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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 (pex. 28.11.2018), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3)

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) 3a00I€BaHNUI;

(. 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/IoaKTI/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)

www.consultant.ru Crpanvua 4 u3 119
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 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

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
3JIpaBOOXPAHECHHUS;

(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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06 obpalleHn nekapCTBeHHbIX CPeaCTB

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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06 obpalleHn nekapCTBeHHbIX CPeaCTB

pea6I/IJII/ITaI_II/IIO, Ha COXpaHCHUE, TPCAOTBPALLICHUC UJIU IIPECPBIBAHUC 6epeMeHHOCTI/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 ,HCfICTBPIC - 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 peaGI/IHI/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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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 (bezxepanLme 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) rocyaapcTBeHHasi perucTpanus NpeAesbHBIX OTIYCKHBIX LI€H MPOM3BOIUTENECH Ha JIEKapCTBEHHBIE
Ipernaparsl, BKIIOUYEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JICKApPCTBEHHBIX MpenapaTos,
U BEJCHHE T'OCYJIApCTBEHHOTO PEECTpa IMpENeNbHBIX OTIYCKHBIX IIEH MPOU3BOAWTENICH Ha JIEKAPCTBEHHBIC
npemnaparbl, BKIOYCHHBIC B IICPECUCHDb ) KU3HCHHO H€O6XO)II/IMI)IX M BaKHEHIIIMX JICKApPCTBCHHBIX IIPCIIapaToOB;
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHWH OPraHOB HCIIOJHUTEIBHOW BJIAcTH CyOBeKTOB Poccuiickoii
®eneparyu 00 YCTAaHOBICHUH U (WJIM) U3MEHEHHUH MPEAeNbHBIX Pa3MEPOB ONMTOBLIX HAJ0ABOK U MPeAeTbHBIX
pa3MepoB PO3HUYHBIX HAJA0aBOK K (DaKTHMYECKUM OTITyCKHBIM I[€HAM, YCTaHOBIEHHBIM MPOU3BOIUTEISIMU
JICKApCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC IperapaThl, BKJIOYEHHBIE B TMEPEUCHb KUZHEHHO
HEOOXOIMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX MPETAPaTOB;

(1. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) ycraHoBieHHE TOpsiIKa BBO3a JIEKAPCTBEHHBIX CpeacTB B Poccuiickyro denepainio M BBIBO3a
JIeKapCTBEHHBIX cpencTs u3 Poccuiickont denepauuu;
(m. 10 B pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-D3)

10.1) BbImava, ycTaHOBIIEHHE TOpPsIKAa BBIAAYUM U (POPMBI JOKYMEHTA, KOTOPBIH MOATBEPKIAET, UTO
MPOU3BOJICTBO JIEKAPCTBEHHOTO TIperapara OCYIIECTBICHO B COOTBETCTBHHM C TPEOOBAHMSIMH TIPaBUII
HajuleXkalled  MPOM3BOJCTBEHHOM  NPAaKTHKH, MW MOMJEXKUT  TNPEACTAaBIECHUI0 MO  TpeOOBaHUIO
YIOJIHOMOYEHHOT'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCSA JIEKAPCTBEHHBIN Ipenapar;

(m. 10.1 BBenen @enepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

10.2) BbIaya, yCTaHOBIIEHUE MOPSAKA BBIAAYHA U (DOPMBI JOKYMEHTA, COACPIKAIIETO CBEACHHS O CTAAUAX
TEXHOJIOTMUECKOT0 Mpoliecca MPOU3BOJACTBA JIEKAPCTBEHHOI'O CPEJACTBA Il MEIUIIMHCKOTO MPUMEHEHUS,
OCYIIECTBIISIEMBIX Ha TEPPUTOPUN EBpazniickoro 3KOHOMHUYECKOTO COI03a;

(m. 10.2 BBemen ®DenepanbHbIM 3aKk0oHOM OT 22.12.2014 N 429-03, B pea. denepalbHOTO 3aKOHA OT
13.07.2015 N 241-®3)

11) cozmanue coBeTOB MO BOMPOCaM, CBSI3aHHBIM C OOpallieHuEeM JIEKapCTBEHHBIX CPEICTB;
12) arrectarus u cepTU(UKAIUS CICIUATICTOB;

13) yrpatun cuiy ¢ 1 centsiops 2013 roga. - @enepanbubiii 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 @euepaunn;

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 nononusiercs 1. 25 (O3 ot 28.11.2018 N 449-D3). Cm. Oyaymiyro peaakiuio.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 R " [ata coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynwsrantllnroc: mpuMedanue.

