeUeHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHMIIMX JEKapCTBEHHBIX MpENnaparoB, BelCHUE
TOCYIApCTBEHHOI'O0 PEECTpa MPEACIIbHBIX OTIIYCKHBIX LIEH IMPOU3BOJUTENIEN HA JIEKAPCTBEHHBIE IPENapaThl,
BKIIIOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOAMMBIX W BaXKHEHIIUX JIEKAPCTBEHHBIX IPENapaTos,
OCYILIECTBIISIFOTCA B MOpsAZIKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoin denepanuu.

CraTtbsa 63. YcTaHOBNeHue opraHaMmm UCNOJNTHUTENbLHOWN BnacTu cyobektoB Poccumnckon
depepaumn npepenbHbIX pa3MepoB ONTOBbIX HaAbaBOK W npeaenbHbIX pa3mMepoB
PO3HUYHbIX Hagb6aBOK K  (paKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBIEHHbIM
npousBoAUTENAMU NEKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble npenapaTtbl Ans
MeAMLIMHCKOro NpuMeHeHus

1. Opransl HCTIOJTHUTEIBHON BIacTH CyOBekTOB Poccuiickoit denepanuy ycTaHaBIMBAIOT MPEIEIbHBIC
pa3Mepbl ONTOBBIX HaJ0aBOK M INpejebHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUYECKMM OTITYyCKHBIM
LIEHAM, YCTAHOBJICHHBIM NPOM3BOAMTEISIMU JIEKAPCTBEHHBIX IPENAapaTOB, HA JIEKAPCTBEHHBIE IpENapaThl,
BKJIIOYCHHBIE B TIepEYEHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX IIPEMapaTroB, B
COOTBETCTBUM C YTBEPKIECHHOM B IOpsake, ycraHoBiaeHHOM IIpaBurensctBoM Poccuiickonn ®denepanuu,
METOJIMKOM YCTAQHOBJIGHHS OpraHaMHM WCIIOJHUTENbHON Biactu cyOwbekToB Poccuiickoit denepaunu
IpeAeabHbIX pa3MEpOB ONTOBBIX HAJ0ABOK U NPEAEIbHBIX Pa3MEpOB PO3HUYHBIX Ha/l0aBOK K (aKTHUECKUM
OTIIyCKHBIM II€HAM, YCTaHOBJEHHBIM IPOU3BOIUTENSIMM JIEKAPCTBEHHBIX IIPENapaToB, HA JIEKAPCTBEHHBIE
Ipernaparsl, BKIIOUYEHHBIE B MIEPEYCHb KU3HEHHO HEOOXOAUMBIX U BaKHEHININX JIEKApCTBEHHBIX MpenapaToB.
IIpoeKThl pemeHuii opraHoB UCTIOHUTENFHON BIIacTH cyObekToB Poccuiickoii deneparyin 00 ycTaHOBICHUN
U (WIM) W3MEHEHWH TMpPEIeNbHBIX pa3MEpoOB OINTOBBIX HAA0AaBOK M TPENENbHBIX pPa3MEpPOB PO3HUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIICHHBIM MPOU3BOAMUTENSIMU JIEKApPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHbIE Ipernaparbl, BKIIOYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX MPENaparoB, MOJUIeXKAaT COMVIACOBAHUIO C  (elepalbHbIM  OpraHOM
UCTIOJHUTEIBHOM  BJIACTH, YIMOJIHOMOYEHHBIM OCYLIECTBJIATH IPaBOBOE pEryjMpoBaHuME B  cdepe
TOCYJJapCTBEHHOTO pETyJIupoBaHus LeH (Tapu¢oB) Ha TOBaphl (YCIyrH), B TOPSIKE, YCTAHOBIEHHOM
[IpaBurensctBOM Poccuiickoit deneparnumn.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. Opranuzanuu ONTOBOM TOproBau W (WIM) anTeYHble OpraHu3allud, WHIAUBUAYaJIbHbBIE
peapUHUMATENH, UMEIOIUE JTUIICH3HI0 Ha (JapMalleBTUYECKYIO AESITeTbHOCTh, OCYIIECTBISIOT PEAIU3aIUIO
JICKapCTBEHHBIX IMPEMapaToB, BKIIOUEHHBIX B TMEPEYCHb KU3HEHHO HEOOXOMUMBIX ¢ BaKHEHIIHMX
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JIeKapCTBEHHBIX IMPENapaToB, MO II€HaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY (aKTHUECKOW OTITyCKHON
LIEHbl, YCTAaHOBJICHHOW IIPOMU3BOAMTENIEM  JICKAPCTBEHHBIX  IIPENApaToB M  HE  IPEBBIMIAIOIIEH
3aperuCTPUPOBAHHOM MPENIEIbHOM OTITYCKHOM IIEHBI, U pa3Mep ONTOBON HaI0ABKH U (MIIH) pa3Mep pO3HHYHON
HaJ0aBKH, HE IMPEBBIIAIOLINE COOTBETCTBEHHO pa3Mepa IpelelbHOM ONTOBOM HaabaBKu U (WJIM) pa3Mepa
npesieIbHON POZHUYHON HaZ0aBKH, YyCTAaHOBIEHHBIX B cyObekTe Poccuiickoit deneparuu.

3. Opranbl HCIOJHUTENBHOM BJIACTH CYOBEKTOB Poccuiickoii ®enepanuu pa3MenialoT B CETH
"MuTepHer" WK OMyOITUKOBBIBAIOT WH(GOPMAIIMIO O 3apPETUCTPUPOBAHHON MpeNelbHON OTIMYCKHOMN IIeHe Ha
JICKapCTBEHHbIC TMpemapaThl, BKIIOUEHHBIE B TME€PEUCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHMX
JIEKapCTBEHHBIX IpenapaToB, 00 YCTaHOBIECHHBIX B cyOBbekTe Poccuiickoit @enepannu pazMepe mpeaenbHon
ONTOBOW Ha/0aBKHU U (WJIK) pa3Mepe MpeaebHON PO3HUYHON Ha0aBKU K YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX MIpenapaToB PaKTUUECKUM OTIYCKHBIM IIEeHaM Ha JIEKapCTBEHHbIE IIPeraparhl, BKIOYEHHbBIE B
nepeyeHb )KM3HEHHO HEOOXOIUMBIX U BaKHEHMIIUX JIEKAPCTBEHHBIX MpernapaTroB, U 00 yKa3aHHOH B yactu 2
HacTosAmel ctatbu cymme. MHQopmamus, mpeaycMOTpeHHash HACTOSIIEH YacThio, JOJDKHA pa3MelaThCs
TaKk)Ke€ B aNTEUHBIX OpPraHM3aIUsAX B JOCTYMHOW JUIsl CBEACHHS BCEX 3aWHTEPECOBAHHBIX JHII GopMmMe U
OOHOBIIATHCS MO0 MEPE €€ OIMyOIUKOBAHMUS.

4. IlpunsaTtele c HapylleHHeM 3akoHojaTenbcTBa Poccuiickoil denepanuu pemieHUs OPraHoB
WCTIOTHUTEIPHOW BiacTH cyobekTa Poccuiickoit ®denepanun 00 YCTAaHOBJICHUHW TMPEICITBHBIX Pa3MEPOB
ONTOBBIX HAJ0aBOK M MPEIENIbHBIX Pa3MepOB PO3HUYHBIX HAI0ABOK K 3apEerHCTPUPOBAHHBIM MPECIbHBIM
OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE Mperaparhl, BKIIOUYEHHbIC B MEPEUEHb KUZHEHHO HEOOXOAMMBIX U
Ba)XHEHIIINX JICKAPCTBEHHBIX MPENapaToB, MOJJIEKAT OTMEHE B CyIeOHOM MOpPSKE.

nasa 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3OINACHOCTHU
NNEKAPCTBEHHbBIX MPEMAPATOB, HAXOOALLUMXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALIUUN
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 64. ®apmakoHagsop
(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC TpemnapaThl, Haxonsmuecs B oOpamieHun B Poccuiickoir ®Deneparuu, mojiexar
MOHHUTOPUHTY 3()PEKTUBHOCTU U OE30MACHOCTH B IENSX BBISBICHHS BO3MOXKHBIX HETaTUBHBIX MOCIEICTBUI
WX TPUMEHECHUS, WHIWBUIYabHOM HENMEPEHOCHUMOCTH, MPEAYyNPekACHUS MEAUIMHCKUX pPaOOTHUKOB,
BETEPUHAPHBIX CIELUATUCTOB, MAIMEHTOB WM BJIAJICNbLEB JKUBOTHBIX M MX 3aIIUTHl OT MPUMEHEHUS TaKUX
JIEKapCTBEHHBIX MPEMapPaTOB.

2. dapmakoHa/I30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (pe/iepabHbIM OpPraHOM
UCIIOJIHUTENILHOW BJACTU B YCTaHOBJIEHHOM MM HOpsJKE IyTeM aHajiu3a MIpPeAOoCTaBIseMON CyObeKTaMu
oOpalleHus1 JIEKapCTBEHHBIX CPEJICTB MHPOPMALMU O MOOOYHBIX JEHCTBUAX, HEXKETaTeIbHBIX PEaKIMsX,
CEPbE3HBIX HEXKEJIATENbHBIX PEAKIUAX, HENPEABUACHHBIX HEKENATENIbHBIX pPEaKUMSIX NpU NPUMEHEHUU
JEKapCTBEHHBIX MpenapaToB, 00 WHIMBUAYAIbHOW HENEPEeHOCHMOCTH, OTCYTCTBHU 3(PeKTUBHOCTH
JIEKapCTBEHHBIX IMPETapaToB, a Takke 00 WHBIX (aKTax W 0OCTOATENBCTBAX, MPEICTABISIONINX YTPO3y KU3HA
WA 300POBBIO YCIIOBECKA JIMOO0 KUBOTHOTO IIpru MPUMEHCHUH JICKAPCTBCHHEBIX IIPCIapaTOB U BBIABJICHHBIX Ha
BCEX ATarax oOpaleHus JIeKapCTBEHHBIX npenapaTtoB B Poccuiickoit denepanyu u 1pyrux rocy1apcrpax.