Cr. 5.1 pacmpocTpaHsieTcss Ha I[OJHOMOYMS, KOTOpbIE HE NEPENaHbl JUIsl OCYIIECTBIEHUS OpraHam
roCyJJapCTBEHHON BiacTU cyObekToB P® M opraHam MeCTHOrO CaMOYIpPaBIEHHUS COOTBETCTBYIOLIUMHU
denepanbabiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepepaya ocyuwecTBNeHUss MNONMHOMOYMK eaepanbHbIX OpraHoB
MCNOMIHUTENIbHOM  BfacTu nNpu  obpaweHUM fneKapCTBEHHbIX CpeacTB  opraHam
MCNONHUTENIbHOM BracTtn cyobekToB Poccunckon Pepepaumm

(BBeneHna denepanbHbM 3akoHOM OT 13.07.2015 N 233-03)

[TonHomoumst (enepanbHbIX OpPraHOB MCIOJIHUTENBHON BIACTH NpU OOpaleHUM JIEKAPCTBEHHBIX
CPENACTB, MPEIyCMOTPEHHbIE HACTOSIMM DenepanbHbIM 3aKOHOM, MOTYT NE€PEAABaThCS ISl OCYLIECTBICHUS
OpraHaM HCIIOJHUTEIbHOU BiacTu cyOBnekToB Poccuiickoit denepanuu nocranoBiaeHusMu IlpaBurenscTBa
Poccuiickoit ®@enepauuu B mopsaake, ycTaHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 okTs0ps 1999 roga N
184-®3 "OO6 oOIMX MPUHIUIIAX OPTaHHU3AIMH 3aKOHOAATEIBHBIX (TPEICTABUTEIBHBIX) U UCTIOTHUTEIHHBIX
OpraHOB TOCYapCTBEHHOM BllacTh cyobekToB Poccuiickoit denepanuu'.

Cratba 6. lMonHoMouus opraHoB WCMONMHUTENbLHOW BracTu cyb6bekta Poccumnckomn
®denepauumu npu obpaLieHMn neKapcTBEHHbIX CPeaAcTB

K nosHoMounsiM opraHoB UCTIOJHUTENIBHON BIAacTH cyObekTa Poccuiickoit denepannu npu odpaiieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3zpaboTka M peanuzalus PErHOHAIBHBIX IMPOTrPaMM OOECIIEUEHUs] HACEJICHUs JIEKapCTBEHHBIMU
Ipenaparamy;

2) ycTaHOBJEHHME NpEIENbHBIX pa3MEpOB ONTOBBIX HaJ0ABOK W MpEAEIbHBIX Pa3MEpOB PO3HUUYHBIX
Haj0aBOK K (AKTUYECKHMM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM INPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX
MpernapaTroB, Ha JIEKAPCTBEHHBIE IIpenapaThl, BKIIOYEHHbIE B IEpeueHb KU3HEHHO HEOOXOAUMBIX U
BAKHEUIINX JICKAPCTBEHHBIX IIPENIapaTOB;

3) ocCymecTBICHHE PETHOHAJIBHOTO TOCYAApPCTBEHHOTO KOHTPOJS 3a IPUMEHEHHEM IeH Ha
JeKapCTBEHHBIE Mpemnaparbl, BKIIOUYCHHbIE B IIEPEUCHb JKM3HEHHO HEOOXOMMMBIX W  BaKHEWUIINX
JEKapCTBEHHBIX  MpENapaTroB, OpPraHU3alMsIMH  ONTOBOW  TOPTOBIM, AaNTeYHBIMH  OpPTaHU3AIMIMH,
WH/MBUYaTbHBIMU IPEANPUHUMATEISIMU, UMEIOLIMMHU JIMLEH3UIO Ha (DapMalleBTHUECKYIO JIeTeIbHOCTh;

(B pen. @enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

4) npuHSTHE pemeHnst 00 UCIOIB30BAaHUN Ha TeppuTOpHu cyobekTa Poccuiickoit deneparun Hapsay ¢
peuenTaMu Ha JEKapCTBEHHblE mpenapaTsl, OQOPMICHHBIMM Ha OyMa)KHOM HOCHTEJE, pELENTOB Ha
JIeKapCTBEHHbIE IIpenapaTsl, CPOPMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB.

(. 4 BBenen denepabHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

Mnaea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

CraTtbsa 7. PaspaboTtka n nsgaHme rocyaapctBeHHon cpapmakonen, pasmelleHne AaHHbIX
O Heu

1. Tlon rocymapcTBeHHOH (apmakomneeil MmoHMMaeTcs CBOA OOHmMX (apMaKONEeWHBIX CTaTed u
(hapMakomnelHbIX cTaTeil.
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2. Pazpabotka o0mux QapmakoneHbIXx cTaTeii W (apMakOMeWHBIX CTaTeld, B TOM YHCIE
(apmakonelHpIX crareil Ha (papmakoneiiHble cTaHAapTHBIE 00pa3ibl, U BKIIOUYEHHE UX B TOCYIAAPCTBEHHYIO
(apMakoner OCYLIECTBISIOTCS B TOPSIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (penepanbHbIM OpraHOM
HCIIOJTHUTEIIBHON BIIACTH.

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

3. Pa3pabotka papmakomneitHoi cTaTbu Ha pedepeHTHBIN JEKAPCTBEHHBIN Mpernapar U BKIIOYCHHUE €€ B
rOCy/IapCTBEHHYI0 (apMakomnerd B TEUYEHHE CpOKa JEeHCTBUS 3alllUThl HMCKIIOYHUTEIHHOTO TpaBa,
YAOCTOBEPEHHOTO TMATeHTOM Ha pedepeHTHBIN JTEeKapCTBEHHBIN MpemapaT, OCYIIECTBISIOTCS C COTIAcHs €ro
paspaboTduka.

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

4. TocynmapctBeHHast  QapMakomness HW3JaeTcsl  YHOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
UCIIOJIHUTENILHON BJIACTH 3a CUET CPENCTB (pefepabHOro Or0KETa U MOAJSKUT NEePEn3JaHusAIM HE pexe ueM
OJIUH pa3 B IATH JIET, B MEPUOJI MEXKAY KOTOPBIMHU M3JIAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHOU (apmakoriee,
cojepxaie odue (apMakoneiHble cTatbu U (WiIM) QapMakolelHble CTaThbH, YTBEP)KICHHBIE IOCIE
W3JaHKS WIK TIepeU3AaHus TOCYAapCTBEHHON (hapMaKoIeH.

5. VYHonHOMO4YEHHBIH (enepanbHbIi OpraH HCIOJHUTEIBHONW BJIACTH pa3MeEIlaeT JaHHBIE O
TrOCyJapCTBEHHOM (apmakoree W MPUIOKEHUAX K HEW Ha cBoeM oduImanbHOM caiite B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM IOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratbss 8. JlMueH3npoBaHMe nNPOUIBOACTBA JIeKAPCTBEHHbIX CpPeaAcTB MU
cdrapmMaLieBTUYECKON AeATEeNbLHOCTHU

1. JluneH3upoBaHHE MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U (hapMareBTUUECKON eSTeTbHOCTH
OCYILIECTBIISIETCS B COOTBETCTBUU € 3aKOHOaTebcTBOM Poccuiickont denepaunu.

2. OOs3aTeNbHBIM YCIIOBHEM NPEAOCTABICHHS JIMIIEH3UN Ha MPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
SBJISIETCS TIPUJIOKEHHE K 3asBJICHUIO COMCKATEJNs JIMIIEH3MM NEepeyHs JeKapCTBEHHbIX (opM M (WIK) BHUIIOB
(apMaleBTUUECKUX CYyOCTaHIMI, KOTOPbIE TPOU3BOANUTEID JIEKAPCTBEHHBIX CPEICTB HAMEPEH POU3BOIUTD.

3.B cilIy4dae HeO6XO,Z[I/IMOCTI/I paciipeHus MpOU3BOACTBA JICKAPCTBCHHBIX CPCACTB 3a CUHCT HOBBIX
JICKAPCTBCHHBIX (bOpM n BUI0OB (bapMaLleBTI/ILIeCKI/IX CY6CTaHI_II/II7I MMPOU3BOAUTCIIb JICKAPCTBCHHLIX CPCACTB
AOJDKCH MOJIYYUTh HOBYIO JIMIICH3UIO HA MPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB.

CraTtba 9. NlocypaapcTBeHHbIN KOHTPOSb (Haa3op) B ccepe obpalieHns nekapcTBeHHbIX
cpeacTs
(B pen. ®enepanbHoro 3akona ot 25.06.2012 N 93-D3)

1. TocymapcTBeHHBI KOHTPOIb (HAA30p) B cdepe oOpalleHUs JTEKAPCTBEHHBIX CPEACTB BKIIOYACT B
ceost:

1) nuUEeH3WOHHBIM KOHTPOJb B cdepe MNpPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(bapManeBTUUECKON EATEIIbHOCTH;
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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 06paH_IeHI/I$I
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
TpeOoBaHuii;

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 Tpe6OBaHI/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) COBpCMeHHLIfI 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 CO6I/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

www.consultant.ru Crpanuua 27 n3 119
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 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

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

(bapMaHeBTI/I‘IeCKI/IX CY6CTaHHI/IHX, BXOOAIIUX B COCTaB JICKAPCTBCHHOI'O IIpfriapara OJIsi BETCPUHAPHOI'O
IMPUMCHCHU:

a) HaMEHOBaHUe (apMalleBTUYECKON CyOCTaHIINH, €€ CTPYKTypa, o0II1e CBOUCTBA;
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(bOpMaI_II/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 O6p3.3LIOB, 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 HCO6X0}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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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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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
JUI MEIMIIMHCKOT O IIPUMEHEHUS JINO0 yKa3aHue COOTBETCTBYIOLIEH (hapMaKONEeHHOM CTaThu;