3. CY6’LGKTLI 06paH_[eHI/I$I JICKAPCTBCHHBIX CPEACTB B IMOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM
(I)C,HepaJ'IBHLIM OpraHoM HCIIOJHUTEILHOM BJIaCTH, 00s13aHbBI COO6]J_I8.TB B yHOHHOMO‘IGHHBIfI (beﬂepaHBHBIﬁ
opra”n HCIOJHUTEIIFHOM BJIACTM O IOOOYHBIX I[CflCTBPIHX, HCIKCJIATCIIbHBIX PCaKIUAX, CCPbC3HBIX
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HE)KEJIATENIbHBIX PEaKLUAX, HENPEIBUICHHBIX HEXKEJIATEIbHBIX PEAKIMAX NPU MPUMEHEHHH JIEKAPCTBEHHBIX
npenaparoB, 00 WHAMBHUIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUM 3(P(GEKTUBHOCTH JIEKAPCTBEHHBIX
MpernaparoB, a Takxke 00 MHBIX (aKkTax M 0OCTOATEIBCTBAX, MPEACTABIIAIONINX YIPO3Y KU3HU WU 310POBBIO
YenoBeKa JIMO0O0 JKMBOTHOTO TMPH MPUMEHEHUH JICKApCTBEHHBIX TPENapaToB M BBISBICHHBIX HAa BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpernapatoB B Poccuiickoit @eneparyiv U Apyrux rocy1apcTpax.

4. Jlepxxarenu WM BiaJENbLbl PErUCTPALMOHHBIX YJAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENapaTos,
IOpUINYECKUE JIMLA, HA UMSI KOTOPBIX BBIJAHBI PAa3pelleHHs] HA MPOBEACHUE KIMHMYECKUX HCCIEIOBAaHUN B
Poccuiickoit deneparyu, 1100 yrNoJIHOMOYEHHBIE UMHU JApPYTUe IOPUINYECKUE JIHMIAa B paMKax oOecledeHus
0€30MaCHOCTH  JIEKAPCTBEHHBIX  NpPEMapaToB B MOPSAJKE,  YCTAaHOBJICHHOM  COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJIHUTEIBbHOM BIACTH, 00sI3aHBI OCYIIECTBISATh IPUEM, YUET,
00paboTKy, aHaIM3 ¥ XpaHEHHE NOCTYNAIOIINX B UX aJpec OT CyOBEeKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEICTB
U OpPraHoB TOCYJapCTBEHHOW BJACTH COOOIICHUN O MOOOYHBIX JEUCTBUSAX, HEXKENATEIbHBIX PEaKIIUAX,
CEpPbE3HBIX HEXKENATEeNbHBIX M  HENPEABUACHHBIX HEXKENATEIbHbIX pPEAKUUAX NpU HPUMEHEHUU
JICKapCTBEHHBIX IMpemapaToB, 00 OCOOEHHOCTAX WX B3aHUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMU
npenaparamMy, HHIUBUAYaJbHOW HEMEPEHOCHMOCTH, a Takke 00 HHBIX (akrax U 00CTOATENbCTBAX,
MPECTABISIONIMX YIPO3Y KHU3HH I 370pPOBBIO YeJIOBEKa JHOO0 KUBOTHOTO WIIM BIUSIOIINX HAa W3MEHEHHE
OTHOIICHHUS 0’KUJAEMOM MOJIb3bl K BO3MOXKHOMY PUCKY NPUMEHEHHUSI JIEKAPCTBEHHBIX NPENapaToB.

5. Tlpu BeisIBICHUM WHOpPMAIMM O CEPHE3HBIX HEXKENATCIbHBIX PEAKIUAX W HEMPeIBUICHHBIX
HEKENATeNbHbIX PEaKIUsIX MpH MPUMEHEHHH JIeKapCTBEHHBIX IMIpermapaToB, 00 OCOOEHHOCTSX HUX
B3aUMOJICUCTBUS C JIPYTMMHU JIEKAPCTBEHHBIMH IIpenapaTaMu, UHAUBUAYAIbHON HENEPEHOCUMOCTH, a TaKkKe
00 wHBIX (pakTax U OOCTOSATENHCTBAX, BIUSAIONIMX HA W3MCHCHHE OTHOIICHHUS OXHIaeMOH TMOJIb3bl K
BO3MOXKHOMY  PHUCKYy TPUMEHEHHS JICKapCTBEHHBIX  TMPEMaparoB, JEp)KaTeld WM  BIAACINIbIIBI
PETUCTPAIIMOHHBIX YJIOCTOBEPEHUN JIEKAPCTBEHHBIX TPEMApPATOB, IOPUIUYECCKHE JIHIA, HA HMS KOTOPBIX
BBIZIaHBI pa3pelicHus] Ha MPOBEJCHHE KIMHUYECKUX HccienoBanuii B Poccuiickoit denepanuu, mmubdo
YIOJHOMOYEHHbIE MU JPYTHe IOPUANUECKHE JHIA 00s13aHbl IPUHITH MEPHI, HaNpaBlIeHHbIE HA YCTPaHEHUE
HETaTUBHBIX TMOCJEICTBUI MPUMEHEHHUS TaKUX JICKAPCTBEHHBIX MPENapaToB, MPEIyNpeKICHUE MPUUYNHEHUS
Bpejla JKU3HU WIH 3I0POBBIO YEJIOBEKa JIMOO )KMBOTHOIO, 3aIIUTY UX OT MPUMEHEHHS TaKUX JIEKApCTBEHHBIX
MperapaToB, Ha JOMOJHUTEIBHBIN cOOp MaHHBIX 00 3((HEKTHBHOCTH M OS30MACHOCTH TAKHX JICKAPCTBEHHBIX
npenapaTos.

6. 3a HecooOlleHHEe WIN COKPbITHE MH(OPMAIMM, MPEeLyCMOTPEHHON 4acThlO0 3 HACTOSIIEH CTaTbH,
JiepKaTeNy WM BJIaJelblbl PErUCTPALMOHHBIX yIOCTOBEPEHHUN JIEKaPCTBEHHBIX MpenapaToB, IOPUANYECKHE
JMIA, HA UM KOTOPBIX BBIIAHBI pa3pellleHUs Ha NPOBEICHHE KIMHUYECKUX HccienoBaHuil B Poccuiickoit
CDe;[epauHH, 100 YHOOJHOMOUYCHHBIC UMHU JPYTUC FOPUANYICCKUC JINIA, a TAKKC JOJDKHOCTHBIC JIMIA, KOTOPBIM
9Ta nHpOpPMAIHS CTajla U3BECTHA IO POAY MX MPOPECCHOHATBHOMN NeSTeTFHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanumn.

7. Ilpu mojgydeHUW YMOIHOMOYEHHBIM (elepalibHbIM OPraHOM HCIOJHUTENIBHOM BJIACTH B paMKax
ocyliecTBieHUsT UM (hapMakoHaI30pa JIOKa3aTeIbCTB O HECOOTBETCTBHM JIEKAPCTBEHHOIO IMpernapara
YCTaHOBJICHHBIM TPEOOBAHUAM WJIM TIPH TMOJYYCHUH HMHPOPMAIMM O HECOOTBETCTBUU JAaHHBIX 00
3¢ GEeKTUBHOCTH W O 0€30MacHOCTH JICKapCTBEHHOTO Iperapara JaHHBIM O JIEKapCTBEHHOM IIperapare,
CoJIep’KalluMCsl B MHCTPYKIMHM 10 €r0 NPUMEHEHUIO (B TOM YHCIE BBISIBIECHHBIX B XOJE OCYIIECTBICHHS
(apmakoHaa30pa KOHTPOJBHO-HAJ30PHBIMH OpPraHaMH HHOCTPAHHBIX TOCYIApCTB), YIOJHOMOYEHHBIN
(denepanbHBIE OpraH HCIOJHUTEIBHON BJIACTU B YCTAaHOBJIEHHOM UM MOPSIKE PacCMaTpUBAET BOIPOC O
MPUOCTAHOBIICHUH MPUMEHEHHS TAKOTO JIEKapCTBEHHOTO Tpernapara.

Cratbsa 65. NMpuoctaHoBNeHMe NpMMEHEHUA NeKapCTBEHHOro npenapara
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1. Ilpu monydeHuu wHPOPMALMK O HEXKENATENbHBIX PEAKIHMAX MPHU NPUMEHEHUH JIEKaPCTBEHHOTO
mpenapara, HE YKa3aHHbIX B HHCTPYKLUMH II0 IIPUMEHEHHUIO JIEKApCTBEHHOI'O IIpemnapara, Cepbe3HBIX
HEeXeJIaTeNbHbIX pPEaKIUsX, 00 OCOOCHHOCTSX €ro B3auMOJEHCTBUS C JAPYTUMHU JIEKapCTBEHHBIMU
npenapaTamMi, KOTOpble MOTYT HPEACTaBIATh Yrpo3y >KU3HU WJIM 310pPOBBIO UEJIOBEKa JIMOO JKMBOTHOTO, a
TaKXe 0 HECOOTBETCTBUHU JAHHBIX 00 3(PPEKTUBHOCTU U 0 OE30MMaCHOCTH JIEKAPCTBEHHOTO IMpenapara JaHHbIM
0 JICKapCTBEHHOM IIpenapare, COAEP:KAIIMMCS B HMHCTPYKLUHMH [0 €ro IPUMEHEHUI0, B TOM 4YHUCIE OT
YIIOJIHOMOYEHHBIX OPraHOB MHOCTPAHHBIX T'OCYJIApCTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBUU C
COTJIAIICHUSIMH ~ MEXJIY YIOJHOMOYEHHBIM (ellepallbHbIM  OpPraHOM  HWCHOJHHUTENBHOW  BIACTH U
YIOJHOMOYEHHBIMH OpraHaMM MHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (enepanbHbIi  Oprax
UCIIOJIHUTENILHOW BIACTU PACCMATPUBACT BOIPOC O BO3MOYKHOCTH NPUOCTAaHOBJIEHUS OOpAleHHs TaKOro
JIEKapCTBEHHOTO IMpenapata B TMOPsAJKE, YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (peepanbHbIM OpPraHoM
HCIIOJIHUTEIIBHON BIIACTH.

2. llpu HEUCHOJHEHUHM WJIA HEHAAJeXKAIleM UCIOJHEHUH JEpXKaTeJsIMU WM  BIaJesibllaMu
PETUCTPALIMOHHBIX YJIOCTOBEPEHHI JIEKAPCTBEHHBIX MPEMAPATOB, IOPUINYECKUMH JULAMH, HA UM KOTOPBIX
BBIJIaHBl pPa3pelICHHs] Ha MNPOBEACHUE KIMHUYECKHX HcciaenoBanuii B Poccuiickoit denepauuu, Wiu
YIOJIHOMOYECHHBIMU UMHU JIPYTUMH IOPUIUYCCKUMHU JIMIIAMH OOS3aHHOCTEH, YCTAHOBJICHHBIX YacTIMH 3 U 4
ctatbl 64 Hactosmero degepanbHOro 3aKoHa, JHUOO B CIy4yasX MPEJCTABICHUS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCIIOTHUTEIBHOW BIACTH 3aKIIOYEHHS O HEIOCTOBEPHOCTHU
pe3yJIbTaTOB KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipenapara sl MEIULMHCKOTO IMPUMEHEHUS,
KOTOPO€ OCHOBAaHO Ha pe3yJibTaTaX IPOBEPKH MEIUIIMHCKOW OpraHu3alyH, MPOBOAMBILIEH YKa3aHHOE
KJIMHUYECKOE HCCIICIOBAHUE C HApYLICHWEM NpaBUJI HaJUIeKalleld KIMHUYECKOW MPaKTHKWA, U MPUBEIO K
MOJIYYCHUIO HEJIOCTOBEPHBIX pE3YyJbTAaTOB, JUOO B CIly4ac HEBBITIOJHCHHs TPEANKUCAHUS, BBIJAHHOTO
YIOJTHOMOYEHHBIM  (peflepalbHBIM OpPraHOM HCIIOJMHHUTEIBHOW BJIACTU IO MTOTaM  OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJS KayecTBa JIEKAPCTBEHHOTO TIperapara, YHIOJHOMOYEHHBIN (eaepaibHbli OpraH
HCIOJIHUTEIBHOM BJIACTH B YCTAaHOBJIEHHOM HM IMOPSJAKE pacCMaTpPUBAET BOIPOC O MPUOCTAHOBICHUU
MPUMEHEHHUS] TAKOTO JICKAPCTBEHHOTO Tperapara.

3. YnonHomoueHHbIN (enepaabHblii OpraH UCIOIHUTEILHOM BIIACTH NIPU MPEACTABIECHUHN €My CBEJICHUI
O HECOOTBETCTBMM IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAHMAM MpaBWI  HaJUlexKallen
HPOM3BOJICTBEHHOM NMPAaKTUKU U (MJIM) O HapyILIEHUH JHMIIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBUIM BBISBICHBI
B XOJ€ IPOBEACHUS HWHCIEKTUPOBAHUS IPOU3BOJUTENSA JICKAPCTBEHHBIX CPEIACTB WM OCYLIECTBICHUS
JMILIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MPUBECTH K
MIPOU3BO/JICTBY JIEKAPCTBEHHBIX MPENapaToOB AJsl MEAUIIMHCKOTO MPUMEHEHHS], IPUYNHHUBIINX MM CIIOCOOHBIX
NPUYUHUTG BpEJ )KU3HU WJIU 3I0POBBI0 I'PAXKJIAH, PACCMATPUBAET BOIPOC O MPHOCTAHOBICHUN MPUMEHEHHUS
JICKapCTBEHHBIX NPENAapaToB sl MEAULUHCKOIO IPUMEHEHHUS B YCTAHOBICHHOM UM IOPSJKE B CICIYIOLIMX
CIIyqasx:

1) COoCTaB M (I/IHI/I) TCXHOJIOTHA TIIPOU3BOACTBA JICKAPCTBCHHOI'O TIIpfrapara oJjid MCEAUIUHCKOTO
MNPUMCHCHUA (C OIIMCaHHUEM CTaI[I/IfI HpOI/I3BOIICTBa) OTJINYAIOTCA OT 3a4BJICHHBIX B pCrUCTPAlMOHHOM JOCHE,

2) JeKapCTBEHHBIN mMpernapaTr s MEAUIIMHCKOTO NPHUMEHEHUs MPOW3BEACH Ha MPOU3BOACTBEHHOM
IJIOIIAIKE, HE YKa3aHHOM B PETUCTPALIMIOHHOM JIOChE;

3) y nOpoM3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, HOJTBEPXKJIAIOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O TIpemnapara A MEJUIMHCKOTO MpPUMEHEHMs, BBOJUMOIO B
rpaXkJIaHCKUI 000poT, TpeOOBAHHSIM, YCTAHOBJICHHBIM IIPU €0 TOCYIapCTBEHHON PErHCTpallny;
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4) MpON3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIIACOBAHHBIN C COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM
(benepaqbHBIM OpPraHOM HCIIOJHUTEIBHOW BJIACTH CPOK HE YCTpPaHEHbl HapyLIeHUs TpeOOBaHUN IMpaBHI
Ha/IJIeKaIIeld TPOM3BOJICTBEHHOM MPAKTHKH U (WJIN) JTUICH3HOHHBIX TPeOOBaHUH, KOTOPBIE OBUIN BBISABICHBI B
XOZIe TPOBENEHUS WHCIIEKTHPOBAHUS TPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEIACTB WM OCYUIECTBICHUS
JMIIEH3MOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M IMTPUBEIH MM MOTYT IMPHUBECTH K
IPOU3BOJICTBY JICKAPCTBEHHBIX MPENApaToOB Ul MEIUIIMHCKOTO IPUMEHEHHS, TPUUMHHUBIINX HIIH CIIOCOOHBIX
NPUYUHHATE BPEJT )KU3HU WIN 340POBBIO TPasKAaH.

(uactp 3 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

4. YHOTHOMOYEHHBIH (hefepaibHbIii OpraH UCIOJHUTEIFHON BIACTH NMPU HAJMYUU Y HETO CBEJCHUHN O
HECOOTBETCTBUHM  TNPOM3BOMMTENS  JIEKAPCTBEHHBIX  CPEICTB  TPeOOBaHUSM  MPaBHUJ  HaJJIeKaIIen
MIPOU3BOJICTBEHHONW MPAKTUKHU U (MJIM) O HApYyUIEHUH JIMIIEH3UOHHBIX TPeOOBaHUMN, KOTOpPbIE OBLIIN BHISBICHBI
B XOJE MPOBENCHUS HWHCICKTUPOBAHUSA IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEIACTB WM OCYILECTBICHUS
JIMLIEH3UOHHOTO KOHTPOJIS B cepe NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT IIPUBECTH K
MIPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENapaTroB [UIsi BETEPUHAPHOIO IPUMEHEHMs, IPUYUHUBIINX WIH
CIOCOOHBIX MPUYMHUTH BPE )KU3HU WU 310POBBIO JKUBOTHBIX, PACCMAaTPUBAET BONPOC O MPUOCTAHOBICHUU
peanu3anyuy U MPUMEHEHMS JIEKAPCTBEHHBIX IIPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHMS B YCTaHOBJICHHOM
VM TOPSAKE B CIEAYIOIINX CIIyYasx:

1) coctaB M (WIM) TEXHOJIOTHUSA TPOU3BOJCTBA JIEKAPCTBEHHOIO IIpernapaTa AJisi BETEPHUHAPHOTO
MpPUMEHEHUs (C OMUCaHUEeM CTaJHi MPOU3BOJICTBA) OTIIMYAIOTCS OT 3aBIIEHHBIX B PETUCTPAIIMOHHOM JIOCHE;

2) HCKapCTBeHHLIﬁ npenapar A BCTCPUHAPHOI'O IMPUMCHCHUSA TPOU3SBCIACH Ha HpOH3BOI[CTBCHHOI>i
IIomajake, He yKaSaHHOﬁ B pCruCTpaiiOHHOM JOChE,

3) y TOpoOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOJTBEP:KIAOILINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O TMpernapara Jjs BETEPUHAPHOTO MPUMEHEHMs, BBOJAUMOIO B
IpaXXAaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €r0 TOCYJapCTBEHHOM perucTpalmy;

4) MpON3BOTUTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIIACOBAHHBIN C COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM
(benepaqbHBIM OpPraHOM HCIOJHUTENBHOW BJIACTH CPOK HE YCTpPaHEHbl HapyLIeHUs TpeOOBaHUN IMpaBHI
Ha/IJIeKaIIeld TPOU3BOJICTBEHHOM NMPAKTHKH U (WIIN) JTUICH3HOHHBIX TPeOOBaHUH, KOTOPBIE ObUIN BBISBICHBI B
XOZIe TPOBENEHUS WHCIIEKTHUPOBAHUS TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB WM OCYUIECTBICHUS
JMIIEH3UOHHOTO KOHTPOJIS B chepe MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M MTPUBEIH MM MOTYT IPHUBECTH K
IPOM3BOJICTBY JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHHs, MPUYMHUBIIUX WIH
CIIOCOOHBIX MTPUYMHUTD BPE] KU3HU HITH 3I0POBBIO )KUBOTHBIX.