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 CTa)II/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/IBB.TOB 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)
UCIIO0JIb30BaHHBIX 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

www.consultant.ru Crpanvua 43 n3 119
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

( T 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 R " [ata coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

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)

Cratbs 26. yCKOpeHHaH npoueanypa 3KCnepTn3bl NIeKapCTBeHHbIX cpeacTe

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 3aKIIOYEHUI0 DJKCIePTOB TO (Qopme, YTBEPKICHHOW YIIOJIHOMOUYEHHBIM (eIepalbHBIM  OpraHOM
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

www.consultant.ru Crpanmua 55m3 119
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
(pea. oT 06.06.2019) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

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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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 HaCTOHHIeI\/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
JI0ChE HA 3apEerUCTPUPOBAHHBIN JIEKApCTBEHHBIH Mpenapar /Ui BeTepUHAPHOIO MIPUMEHEHUs, WM 00 OTKaze
BO BHECEHHUH TaKUX U3MEHEHUN;

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
pernapaToM;
(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)

() cBeneHUs 0 B3aMMO3aMEHIEMOCTH JICKaPCTBEHHOTO TIpernapara;
1. "¢" BBeneH @enepansHbIM 3aKk0HOM OT 22.12.2014 N 429-03
p

X) CPOK BBEJICHHUS JIEKAPCTBEHHOTO Mpemnapara B Tpa)JIaHCKUil 000poT;
(mm. "x" BBeaeH DenepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

2) B OTHOUICHUH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

a) HauMeHOBaHHME (apMaIeBTHUECKON cyOcTaHIuu (MEXIyHApOAHOE HEMATCHTOBAHHOE, WIIU
TPYIIHPOBOYHOE, MJIM XUMUYECKOE U TOPrOBOC HANMEHOBAHWS ),
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBaHUE U aJpeC MPOU3BOAUTENS (PapMaleBTUIECKOH CyOCTaHIINY;
B) CPOK FOJTHOCTH (papMalieBTUUECKOH cyOcTaHIIny;
T') YCJIOBUS XpaHEeHUs papMalieBTUIECKON CyOCTaHIINM;

1) HOMep (apMaKOIEHHOW CTaThbH WJIM B CIydae €€ OTCYTCTBHSI HOMEpP HOPMATHBHON JTOKyMECHTAIIUU
700 HOPMATHBHOTO JTOKYMEHTA,

€) Hainyue (apMaleBTUUECKOW CyOCTaHLMU B IE€peuyHe HAPKOTUYECKUX CPEJACTB, NCHUXOTPOMHBIX
BEUIECTB M HUX IPEKYypCOpPOB, MOMIEKAIMX KOHTpoiat B Poccuiickonn ®enepanuu, B COOTBETCTBUM C
3aKoHonarenscTBOM Poccuiickoit @depepannu, MexIyHapoaHbIMU forosopamu Pocculickonn ®denepanuu, B
TOM yucie EnuHol koHBEHIMEN o HapkoTudyeckux cpeiactBax 1961 roma u KoHBeHImel o NCHXOTPOIHBIX
BeniectBax 1971 roxa.
(nm. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

2. @apmarneBTHUeckas cyOcTaHIUs, MPOU3BEACHHAs MJS pealn3alld, MOXET OBITh BKJIIOYEHA B
TOCYy/IapCTBEHHBIH pPEecTp JIEKapCTBEHHBIX CpPEICTB Ha OCHOBAaHUM 3asBICHHUA pPa3padOTUMKa WU
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA MO0 YIMOJIHOMOYEHHOTO MU IOPUAMUYECKOTO JIUIA TIPH YCIOBUU
MIPOBEJICHUS] B OTHOIIICHUH TaKOH (hapMareBTHUECKON CyOCTaHIINHM IKCIIEPTU3hI KauecTBa (papMareBTUIeCKOn
cyOCTaHIIMM B TIOPSIIKE, YCTAaHOBJIEHHOM cTaThbell 34 Hacrtosimero denepanbHOro 3akoHa. B oTHomeHuun
(apManieBTHUECKUX CyOCTaHIMA, TPOM3ZBEACHHBIX I peaju3ali, B TOCYJAapCTBEHHOM peEecTpe
JIEKapCTBEHHBIX CPEJICTB COJIEPKUTCS Clieyromas nHhopMalus:

1) HaumeHoBaHMe (apMalleBTUUYECKON CyOCTaHIMM (MEXIyHapOJHOE HEeNaTeHTOBAaHHOE, WU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

TpyOImuUupoOBOYHOC, UJIU XUMUYCCKOC U TOProBOC HaI/IMeHOBaHI/IH);