(uactb 4 BBeneHa PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

CraTtbsa 66. UHpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

VYnonHOMOYeHHBIH (enepanbHblii OpraH UCHOIHUTENBHOM BIAcTH, OCYIIECTBISIIOMUI (papmMakoHaa3op,
HaxojAumxcs B obpamenun B Poccuiickoit @enepanuu, mo pesyiabrataM (papMakoHaa30pa pa3MellacT Ha
cBoeM ounmanbHOM caiite B cetr "MHTepHET" HHPOPMAIHIO O IPUHSTHIX PEUICHUSAX O BHECEHUH U3MEHEHUS
B UHCTPYKLHIO 10 TPHUMEHEHHUIO JIEKapCTBEHHOIO IIpernapara, O IPHUOCTAHOBICHUM NPUMEHEHUS
JIEKapCTBEHHOT'O IpenapaTa, 00 U3bATUU U3 OOpalleHHsl JIEKapCTBEHHOTO Mpernapara Uil 0 BO30OHOBJICHUU
IPUMEHEHHUs JIEKApCTBEHHOT0 Ipernapara.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

Mnasa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPWUHIA OBUWXXEHUA NNIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. WUHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Wadopmammss o JNEKapCTBEHHBIX IMpemapaTaxX, OTIYCKaeMbIX IO pEIEnTy Ha JIeKapCTBEHHBIN
npenapar, JI0JDKHA COJAEPXKAThCA TOJBKO B CHCIUATM3WPOBAHHBIX W3IAHUSX, NPEIHA3HAYCHHBIX IS
MEAMIMHCKUX, (hapMalleBTUYECKUX, BETEPUHAPHBIX paO0THUKOB. MH(DOpMaIus o IeKapCTBEHHBIX Mpernaparax
JUISL CTICIMATMCTOB B OOJACTH OOpAIleHUs JIEKAPCTBEHHBIX CPEICTB MOXKET COJEPKAaThCA B MOHOTPA(HIX,
CIPaBOYHHMKAX, HAyYHBIX CTaThsX, B JIOKJIAJaX Ha KOHTpeccax, KOH(PEPEHIUSIX, CUMIIO3UyMaX, HAyYHBIX
COBETaX, a TAK)KE€ B MHCTPYKIIMSIX 110 MPUMEHEHUIO JIEKaPCTBEHHBIX MPENapaToB.

2. Wuadopmammsi o JEKapCTBEHHBIX IperapaTax, OTIYCKaeMbIX Oe3 pelenrta Ha JIeKapCTBEHHBIN
npemnapar, MOXET COJEpPKaThCsl B MyONUKAIUAX W OOBSIBICHUSX CPEACTB MAacCOBOM HH(OpPMAIINH,
CHEIMATM3UPOBAHHBIX W OOIIMX MEYAaTHBIX H3JaHHUSIX, HHCTPYKIHSIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB, HWHBIX U3JAHUSX CYyOBEKTOB OOpalleHHs JIEKApCTBEHHBIX CPEACTB. PexiamHble MaTepualbl O
JIEKapCTBEHHOM TMpemapare, OTIyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIM Mpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKLHH M0 PUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jlomyckaercs WCIOJNIBb30BaHME JIIOOBIX MAaTE€pPUAIbHBIX HOCHUTENEH, MO3BOJIAIOIINX XPaHUTH,
nepeiaBaTh U HCMOIb30BaTh MH(POPMAIIHIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee HCKaKeHUS.

Koncynpranrllintoc: npumedanue.
Y. 4 ct. 67 BcTynaer B cuity ¢ 1 siuBapsa 2020 roga.

4. Ilns ueneit uaeHTuGuKanuy yrmakoBOK JIGKAPCTBEHHBIX MPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHECHHUS
MPOU3BOAMUTENIN JICKAPCTBEHHBIX CPEJACTB B TOPSJKE, ycTaHOBIEHHOM IIpaButenbctBoMm Poccuiickoi
@denepanyivi, HaHOCAT Ha TMEPBUYHYIO VYIAKOBKY (B OTHOIIEHWH JIEKAPCTBEHHBIX MpemapaToB IS
MEJUIIMHCKOTO TPUMEHEHUS, Il KOTOPhIX HE MPEeayCMOTpEHa BTOPUYHAS YIAKOBKA) M BTOPHUYHYIO
(MOTPeOUTENBCKYI0) YIAKOBKY JICKAPCTBEHHBIX IPENaparoB I METUIIMHCKOTO TPHUMEHEHHS CpPEICTBa
UICHTH()UKAIMN, 33 WCKIIOYCHHEM JIGKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO TNPHMEHEHUS,
MIPOU3BOUMBIX JUIsI TIPOBEJCHUST KIMHUYECKUX HCCIICIOBAHMM, IKCIIOPTA, JIEKAPCTBEHHBIX MPEMapaToB IJIs
METUITMHCKOTO MPUMEHEHHMsI, YKa3aHHBIX B yacTsax 5 u 8 crathu 13 HacTosmero denepanbHOro 3akoHa.
(uacts 4 BBenena denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

5. XapakTepuCTHKHN CPeCTBA MICHTU(DUKALINY, TTOPSAJOK €r0 HAaHECEHUs] U TPeOOBAaHUS K CTPYKTYpe U
¢dopmary uH(DOpMAIMH, KOTOPYIO COAEPKUT CPENCTBO WACHTHU(HKAIMM, onpenenstorcs lIpaButenscTBoM
Poccuiickoit ®eneparum.

(uacts 5 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

6. HOpHI[OK CO3J1aHu, pa3BUTHUA, BBOJAA B SKCINIyaTallUlO, SKCILUITyaTalliM W BbIBOJA U3 JKCILTyaTalluH
CUCTCMbl MOHUTOPHUHI'A ABUXXCHUA JICKAPCTBCHHBIX IIPENApaTOB I MCAUIMHCKOI'O NPHUMCEHCHUS, MMOPAIOK
npeaoCTaBJICHUA I/IH(I)OpMaI_[I/II/I, CO,Z[Gp)KElH.[GfICSI B CHCTCMC MOHUTOPHUHIAa MABHXCHUA JICKAPCTBCHHBIX
nmpenaparoB il MCIUIOHUHCKOIO MPHUMCHCHUS, U TMOPAI0K BSaHMOHefICTBI/ISI yKa3aHHOﬁ CHUCTCMbBI C WHBIMH
TroCcy1apCTBEHHBIMHA I/IH(l)OpMaIII/IOHHI)IMI/I CHUCTEMaMHU U PIH(i)OpMaHI/IOHHI)IMI/I CUCTCMAaMH IOPUIUYCCKHUX JINI U
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VHAMBUIYAJIbHBIX NPEANPUHUMATENECH, YKa3aHHBIX B yacTsax 7 M 10 HacTosued cTaTby, yCTaHaBIMBAKOTCS
[IpaButenscTBoM Poccuiickoit @enepanuu. OneparopaMu CUCTEMBI MOHUTOPHHTA JBUKEHMSI JIEKAPCTBEHHBIX
MpenaparoB i MEIUIIMHCKOTO NMPUMEHEHHUs SBIAIOTCSA (PeaepaibHblii OpraH HCHIOJHHUTEIBHON BIACTH U
(unn) opranuzanus, ynonHoMmoueHHsle [IpaButensctBom Poccuiickoit denepannu.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

Koncynpranrlitoc: npumedanue.
Y. 7 ct. 67 BcTynaer B cuity ¢ 1 siuBapsa 2020 roga.

7. IOpuauueckne nMIAa W WHAMBUAYAIBHBIC NPEANPUHUMATENN, OCYIIECTBISAIONIUE IMPOU3BOICTBO,
XpaHeHue, BB0O3 B Poccuiickyro denepanmio, OTIYCK, pealn3alyio, nepeaady, NpUMEHEHUE U YHUUTOKEHHE
JIEKapCTBEHHBIX IpenapaTroB Uil MEIULMHCKOTO MPUMEHEHMs, O00eCledrBaloT B IOpPsIKE M B COCTaBe,
KoTopble ycraHoBJIeHBb! [IpaButenscrBoMm Poccuiickoit ®enepanuu ¢ yd4eToM BUAA OCYIIECTBIISIEMOM HMMHU
NeSITeIbHOCTH, BHECEHHE MH(OpPMAIMM O JICKApCTBEHHBIX Iperaparax Jjis MEAUIUHCKOTO NMPUMEHEHHUS B
CHUCTEMY MOHMTOPHUHIA JIBM)KEHMS JIEKAPCTBEHHBIX IIPENApATOB U1l MEAULMHCKOTIO IPUMEHEHHS.

(uacte 7 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

Koncynprantllntoc: npumeuanue.
C 29.11.2019 ct. 67 nononusercs 4. 7.1 (O3 ot 28.11.2018 N 449-D3).

8. Opranmm3anus HHOOPMAIIMOHHOTO  B3aMMOJCHCTBHS ~ CHCTEMBbl MOHHTOPWHTA  JBMDKCHUS
JICKapCTBCHHBIX  MpENapaTroB Uil  MEAWIUHCKOTO TMPHUMEHEHHS C HWHBIMH  TOCYAapCTBCHHBIMHU
UHGOPMAITMOHHBIMU ~ CUCTEMaMH OOECTeurMBaeTcss B TOM 4YHCIE MOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrieunBaromeil  MHOOPMAIIMOHHO-TEXHOJIOTMYECKOE  B3aUMOJCHCTBUE  HMH(OPMAIMOHHBIX  CHCTEM,
HCIIOJIB3YCMbIX IJid HTPCAOCTABJICHUA TOCYAAPCTBCHHLIX W MYHUIUIIAJIBHBIX YCIYI' W HCIIOJHCHUA
rOCy/IapCTBEHHBIX U MyHUIIMNAIBHBIX (QYHKIUI B 3JIEKTPOHHOM popme.

(dactp 8 BBenena denepaibHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

9. ObmenoctynHas uHpOpMalLus, coAepKallascs B CUCTEME MOHUTOPUHTA JBUKEHUS JIEKapCTBEHHBIX
npenapaToB Uil MEAMLMHCKOIO MPUMEHEHMs, pa3MeliaeTcss B MH()OPMalMOHHO-TEIEKOMMYHHUKAIIMOHHON
cetu "MHrepuetr" (B TOM uncie B (hopMe OTKPBITHIX JAHHBIX) B MOPsJIKE, yCTAaHOBICHHOM lIpaBuUTEn»cTBOM
Poccuiickoit ®enepanuu.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-D3)

10. IIpom3Bogurenn JEKAPCTBEHHBIX CPEACTB MOIYYAIOT COAEPIKAIIYIOCS B CHUCTEME MOHHMTOPHHIA
JIBYDKCHUS JICKAPCTBEHHBIX MPETapaToB sl MEAUIIMHCKOTO MPUMEHEHUSI HHPOPMAIHIO O CEpUsX M HMapTHAX
JIEKapCTBEHHBIX MPENapaToB, MPOM3BOAMMBIX UMU M HAXOASAIIMXCS B TpakIaHCKOM oboporte B Poccuiickoii
Deneparun, 6€3BO3ME3IHO.

(uactp 10 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Koncynprantlliroc: mpuMedaHue.
Y. 11 ct. 67 BCcTynaet B cuity ¢ 1 ssuBaps 2020 rona.

11. 3a mpou3BOACTBO WM MPOAAXY JEKAPCTBEHHBIX MpPEnapaToB Ui MEAMIMHCKOTO MPUMEHEHHs 0e3
HAHECEHMs CPEJICTB MJIECHTU(UKALIMY, C HapyIIEHWEM YCTaHOBJIEHHOIO MOpPSAKAa UX HAaHECEHUs, a TaKke 3a
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HECBOEBPEMEHHOE BHECEHHUE NAaHHBIX B CUCTEMY MOHUTOPWHTA ABW)KCHUS JIEKAPCTBEHHBIX MPENaparoB s
MEIUIIMHCKOTO TPUMEHEHMsS] WM BHECEHME B HEE HEJOCTOBEPHBIX JAHHBIX IOPUAMYECKHE JHMLIA U
MHIUBUAYAIbHbBIE IPEANIPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 U 7 HACTOSIIENH CTaTbU, HECYT OTBETCTBEHHOCTh
B COOTBETCTBUH C 3aKOHOJATENIbCTBOM Poccuiickoit deneparum.

(uacte 11 BBenena deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. TlpaButenbctBo Poccuiickoit ®Denepariuu BpaBe yCTAHOBUTH OCOOCHHOCTH BHEAPEHHUS CHUCTEMBI
MOHHUTOpPUHTA JBUKEHUS JICKAPCTBEHHBIX MPENapaToB Ui MEAUIMHCKOTO MPUMEHEHHs, BKIIOYasi CPOKH €€
BHEJPEHHUS, B OTHOLICHUU JIEKAPCTBEHHBIX IPENAapaToB Ul MEAMIMHCKOIO MPUMEHEHUS, BKIIOUYEHHBIX B
NepevYeHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JICKApCTBEHHBIX MPENapaToB, JEKApCTBEHHBIX MPenapaTos,
MpeaHa3sHAuYeHHBIX JUIsi OOECTeYeHHs JUI], OOJIbHBIX TeMOQWINEH, MYyKOBHUCIHIO30M, THIIO(PH3aPHBIM
HaHU3MOM, Oone3Hplo ['omie, 370KaueCTBEHHBIMM HOBOOOpPA30BaHUSMHU JIMM(OUAHON, KpPOBETBOPHON U
POJICTBEHHBIX MM TKaHEH, PacCesHHBIM CKIIEPO30M, JIMI MOCJEe TPaHCIUIAHTAI[MM OpPraHoB U (WJIM) TKaHeM,
WHBIX JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHHSI.

(uactp 12 BBeneHna denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Masa 14.1. OrPAHUYEHWNA, HATTIATAEMbIE
HA OPTAHU3ALMN, OCYLLECTBNAKLWMUE OEATENBbHOCTDb
NMNo OBPALLEHUIO NIEKAPCTBEHHbIX CPEAOCTB
(BBenena dexnepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHnyYeHuA, Hanaraemble NpU OCYyLUEeCTBNEeHUN feaTesnibHOCTU B cdepe
obpalleHnsa nekapcTBEeHHbIX CPeaAcTB

1. Opranuzanuu, 3aHUMaloNIecs: pa3paboTKoil, MPOU3BOJICTBOM U (WIJIM) peaau3anueil JIeKapCTBEHHBIX
mpenapaToB i MEAMIIMHCKOTO TPHUMEHEHHUs, OpraHu3alud, oOyajgaroniyie MpaBaMd Ha WUCIOJIb30BaHUE
TOPrOBOTO HAMMEHOBAaHUS JIEKAPCTBEHHOTO TMpernapaTa i MEIULIHUHCKOrO NPUMEHEHUs, OpraHu3aluu
ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH, aNTeUHble OpraHu3aluu (UX TMPEJCTaBUTEIU, HHbBIC
(u3nyYecKkre W IOPUANYSCKUC JIUIA, OCYIIECTRIISIONINE CBOIO JIEATEIBHOCTh OT UMEHHU ITHX OpTaHW3aIfii) B
OTHOIIIEHUU METUITMHCKUX PAOOTHUKOB M PYKOBOJIUTEICH MEIUIIMHCKAX OPraHU3allUid HE BIIPaBe:

1) Bpy4aTh MOJApKH, BBIIUIAYMBATH JCHEXKHbBIE CPEACTBA (3a HUCKIIOYEHMEM BO3HArpaKICHUH IO
JIOTOBOPAM IIpU MPOBEJECHUN KIUHUYECKUX HMCCIIEJOBAHUMN JIEKAPCTBEHHBIX IPENAPATOB IJI MEAULMHCKOIO
MPUMEHEHMS, BO3HArPaXXICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIUIIMHCKAM pabOTHHUKOM MEIarornyeckon
U (MJIM) HAy4YHOM JEATENIBHOCTH), B TOM UHUCIIE OILUIaYMBaTh Pa3BICUYEHUs, OTAbIX, IPOE3]l K MECTY OTAbIXa, a
TaK)Ke IPUBJIEKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPHUATHUAX, IPOBOJAUMBIX 3a CUET CBOMX CPENICTB;

2) 3aK/II04YaTh COTJIalICHUSA O Ha3HAUCHUHN WJIM PCKOMCHOAIWH IMTAIUCHTAM JICKAPCTBCHHBIX IIPCIIapaToB
A1 MEAUIIUMHCKOT'O IIPUMCHCHHA (3a HCKIIFOYCHUEM OOr0OBOPOB O IPOBEACHHNU KIMHHYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ
JICKAPCTBCHHBIX MpeIapaToB JJIsI MCAUITUHCKOI'O HpI/IMeHeHI/IH);

3) npeaAOCTaBJIATh 06pa3u£,1 JICKAPCTBCHHLIX NpCHIapaTtoB A MCIUINHUHCKOIO IPUMCHCHUSA B LCIIAX
BPY4YCHHA TMMAllUCHTAM (321 HUCKIIFOYCHUCM CJIy4YacB, CBA3AHHLIX C IMPOBCACHUEM KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ

JICKAPCTBCHHBIX MPECIapaToB 411 MCAUITUHCKOI'O HpI/IMeHeHI/Ifl);

4) npenoCTaBISITh HEIOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMAILIKIO O JIEKapCTBEHHBIX MpernapaTtax Jiuist
MEIUIUHCKOIO IPUMEHEHUS;

5) IIoCCIIaTh HMX B pa60qee BpEMsA Ha pa60‘lI/IX MECTax, 3a HCKIIHOUCHUCM CJIy4acB, CBA3AHHBIX C
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NPOBEJCHHUEM KIMHUYECKUX MCCIEIOBAHUHN JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUSs, C
ydacTHeM B TIOpPSAJKE, YCTAHOBJICHHOM pPYKOBOJWTEIEM MEIUIIMHCKOW OpraHu3alud, B COOpaHUAX
MEIUIIMHCKUX PAOOTHUKOB U WHBIX MEPONPUATUSIX, HAMPABICHHBIX HA MOBBIIMICHUE UX MPOPECCHOHAITBHOTO
YPOBHS WJIM Ha TPEIOCTaBIeHNEe MHPOPMAIUH, CBI3aHHOW C OCYIIECTBICHHEM MOHUTOpPWHTA 0€30MacHOCTH
JIEKapCTBEHHBIX MPETapaToB;

6) nmoOyXIaTh K BBIIMCHIBAHMIO JIEKAPCTBEHHBIX MPENapaTroB I MEIULIMHCKOTO NPUMEHEHUs Ha
OnaHKax, coAep)KalMx HH(OpMaIMIO PEeKIaMHOTO XapakTepa, a TakXKe Ha peleNnTypHbIX OJaHKax, Ha
KOTOPBIX 3apaHee Halle4aTaHO HAUMEHOBAHUE JIEKAPCTBEHHOIO IIpenapaTa JUisl MEIUIMHCKOTO IPUMEHEHUS.

2. Opranusanuy, ykazaHHble B a03alle MEepBOM 4acTh | HAcTOsALIEH CTaTbU, U MX IPEACTAaBUTEIN B
OTHOIIEHUU (hapMaIeBTHUECKUX PAOOTHUKOB U PyKOBOAMTENIEH allTeYHBIX OPTaHU3aIMi HE BIIpaBe:

1) Bpy4daThb MMOAapKH, BEIIJIAYHUBATE JCHCKHBIC CPEACTBA, B TOM YHCJIC OIIJIaYWBATh Pa3BJICUCHUA, OTABIX,
IIpoe3a K MECTY OTAbIXA, U IIPUBJICKATh K YYAaCTHIO B PA3BJICKATCIIbHBIX MEPOIIPHUATUAX, IIPOBOJUMBIX 3a CUHET
CBOHUX CPCACTB,

2) Ipe0CTaBIIATh 00Pa3Iibl JICKAPCTBCHHBIX MPENapaToB JJIs MEIUIIHHCKOTO IIPUMEHEHUS JIJISl BPYUCHHSI
HACEJIEHUIO;

3) 3aK/II04YaTh COTJIAICHUA O MPEATIOKCHHUH HACCIICHHUIO OIPCACIICHHBLIX JICKAPCTBCHHLIX IMPCIIapaTOB
AJI MEANITUHCKOTO ITPUMCHCHUS

4) npeoCTaBISITh HEIOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMALIKIO O JIEKapCTBEHHBIX MpernapaTax Jijisl
MEAMIIMHCKOTO TPHUMEHEHUs, B TOM YHCIE HMEIOIUX OJMHAKOBOE MEXIYHApOJAHOE HEMaTeHTOBAHHOE
HavMEHOBaHHUE.