2) HaMMEHOBaHME, aJpec MPOU3BOAMUTENS (PapMaleBTUUECKOH CyOCTaHIMM, a TaKKe B OTHOILCHHUH
JIEKApCTBEHHBIX CPEACTB JUIi MEOULUHCKOIO IIPUMEHEHUs CBEICHUS O PErMCTPAlUHd IIPOU3BOAUTEIISA
(apMareBTHUECKOW CyOCTaHIIMM B Ka4eCTBE HAIOTOIUIATENBINNKA B CTpAaHE PErHCTpanuu (s POCCHICKHX
IOpUANYECKUX JIMI - WICHTU(QUKAIUMOHHBI HoMmep Hanoromtarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIMI - CTpaHa PETUCTPALMM, HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEerucTpaliOHHBIN
HOMED, KOJI HAJIOTOIJIaTeNbIUKa B CTPaHE PErUCTpalluy (MHKOPIOPALMK) UM €ro aHajor);

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

3) cpok rogHOCTH (hapMaIeBTUYECKON CyOCTaHIINY;
4) ycroBust XpaHeHUsI papMaIieBTHIeCKOi CyOCTaHIN;

5) HoMep (hapMaKoINeHHON CTaThu OO B Cydae €€ OTCYTCTBUS HOMEP HOPMAaTUBHOM JTOKYMEHTAIIUH
WJIM HOPMaTUBHOTO JIOKyMEHTA;

6) Hamuuue (QapMaleBTUYECKOH cyOCTaHIMM B IepedyHe HAPKOTUYECKHX CPEACTB, MCHUXOTPOMHBIX
BEUIECTB M HMX IPEKYypCcOpoOB, MOMIEKAIMX KOHTpoiato B Poccuiickonn ®enepaiyu, B COOTBETCTBHH C
3aKoHoarenscTBOM Poccuiickoit @epepanun, MexIyHapoaHbIMU fgoroopamu Pocculickonn ®denepanuu, B
ToM yucie EnuHol koHBeHIMeN o HapkoTuyeckux cpeiactBax 1961 roma m KonBeHiuen o ncHxoTpOIHBIX
BemecTBax 1971 rona;

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

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

3. Ilopsimox BemeHUsT TOCYIApPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEICTB IJIsi MEIUIIMHCKOTO
MIPUMEHEHHUS W TIOPSIOK BEJCHUS TOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEJACTB JIJISI BETEPHHAPHOTO
IPUMEHEHHUS YTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM HCIIOTHUTEIBHON
BJIACTH.

Cratba 34. Bknrw4yeHMe B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CPeaAcTB M
UCKIIOYEeHNe M3 rocyAapCTBEHHOro peecTpa NeKapCTBEHHbIX cpeaAcTB dhapMaLeBTU4ECKON
cy6cTaHuuMm, npom3BeAeHHOW ANA peanusauum
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jns BkmodeHus (apmaneBTUUECKON CyOCTaHIMHM, NPOM3BEAECHHONW JUIs pealu3alud, B
rOCy/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTHU3A €€ KAUeCTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DkcmepTh3a KayecTBa yKa3aHHOW B 4acTu | HacTodlell cTaTbu (apMaleBTUYECKOW CyOCTaHIIMH,
COCTaBJICHUE KOMHUCCHEH 3KCIEPTOB 3aKJIHOYEHUH 10 pe3ysbTaTaM 3TOH 3KCIEpTU3bl U UX HalpaBlICHUE B
YIOJIHOMOYEHHBIH  (ellepaibHblii OpraH HCHOJHHUTENbHON BJIACTH OCYIIECTBISIIOTCA B CpPOK, HE
NPEBBINAIONIMNA  IIECTHJECATH paboyux JHEH CcO JHSA TOJYY4EHHUS OKCHEPTHBIM  YUpEKICHHEM
COOTBETCTBYIOILIETO 33JlaHMsl YINOJHOMOYEHHOIO (peepallbHOrO OpraHa MCHOJIHUTENIbHOM BIacTH U
CJIEAYIOUIMUX TOKYMEHTOB:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) Komus TUIIEH3UU Ha TIPOU3BOCTBO JIEKAPCTBEHHBIX CPEACTB MIIM KOIHUS 3aKITIOUYEHUS O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM IMpPABUI HAJUIeKAIEH MPOU3BOACTBEHHON MPAKTUKH,
BBIJJAHHBIX YIIOJHOMOYEHHBIM (heZiepaibHbIM OpPraHoOM HCIONHHUTEIBHOM BJAacTH, B Cllydae, €cliu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO CPENICTBA ocymiecTisiercs: B Poccuiickoit denepanmu;

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

2) xonusi JOKYMEHTA, BbIIAaHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTENS JIEKAPCTBEHHOTO
CPEICTBA W MOATBEPIKJIAIOIIETO pa3pelleHue MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEICTBA, M €ro MepeBo] Ha
PYCCKUI A3BIK, 3aBEpEHHbIC B YCTAaHOBJIEHHOM TOpPSJIKE, a TaKXKe KOMHUS 3aKIIOYEHHS O COOTBETCTBUHU
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM IMPABUI HAJUICKAIIECH MPOU3BOACTBEHHOW MPAKTUKH,
BBIJJAHHOTO YTIOJITHOMOYEHHBIM (pe/iepaibHbBIM OPTaHOM HCIIOJHUTEIBHON BIACTH, JHOO KOMHS pEIICHUS
YIIOJITHOMOYEHHOTO (pe/lepaIbHOr0 OpraHa HWCIOJHHUTEIBHOW BIACTH O TPOBEICHHH WHCIEKTHPOBAHUS
IPOU3BOJUTENS JICKAPCTBEHHOT'O CPEJICTBA. YKa3aHHbIE JOKYMEHTBI MPEJCTaBISIOTCS B Ciy4ae, €ciu
IPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIsIeTCs 3a npeaenamu Poccuiickoit denepannu;

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

3) AOKYMEHT, COIepIKAIUI CIIEAYIOIINE CBEACHHS O (papMalleBTUICCKON CyOCTaHIUH:

a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTypa, OOIINe CBOMCTBA;

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IPOU3BOACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTaauigX IMMPOU3BOACTBA,

I') olMcaHue pa3paboTKH MpoLecca MPOU3BOICTBA;

1) OTIMCAaHNE KOHTPOJISI KPUTHUECKUX CTa/IMi Mpoliecca MPOU3BOACTBA U IPOMEKYTOUHOU MPOAYKIIUH;
€) IOKyMEHTaJbHOE MOTBEPKACHHUE (BAIUIAIIMA) TTPOLIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKA IIPUMECEH;

n) crieurdukanys Ha hapMareBTHUECKYIO CyOCTaHIINIO U €e 000CHOBAaHHUE;

K) aHaJUTHYECKWe METOJUKH, HWCIOJb3yeMble TIPU  OCYIISCTBICHMHM KOHTPOJNS  KauyecTBa
(hapmaneBTHUECKON CyOCTaHIINY;

J) JOKYMEHTaJIbHOE NOJTBEpXKIEHHE (BaTUAALMs) AHAIUTUYECKMX METOJUK, HCIOJb3YEMBIX IHpHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMalieBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHaJu3a cepuil (hapMalleBTHUECKON CyOCTaHIINY;

H) NEepeUCHb CTAaHAAPTHBIX 06pa3u013 WM BCHICCTB, HUCIOJB3YEMbIX IPU OCYHICCTBICHHUU KOHTPOJIA
KadueCTBa,

0) ONHCaHUE XapaKTEPUCTUK U CBOICTB YIIAKOBOUHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEACTB;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) IJaHHBIE O CTA0MIIBHOCTH (papMaIieBTUUECKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) NOKyMEHT, COJEp)KalllMil CBEIEHUS O PEruCcTpalud IMPOU3BOJAUTENS JEKAPCTBEHHBIX CPEIACTB IS
MEJUIIMHCKOTO MPUMEHEHHS B KauyeCTBE HAJIOTOIUIATENbIMKa B CTpaHE perucrpauuu (A1 pOCCHUMCKHUX
IOpUANYECKUX JIMI - WICHTU(PUKAIUMOHHBI HoMmep Hanoromiarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIMI] - CTpaHa PETUCTPALMK, HAUMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa, PEeruCTpaliOHHBIN
HOMEp, KOJI HAJIOTOIJIaTeNbIIUKA B CTPAHE PErHCTPaLui (MHKOPIOPALMN) UIIH €r0 aHaJor).

(1. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlns mpoBeeHrs KCIEePTU3bl KauecTBa yKa3aHHOM B yacTu | HacToslel cTathil (hapMaleBTHUECKOM
cyOCTaHIMK 3asSBUTEIb MPEACTABIISIET B YIIOJTHOMOYEHHBIN (efiepalibHbIN OpraH UCTIOJHUTEILHON BIACTH:

1) 3asgBieHHe O BKIIOYCHHH B TOCYAAPCTBCHHBIH pPEECTp JIEKAPCTBEHHBIX CPEICTB JaHHOU
(hapmareBTHUECKOM CyOCTaHIINY;

2) Komus JOKYMEHTa, MOJTBEpXKJAIOIIEro YIUIATy TOCYJapCTBEHHOW IONIUIMHBI 3a BKIIOYEHHE B
TOCYJIapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CyOCTaHIMM, MPOU3BEICHHON st
peanuzanuu, JIuOO MO COOCTBEHHOW WHMIIMATUBE YKa3aHHBIM JTOKyMEHT. B ciyuyae ero HempeicTaBlIeHUs
3asiBUTENIEM YTIOJTHOMOUYEHHBIM (enepanbHblii OpraH MCIOJHUTEIBHONW BJIAcTH MpoBepseT (akT YIaThl
rOCyJJapCTBEHHON NOUUIMHBI 3asBUTEIEM C HCIOJIb30BaHHMEM HH(pOpMaunuu o0 ymiaTe rocyaapcTBEHHON
NOUUIMHBI, cofepxamieiics B [ocymapcTBeHHOH HWHPOPMALMOHHOM cHCTEME O TOCYAAapCTBEHHBIX U
MYHULMIAJIBHBIX ~ IUIaTE€XaX, HA OCHOBAHMU INPEJICTABICHHON  3asfBUTEIEM KONHMM  JIOKYMEHTa,
MOATBEPKIAIOILETr0 YIIIAaTy FOCY1apCTBEHHOM IOLINHBL,