CraTtbsa 67.2. TpeboBaHMA K OpraHM3auum 1 NpPoBeAeHUI0 Hay4YHbIX MEPONPUATUN, UHbIX
MeponpuATUA, HanpaBfieHHbIX Ha NOBbIWeEHUe NpPo¢ecCUOoHaNbLHOro YpoBHA MeAULMHCKUX
paboOTHMKOB WUNM Ha npeaocTtaBfieHne UWHGpopmauum, CBA3aHHOW C oOcyllecTBNeHuem
MOHUTOpPUHra 6e30MNacHOCTU fieKapCTBEHHbIX NpenapaToB

1. Tlpu mpoBeneHUM Hay4YHBIX MEPONPUATHUN, MHBIX MEPOIPUITHH, HAIPaBICHHBIX Ha IOBBILLICHUE
npoeCCHOHATTFHOTO  YPOBHS MEAWIMHCKUX paOOTHUKOB WM Ha TNPEIOCTaBICHHE CBSI3aHHOH C
OCYIIECTBJIEHUEM MOHUTOPUHIAa OE30MAaCHOCTH JIEKApCTBEHHBIX MpenapaToB HMH(GOpPMallUU, OpPraHU3yeMbIX
OpraHu3alysIMM, YKa3aHHbIMU B a03aie nepBoM yactu 1 crathu 67.1 HacTosmero denepanbHOro 3aK0Ha, UX
OpeACTaBUTENIMU U (MiaM) (UHAHCHUPYEMBIX 3a CUeT CPEJCTB 3THX OpraHu3alMid M UX MpeICTaBUTENEH,
3alpemaercs MpemnsITCTBOBAaTh y4YacTUIO B YKa3aHHBIX MEPONPUATUAX MHBIX OpraHu3alui, KOTOpbIE
MPOU3BOJAT WIM PEAINU3YIOT JIEKapCTBEHHbIE IpenapaTsl Uil MEIUIUHCKOTO IPHUMEHEHUS CO CXOXKUM
MEXaHU3MOM (apMaKOJIOrH4eCKOro AEHCTBUS, JIMOO cO3/1aBaTh JUCKPUMHMHALIMOHHBIE YCIIOBUS UL OIJHHUX
Y4aCTHUKOB 10 CPABHEHHIO C IPYTUMH YYaCTHUKAMH, & UMEHHO:

1) mpenocTaBisTh pa3lIUYHOE KOJIMYECTBO BPEMEHM Ul BBICTYIJICHUH YYaCTHUKOB, PA3JIMYHbIE IO
pasmMepy 3aHMMaeMOH IUIOLIaJM MecTa JAJs JIEMOHCTpAlu 00pa3loB JEKapCTBEHHBIX NpenapaToB Jis
MEJIULUHCKOrO NIPUMEHEHHUs WU PEKIIAMHBIX MaTE€pPUaJIOB O JIEKAPCTBEHHBIX IIpenaparax I MEAULUHCKOIO
IIPUMEHEHHs HAa JKCIO3ULUAX, CTEHAAX, 3a MCKIIOYEHUEM CJIydaeB, €CIM TaKHE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAIICHUSIX JTUX OpTaHW3alMid, WX MpPEJCTaBUTENeH O (MHAHCHPOBAHUH YKAa3aHHBIX MEPONPUATHH U
00yCIIOBJIEHBI Pa3IMYHBIMU 3aTPaTaMU YYaCTHUKOB Ha UX OPraHU3alINIo;
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2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYAaCTHUKOB MEPONPUATHH, yKa3aHHBIX B alzalle IepBOM
HACTOSIIEH YacTH, MPEBHIIAIOIIMNA CyMMy 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEpPONPHUATUN U BeAyIIUH K
HEO0OOCHOBAHHOMY OTPaHMUYCHHIO YHCIIA UX YYaCTHHKOB.

2. Opranusanuu, ykasaHHble B a03aiie nepBoM yactu | cratbu 67.1 HacTosmero @enepajbHOrO 3aKOHa,
WX TPEACTaBUTENM, OCYLIECTBIISIONINE OpraHU3auio U (Uiau) (pUHaHCHPOBAHKWE MEPONPUITUN, YKa3aHHBIX B
yactu 1 Hacrosimeil craTbM, 00si3aHBl oOecrneuyuBaTh AOCTYN K HMH(OpManmuu o JaTe, MecTe M BpPEMEHHU
NPOBEICHUS YKa3aHHBIX MEPONPHUATUH, TJIaHaX, IpOorpaMMax MPOBEACHUS yKa3aHHBIX MEPONPUATHI U TeMax,
IUIAHUPYEMBIX JJII PAacCMOTPEHMs, COCTaBE HUX YYaCTHMKOB IIyTEM pa3MEUICHHs COOTBETCTBYIOILEH
nHpoOpMalMK Ha CBOMX O(UIMANBHBIX caidTaXx B ceTd "MHTepHeT" He mo3gHee JBYX MECSIEB 10 Hayaia
MIPOBEJICHUS YKa3aHHBIX MEPONPUSATHUH.

3. Undopmanusa o mpoBeAeHUM MEPONPHUSATHI, yKa3aHHBIX B 4YacTU | HacTosied CTaTbH, B CpOK,
YCTAQHOBJICHHBIM 4acTbi0 2 HACTOALIEW CTaTbM, JAOJDKHA OBITh HampaBiieHa B (enepanbHblii  Oprax
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIONINHA (PYHKIIMK TIO KOHTPOJIIO U HAaA30py B cdepe 3ApaBOOXpaHEHus,
JUISL TIOCJIEYIOIIET0 pa3MelleH sl ee Ha O(HUIIMAIbHOM caiiTe 3Toro oprana B cet "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALNU NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB
M BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHUA NIEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogaTenbcTBa Poccumnckon
Pepepaumm npu odpaLleHnn NeKapCcTBEeHHbIX CpeacTB

1. Hapymenne 3akoHomarensctBa Poccuiickoit @enepanuu npu oOpaleHuu JICKapCTBEHHBIX CPEJICTB
BJIEUET 3a COOO0M OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoii @eneparuu.
(B pen. @enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeICTaBICHHE UM HECBOCBPEMEHHOE NPEACTaBICHNE HHPOPMALIUU U (MIIH) JOKYMEHTOB JIHOO
MpEeACTaBICHUE HEJOCTOBEPHbIX WHMOpMAIMu U (WIH) JTOKYMEHTOB, MPEAYyCMOTPEHHBIX HACTOSIIUM
®denepanbHBIM  3aKOHOM, CYOBEKTBHI OOpaIlleHUs JICKAPCTBEHHBIX CPEJCTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJAaTeIbCTBOM Poccuiickoit denepaunu.

(uacte 2 BBegena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3melweHue Bpeaa, NPUYMHEHHOro 3A0POBLIO rpaxpaaH BcreacTBUue
NPMMEHEHUA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITCJ'IL JICKAPCTBCHHOTI'O IIpcIiapara 00513aH BO3MECTHUTD BpcEA, HpI/I‘II/IHeHHHﬁ 3A0POBBIO
TpaxJiaH BCJICACTBUC ITPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara, €CJIin J0Ka3aHOo, UTO:

1) nexkapcTBeHHBIH IHpenapar NPUMEHSJICS [0 HA3HAYEHUI0 B COOTBETCTBUM C HMHCTPYKLUEH 110
MPUMEHEHHUIO JICKQpCTBEHHOTO TMperapara W TPUYMHOW Bpena SIBHICS BBOJ B TPAKIAHCKANH 00OPOT
HEeZ00pOKaYeCTBEHHOIO JIEKapCTBEHHOTO Mpernapara;

2) Bpell 3A0POBbIO IPUUMHEH BCIIEACTBHE HEAOCTOBEPHON MHGOpPMAIUK, COIEepKALICIiCsl B MHCTPYKIIUU
10 MIPUMEHEHHIO JIEKAPCTBEHHOTO MpernapaTa, U31aHHOM MPOU3BOIUTENEM JIEKaPCTBEHHOTO Tpernapara.
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2. B cnyuae, ecnu Bpen 310pOBbIO TpaKIaH NMPUYUMHEH BCIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, MpHUILIEANIero B HEroAHOCTb B Pe3yibTaTe HapYLICHUS IPABUII XpPaHEHUS JICKApCTBEHHBIX CPECTB,
IpaBUJI ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMHU IIperapaTaMu, MPaBHJ OTIYCKa JIEKAPCTBEHHBIX IPETapaTos,
NpaBWI M3TOTOBJICHUS W OTIyCKa JIEKAPCTBEHHBIX IMPENaparoB, BO3MEHICHHWE Bpena OCYIICCTBISIETCS
COOTBETCTBEHHO OpPraHM3alleld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHHU3alueH,
UHMBUAYQIBHBIM [IPEIIPUHUMATEIEM, UMEIOIUMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO JEATEIbHOCTh WU
JMILEH3UI0 Ha MEAMLUHCKYIO JesTelIbHOCTh, MEIUIMHCKON OpraHu3anuei, HMerolled JUIEeH3HI0 Ha
(apMareBTHYECKYIO JIeATENILHOCTh (ee 000CO0JIEHHBIM MOoJIpa3ienieHueM (aMOynaTtopueil, Geabamepckum u
(denpamepeKo-aKymepcKuM MyHKTaMH, [EHTPOM (OTAelieHueM) o0mieli BpaueOHON (CeMEWHOM) MpaKkTUKH),
pacIioIOKEHHBIM B CEIIbCKOM HACEJICHHOM IIYHKTE, B KOTOPOM OTCYTCTBYET alTedHas OpTraHM3anusi),
JIOTTY CTUBIIMMH TIPOJIAKY HITH OTITYCK TaKOTO JIEKAPCTBEHHOTO TIpenapara.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3menenue Bpena, MPUYMHEHHOTO 30POBBIO I'paXKJaH BCIEICTBUE NMPHUMEHEHHs JIEKapCTBEHHbIX
MpenapaToB WM COBEPILEHHS MPOTUBONPABHBIX JEHCTBHI CyOBEeKTaMH OOpallleHus JIEKAPCTBEHHBIX CPECTB,
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOAaTeNbCTBOM Poccuiickoit denepanun.