(n. 2 B pen. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) TOKyMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOSAIIEH CTaThH;
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBneHHe O BbIJaue pasperieHuss Ha BBo3 B Poccuiickyro denepanuio KOHKPETHOM HapTHH
HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOIO CPEACTBA, IIPEIHA3HAYEHHOTO Ul IIPOBEIEHUS YKa3aHHOMU
9KCIIEPTU3BI.

(. 4 BBeneH ®PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

4. B TeueHue aecsATH pabOUYMX JTHEW CO JTHSA MPUHATHS 3asBJICHHS O BKIIOUYCHWM YKa3aHHOW B yacTu |
HACTOSIICH cTaThu (papMaleBTUYECKON CyOCTaHIIMM B TOCYJAPCTBEHHBIN pPEeecTp JIEKAPCTBEHHBIX CPEACTB U
JOKyMEHTOB, TEPEUMCIEHHBIX B 4YacTh | M NyHKTE 2 4YacTh 3 HACTOSIIEH CTAaThH, YIOJIHOMOYEHHBIN
(dhenepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH:

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

1) mpOBOIUT TPOBEPKY TOTHOTHI W JIOCTOBEPHOCTH IAHHBIX, COJICPIKAIIMXCS B IPEACTABICHHBIX
3asIBUTEIIEM JIOKYMEHTAX;
(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) NPpUHHUMACT PCHICHUEC O HAIPABJICHUHU B J3KCICPTHOC YUPCKIACHUC 3adaHUSA Ha IIPOBCACHHUC
OKCIICPTHU3BI KAa4YCCTBA YKaBaHHOﬁ B yacTu 1 HaCTOSAIIEH CTaTbH (I)&pM&LIGBTPI‘lCCKOI:I CY6CTaHI_II/II/I uii o0
OTKa3C B TAKOM HallpaBJICHUU;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

3) yBeIOMJISIET B 3JIEKTPOHHOM MM MMCbMEHHOM (hopMe 3asBUTENS O MPUHITOM PEIICHUHU WK B CiIydae
OTKa3a C yKa3aHHEM IIPUYMH TaKOTO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B cny4ae BbISIBIIEHUSI HEJOCTOBEPHOCTH CBEJIEHU, COJIEPKALINXCS B MIPEICTABICHHBIX 3aBUTEIEM
MaTepuanax, YIOJIHOMOYEHHBIH (QenepalbHblii OpraH HCIOJHUTENBHON BIIACTH HAIPaBISIET 3asBUTEIIO
3anpoc 00 YTOUHEHMM YKa3aHHBIX CBeJeHMH. JlaHHBII 3ampoc MokeT ObITh NepelaH yHOJIHOMOYEHHOMY
NPEACTaBUTEIIO 3asBUTENS JIMYHO MOJ PAcIMCKy, HANpaBlieH IO MOYTe 3aKa3HbIM NMUChbMOM WM INEpelaH B
JIEKTPOHHOHU (popMe 1Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBS3H. B cilydae HampaBieHHs TaHHOTO 3ampoca
10 TMOYTE 3aKa3HbIM IMCHbMOM OH CUMTAETCS IOJYUYEHHBIM 10 MCTEUEHUU IIECTH AHEHW C JaThl HAIIPABJICHUS
3aKa3HOI0 MHUCHMa.

(uactp 4.1 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asButens 00s3aH MPEACTaBUTH OTBET HAa 3alpoc YIOJIHOMOYEHHOro ¢eAepalbHOro opraHa
UCTIOTHUTENFHOM BJIACTH B CPOK, HE MPEBBIMIAIONIUIN JAeBIHOCTA PabOUnX JAHEW CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOSIIIEN CTAaTbM, MPUOCTAHABIMBAETCA CO JIHS HAINpaBIICHUSA
3aBUTEIIO 3aIPOCa YHOJHOMOYEHHOTO (heepabHOrO OpraHa MCIOJHUTEIBHON BIACTH 10 THS HOJTYYCHHUS
UM OTBETAa HAa JAHHBIM 3ampoCc M HE YYWUTHIBACTCA TIPU HCUMCICHUU CPOKAa OHKCIEPTU3Bl KayecTBa
(hapMmarieBTHUECKOM CyOCTaHITNH, HEUCTIONb3YEeMOM TP MPOU3BOJICTBE JIEKAPCTBEHHBIX MPEMapaToB.