Mnasa 16. 3AKITIOMUTEJIbHbIE NMONNOXEHUA

Cratba 70. O npu3HaHuM yTpPaTUBLUMMMU CUINy OTAESNIbHbIX 3aKoHoAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepepaummn

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbhbiii 3ak0H OT 22 utoHs 1998 roma N 86-d3 "O nekapcrBeHHBIX cpeactBax” (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhblii 3akoH oT 2 sHBaps 2000 roma N 5-®3 "O BHeceHUU M3MEHEHHS U JOMOJHEHUN B
®enepanbHblif 3akoH "O nekapcTBeHHBIX cpeacTBax” (CoOpaHue 3akoHoaTenbcTBa Poccuiickoit denepanun,
2000, N 2, cT. 126);

3) crateio 40 denepanbHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM M3MEHEHHH U
JIONIOJITHEHUA B HEKOTOpBIE 3aKOHOJaTelibHble akThl Poccuiickoil ®enepaunvi B CBSI3M C NPUHATHEM
®deaepanbHOro 3akoHa "O JMIIEH3WPOBAaHUU OTACIBHBIX BHIOB JesTenbHOCTH" (CoOpaHue 3aKOHOIaTeIhCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 uroHs 2003 roga N 86-@3 "O BHeceHHWM U3MEHEHUH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuu, NpU3HAHUY YTPATUBIIMMHU CUILY
OTZEIBHBIX 3aKOHOAATENBbHBIX akTOB Poccuiickoin ®enepanuu, NpeIOCTAaBICHUN OTACIBHBIX TapaHTUH
COTPYJIHUKaM OPraHOB BHYTPEHHUX JI€J, OPTaHOB IO KOHTPOJIIO 32 000OPOTOM HApKOTUYECKUX CPEACTB U
IICUXOTPOIHBIX BEIIECTB U YHpPa3IHAEMbIX (elepaJbHbIX OPraHOB HAJOrOBOM MOJUIMHU B CBA3M C
OCYILIECTBJIECHMEM Mep IO  COBEpLIEHCTBOBaHMIO  rocygapcTBeHHoro  ynpasieHus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit denepamnuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbHoro 3akoHa ot 22 asrycra 2004 roga N 122-®3 "O BHeCeHHH U3MEHEHUM B
3aKoHoOmarenpHble akTel Poccuiicko @enepanny W OPU3HAHUM  YTPATHUBLIMMHU CHJIy HEKOTOPBIX
3aKOHO/IaTeNbHbIX akTOB Pocculickoii deneparuu B ¢Bs3u ¢ npuHATHEM DenepanbHbIX 3aK0HOB "O BHECEHHH
W3MEHEHUH U jnonojHeHuid B denepanbHblii 3akoH "OO0 0OIMX MPUHIIMAIIAX OPTaHU3AIMH 3aKOHOATEIbHBIX
(MpeacTaBUTENbHBIX) W HWCHOJHUTENBHBIX OpPraHOB TOCYJAapCTBEHHOM BiacTh CcyOBeKkToB Poccuiickoit
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Oeneparuu" 1 "OO6 00IKX TIPUHIKIIAX OPTAaHU3AIMHA MECTHOTO camoynpaBieHus B Poccuiickoit ®eneparyn”
(Cobpanue 3axononarensctBa Poccuiickoit @enepanmu, 2004, N 35, cr. 3607);

6) crarteio 28 denepanbHoro 3akona ot 18 mekabps 2006 roga N 231-d3 "O BBeneHuu B JIEHCTBUE
yacTu uyeTBepTor ['paxmanckoro konaekca Poccuiickoit ®enepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BCTynneHMe B CUJNly HacTosALero d)enepaanoro 3aKOHa
1. Hacrosmuit denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBeHHBIE CpEICTBA, 3APErMCTPUPOBAHHBIE [0 JHA BCTYIUIEHMS B CHIJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, MOJJIEKAT BKIIOUYEHHIO B TOCY/IApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B 4actu | cratbu 33 Hactosmero @PenepajsbHOro 3aKOHAa CBEJEHUH 00 3THX
JIEKapCTBEHHBIX CpPEICTBaX 0€3 TMPOXO0XIEHUS BHOBb IPOLEAYpPbl TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MTPENApPaTOB.

3. TocynapcTBeHHass perucTpanus JIEKapCTBEHHBIX IpENapaToB, 3a HCKIIOYEHUEM JIEKAPCTBEHHBIX
MpenapaToB Ui MEAMIIMHCKOTO TPUMEHEHHS, MPEICTABIECHHBIX Ha YKA3aHHYIO PETHCTPAlUI0 10 JIHA
BCTYIUICHUSI B CWIy HacTosimero demepasbHOrO0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIAM
denepanbHBIM 3aKOHOM Ha OCHOBaHUH JIOKYMEHTOB M JIAHHBIX, IIPEJICTABIICHHBIX JI0 JHS BCTYIUICHUS B CHITY
HacTosuiero denepanbHOro 3aKoHa.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHas perucTpaunus JEKapCTBEHHBIX MPENnaparoB JUIsl MEAMLIMHCKOIO MPUMEHEHUS,
MIPE/ICTAaBICHHBIX HAa TOCYAAPCTBEHHYIO PETUCTPALIUIO IO THS BCTYIUIEHUS B CUITy HacTosuero denepaibHOro
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKapCTBEHHBIX MpPENapaToB JUIsi MEIWLUHCKOIO MPUMEHEHUS,
NPEACTABICHHBIX HA OSKCHEPTHU3y JIEKAPCTBEHHBIX CPEJICTB [0 [HSA BCTYIUIGHHS B CHIy HAaCTOSIIETO
@denepanbHOrO 3aKOHAa B ILEJSIX HUX MMOCIEAYIOLIEH TOCYJapCTBEHHOM PErucTpaluy, OCYIIECTBIAIOTCS Ha
OCHOBaHUM JOKYMEHTOB U JaHHBIX, IPEACTABIEHHBIX A0 JHS BCTYIUIEHUS B CHITy HacTosuero denepaabHoro
3aKOHA, a TAKXKE 3asBJICHUSA O TOCYAAPCTBEHHONW PETUCTPALUU JIEKAPCTBEHHOIO IIpenapara, IpeiIcTaBIeHHOIO
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHU C
HacTosuM DeepanbHbBIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (pe/iepalibHbIi OpraH UCIIOJHUTEIBHON BIACTH A0 1
mapta 2011 roma, ©0e3 TpeOoBaHHMS yIUIaThl TOCYJAPCTBEHHOW TOIUIMHBI, MPEIyCMOTPEHHON
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o Haorax u coopax.

(uactp 3.1 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.2. [loaTBepkIeHUE TOCYNaPCTBEHHON PErHUCTPALMK JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, TIPEICTABICHHBIX ISl TIOATBEP)KACHUS TOCYJAPCTBEHHON PErucTpaiuu 10 AHS BCTYIUICHUS B
cuity HacTosmero deaepanbHOTO 3aKOHA, U TIOJITBEPKACHUE TOCYIAPCTBEHHON PETUCTPaIliU JICKAPCTBEHHBIX
IpenapaToB JUIsl MEAULIMHCKOTO NMPUMEHEHHUS, MPEACTABICHHBIX Ha DKCHEPTU3Y JEKApPCTBEHHBIX CPEJICTB JI0
THS BCTYIUIEHUS B CHIIy HacTosmiero denepanbHOro 3aKOHA B LENSAX MOCIEIYIOMIEr0 MOATBEPKIACHHS HX
rOCYJapCTBEHHOM PErucTpaluu, OCyIIECTBISIIOTCS HA OCHOBAaHUU JIOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX
0 JTHA BCTYIUIEHUs B Ccuily Hactosmero denepajbHOr0 3aKOHA, a TaKXKE 3asBJICHHUS O MOATBEPXKICHUU
rOCy/IapCTBEHHOW  pErucTpaluy  JIEKapCTBEHHOIO  Ipenapara, MpeACTaBIEHHOTO  MPOU3BOJUTENIEM
JIEKapCTBEHHBIX MPENapaToB WIH YIOJHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTosuuM DenepanbHbIM
3aKOHOM B YIIOJTHOMOYEHHBIN (enepanbHbId OpraH HCIOTHUTENIbHOW BiacTu g0 1 mapra 2011 roma, 6e3
TpeOOBaHUS YIMIaThl TOCYAApCTBEHHOW MONUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu 0 HaJOrax U coopax.
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(uacts 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunstie pemieHuss 0 BHECEHUH M3MEHEHUM B JJOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALUOHHOM
JIOCb€ HA 3apETrMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM IMpenapar Juisi MEAUUMHCKOTO IPUMEHEHUS U
MPEJICTABICHHBIE 10 JHS BCTYIUICHUS B CUJy HacTosimero denepanbHOr0 3aKOoHa, M MPUHSATUE PEUIEHUS O
BHECEHHHM W3MEHEHUH B JIOKYMEHTBI, COAEPIKAIIECECs B PErUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mmpenapar g MEAUIMUHCKOIO TMPUMEHEHHUS] M TPEACTABICHHBIE Ha JKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB 10 IHS BCTYIUICHUS B CHILy HacTosero deaepaibHOTO 3aKOHA, OCYIIECTBIISIOTCS Ha
OCHOBaHMM JOKYMEHTOB U JIAHHBIX, IPEACTABICHHBIX 10 JHSA BCTYIUICHUS B CUIIy Hacrosmero denepaabHOro
3aKOHA, a TaKXe 3asBJICHUS O BHECEHWHM HM3MEHEHUW B JIOKYMEHTBI, COJEpXKAIIMECS B PETHUCTPALUOHHOM
JIOCb€ Ha  3aperuCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpenapar i  MEIULMHCKOTO  NPUMEHEHMUS,
MPEJICTABICHHOTO TMPOU3BOAUTENIEM JICKAPCTBEHHBIX MPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUU ¢ HacrosmmMm DenepayibHBIM 3aKOHOM B YIIOJHOMOYEHHBIH  (enepanbHbIi  OpraH
UCTIOMHUTENbHOM Bractu 1o 1 mapra 2011 roma, 6e3 TpeOoBaHMS yIUIAThl TOCYAAPCTBEHHOW MOIUIHHBI,
MpeIyCMOTPEHHOMN 3aKOHO1aTeNbcTBOM Poccuiickoit denepanyu 0 Hajorax u coopax.

(uactb 3.3 B pen. GenepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Beiaua paspelnieHuii Ha TPOBEICHUE KIIMHUYECKUX HCCIIeIOBAHNMN JIEKAaPCTBEHHBIX MPENapaToB AJIs
MEJIMIIMHCKOTO TIPUMEHEHHUS 10 3asBIICHUSM, TOJAHHBIM JIO JHS BCTYIUICHHS B CHJIy HACTOSIIETO
®denepanbHOTO 3aKOHA, a TaKXKE IO 3asABJICHUSAM, TOJAHHBIM IIOCJIE JHS BCTYIUICHUS B CHJIy HACTOSIIETO
@denepallbHOTO 3aKOHA HAa OCHOBAaHHMH JKCHEPTU3, MPOBEACHHBIX 10 AHS BCTYIJIEHUS B CHIY HACTOSIIETO
®denepanbHOrO0 3aKOHA, OCYIIECTBISIETCA B COOTBETCTBUMM ¢ HactosmmMm @DenepanbHbIM 3aKOHOM Ha
OCHOBaHUHU JIOKYMEHTOB M JAHHBIX, NPEICTABICHHBIX WM TMOJYYEHHBIX 10 JHS BCTYIUIGHUS B CHIIY
Hacrosimero DefepanbHOTO 3aKOHA, a TakKXK€ HAa OCHOBAaHMM KOMHUHU TNPEIBAPUTETHLHOTO JOTOBOpa
00s13aTEIFHOTO CTPaXOBAHUS JKWU3HH, 3/I0POBbsI MAIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOI'O TMperaparta JUisi MEOUIIMHCKOTO TPUMEHEHHS, WIM KOIHH JOTOBOpa 005S3aTEeIbHOTO
CTpaxOBaHUS KU3HU, 3/I0POBbs MAIIMEHTOB, YYAaCTBYIOIINX B KIMHUYECKOM HUCCIIEJOBAHUU JIEKAPCTBEHHOTO
mpemapata Ais MEAWIIMHCKOTO TMPUMEHEHHs, 00 TMPeICTaBICHHOW KOMUU JOroBOpa 00s3aTENIBHOTO
CTpaxOBaHHS, 3aKIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBIMH IPABWIAMU O0S3aTEIHHOTO CTPAaXOBAaHHUS, C
yKa3aHUEM TPEeeIbHON YHCICHHOCTH TAIMEHTOB, YYAaCTBYIOIIMX B KIWHUYECKOM HCCJIEIOBAHUU
JIEKapCTBEHHOTO Tpemnapara Jjisi MEAUIIMHCKOTO MpUMEHEHHUs, 0e3 TpeOOoBaHUs YIUIaThl TOCYAapCTBECHHOU
MOIITMHBI, PEyCMOTPEHHOM 3aKOHOaTeIbCTBOM Poccuiickoit denepanuu o HaJIorax u coopax.

(uacts 3.4 B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHON BaJIIOTE [JO [JHSA BCTYIUIEHHWS B CHIIy HacTOSLIETO
CDe;[epaJIbHoro 3aKOHa NPCACIbHBIC OTIIYCKHBIC HCHBI MHOCTPAHHBIX HpOI/ISBOI[I/ITeJIef/'I Ha JICKAPCTBCHHELIC
npenaparbl, BKIIOYCHHBIC B IICPCUYCHDb )KU3HCHHO HGO6XOI[I/IMI>IX A Ba)KHEHIITHX JICKApCTBCHHBIX IIPCIIapaToB,
MojyIeKaT mepecuery B pyomu mo kypcy LlentpansHoro Oanka Poccuiickoit ®eneparuu Ha aarty,
ycranoBieHHyto [IpaButenbctBoMm Poccuiickoit ®@enepanuu, 0e3 mpeicTaBieHUsl 3asBICHUS O Iepecdere
IIEHBI C BHECEHHEM COOTBETCTBYIOIIUX W3MEHEHUH B FOCYAAPCTBEHHBIN peecTp MpeneiabHbIX OTIMYCKHBIX IIEH
MPOU3BOIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
BAKHEMIINX JICKAPCTBEHHBIX MPENapaToB.

(uacts 3.5 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIC 10 AHS BCTYIUIEHHUS B CHIy HacTosmiero denepaabHOro 3aKoHa Mpeae/ibHbIe
OTITYCKHBIC IIEHbI POCCHUICKHX MPOM3BOJIMUTEINCH HA JICKAPCTBEHHBIC INPEIaparhl, BKIIOUCHHBIC B TEpEUYCHb
KU3HCHHO HEOOXOIMMBIX W Ba)KHEHINUX JICKAPCTBEHHBIX MPENaparoB, MOJUICkKAT MHACKCAMU C 1 HOAOps
2010 roxa ucXosl U3 MPOTHO3UPYEMOTO YPOBHS MHQIALNHU, YCTaHOBICHHOTO DeepaibHbIM 3aKOHOM OT 2
nexadps 2009 roma N 308-D3 "O denepanbaom Oromxere Ha 2010 rox u Ha ruranoBbIi nepuox 2011 u 2012
ronoB" Ha 2011 rog.

KoHcynbTaHnTlNKOC
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2018) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 15.02.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

(dacts 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He nomyckaroTcsl MPOM3BOACTBO M BBO3 B Poccuiickyro denepanuro
JIEKapCTBEHHBIX IIPENapaToB B YIAKOBKaX C MapKUPOBKOW, KOTOpasl Obljia HaHECeHa 10 JHs BCTYIUICHUS B
cuiny Hacrosimero ®enepaibHoro 3akoHa. Ilo ucTedeHHMHM YKa3aHHOIO CpOKa JAaHHbBIE JIEKapCTBEHHbIE
npenapaTbl MOTYT OTIYCKAaTbCS, PEaTU30BBIBATHCS, MEPENABAThCS M MPUMEHSATHCS 10 UCTEUEHMS] UX CpOKa
TOJHOCTH.

(B pen. ®eaepanbHbix 3aK0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co nmHsa BeTymueHuss B cuiy Hacrosuero ®eaepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIFOUMTENIBHO JIOIYCKAETCs MPOBEACHUE IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB AKCIEPTAMU 3KCIEPTHOTO
YUpPEXKJIEHUS 1O TMPOXOKIEHUS UMH aTTeCTallud B TMOpPSJIKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM
(denepaibHBIM OPraHOM UCTIOIHUTEIBHOM BIACTH.

5. Co mus BctymieHus B cwiy Hacrosmero ®denepanpHoro 3akoHa W mo 31 mekabps 2013 roma
BKJIFOUUTENIBHO OCYILECTBIIACTCS MEPEX0] K IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMy OpPTraHU3aliu TPOU3BOACTBA U KOHTPOJISL KaUeCTBa JICKAPCTBEHHBIX CPEACTB, YKA3aHHBIMU B YACTH
1 cratbu 45 Hacrosimiero denepalibHOrO0 3akKoHa, B MOJTHOM oObeMe. Cpoku mepexojia MPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJCTB K WX MPOU3BOJCTBY B COOTBETCTBHHM C KOHKPETHBIMU TpPEOOBAaHUAMH JAHHBIX
MpaBWJI, BKJIFOYAsl CPOKHM AaTTECTAIlMM YTOJHOMOYEHHBIX JIMI, YKa3aHHbIX B dacTax 6 m 7 crateum 45
Hacrtosiero deaepanbHOro 3aKkoHa, ycranaBiauBarorces [IpaBurensctBoM Poccuiickoit denepanym.

6. JInueH3un Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 sHBaps 2014 roxa, nelcTByOT
nocie 1 sHBapsa 2014 roga 1o UCTEUYEHHs] CpOKAa HUX ACHCTBUS MPHU YCIOBUU COOTBETCTBUS JIMIICH3MATa
MpaBUjiaM OpPTaHMU3aIlMU MPOU3BOJICTBA M KOHTPOJIS KaYeCTBa JIGKAPCTBEHHBIX CPEJCTB, YKa3aHHBIM B UacTu |
cratbu 45 Hactodero PeaepanbHOro 3aKOHA.

7. ®opMHUpOBaHHE TOCYAAPCTBEHHOTO 33/JlaHUs HA MPOBEIECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB
(beneparbHOMY rOCYAapCTBEHHOMY OFOJKETHOMY YUPEXKAECHHUIO M0 MPOBEJCHUIO 3KCIIEPTU3bI JIEKAPCTBEHHBIX
cpeAcTB U (UHAHCOBOE OOECHEeYeHHE BBIMOJHEHUS] 53TOr0 3a/JaHus OCYLIECTBISIOTCS B  IOPAIKE,
yCTaHOBJIEHHOM @DenepalibHbIM 3akOHOM OT 12 guBaps 1996 roma N 7-@3 "O HekoMMepuecKHux
opranu3anusax".

(uactp 7 BBeneHa denepanbHbiM 3aKkoHOM 0T 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit deneparuu
JI.MEJIBE/IEB
Mocksa, Kpemib
12 anpens 2010 roxa
N 61-®3
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