(dactp 4.2 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM nJs OTKa3a B HANpaBICHUM B DKCIEPTHOE YYPEXKICHUE 3aJaHHs Ha IPOBEIECHUE
HKCHEePTH3bl KauecTBA YKa3aHHOW B yacTH | HacTosIed craTbi (hapMaleBTHUECKOW CyOCTaHIMM SIBISETCS
HENpeACTaBICHNE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbu, OTCYTCTBHE HH(MOpMAIHH,
noATBepkaaromier  (akT ymiatel TOCYJAapCTBEHHOM TNOLUIMHBI 33 BKJIIOYEHHE (DapManeBTUUYECKON
cyOCTaHIMM, MPOW3BEACHHON I peanu3alii, B TOCYIapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB,
HEINpe/ICTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIA B yacTu 4.1 HacTosAllel cTaTbu
3aIpoc yMOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJIHUTEIbHON BIACTU WM MPeJICTaBlIeHHE T0KYMEHTOB,
HE CO/IepIKaIIUX UCUYEPIBIBAIOIIETO EPEUHsT HEOOXOIMMBIX CBEICHU.

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

6. B Teuenne naTHaAIATA PabOYMX JHEH CO JHS TOJTYYCHHUS PEUICHUS YIIOJTHOMOUYEHHOTO (heIepaTbHOTO
OpraHa WCIIOJIHUTEJIbHOM BJIACTH O HAIPaBJICHUM B OSKCIEPTHOE YUYPEXKACHUE 3aJaHUs HA IPOBEJCHUE
9KCHEPTHU3bl KauecTBa YKa3aHHOW B yacTU |1 HacTosmiell cratbu (apMaleBTHUECKONW CyOCTaHLIMU 3asBUTEIIb
NpEeCTaBIsIeT B 3KCIIEPTHOE YUPEKICHUE IS IPOBEACHUS JaHHOM 3KCIepTU3bl 00pasiibl papMalieBTUIECKON
CyOCTaHIIMM B KOJIMYECTBE, HEOOXOUMOM JIJIsl BOCIIPOM3BEICHUS METOJIOB KOHTPOJISI KauecTBa. DKCIEPTHOE
YUpEXKACHUE TPHU TOJyYEHHH OO0pas3loB yKa3aHHOM B uacTH | HacTosmeld cTarbu (apMareBTHYECKON
CyOCTaHIIMM BbIIAET 3asBUTENIO JOKYMEHT, MOATBEPXKAAIOIINNA MOJyYyeHHEe 3THUX oOpas3loB, U B CPOK, HE
MPEeBBIIAIONINN TpeX pabouyux [AHEH, yBEAOMIISIET B DJIGKTPOHHOM WM NHCbMEHHOM (opme 00 3ToM
YIOJIHOMOYEHHBIN (eiepabHblil OpraH HCIOJHUTEIBHOW BJIACTH. OTHU CPOKM HE BKJIIOYAKOTCS B CPOK
IIPOBEJCHMS JTaHHOW SKCIIEPTU3BI.

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

7. JIOKyMEHTBI, IOCTYIIMBIIME B JKCIEPTHOE YYPEKIACHUE Uil IIPOBEICHMs JKCIEPTHU3bl KauecTBa
yKa3aHHOH B 4Yacth | Hacrosimedl cratbu (apManeBTHUECKOW CyOCTaHIMH, TIOIJIe)KAaT BO3BpaTy B
YIOJHOMOYEHHBIN (efepaibHbli OpraH HCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKJIIOUYEHUSMHU 110
pe3ysbTaTaM IMPOBEIACHHON SKCIIEPTU3HI.

8.B CpPOK, HC HpeBBII_HaIOH_[I/Iﬁ AT pa60‘II/IX JHEeH co aHs MOJIYUCHU S 3aKIIIOYCHHUA KOMUCCHUU SKCIICPTOB
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0 pe3yjibTaTaM BSKCIICPTU3bI KAa4YCCTBaA y1(a3aHHOﬁ B yactu 1 HacTOsAIIEeH CTaTbHu Q)apMaHeBTI/I‘{eCKOI}’I
Cy'6CTaHI_II/II/I, yr[OJ'IHOMO‘IGHHBIfI (I)e;[epaanLIﬁ opran HCIIOJIHUTEILHOM BIIACTH:

1) ocymecTBIsSeT OLEHKY TAaKOrO 3aKIIOYEHHUS NS ONPENENCHHs €ro COOTBETCTBHUS 3aJaHUIO Ha
MIPOBEACHUE TAHHON HKCIIEPTU3BL;

2) mpUHMMAaET pElIeHHEe O BKIIOYEHUM yKa3aHHOM B yacTu | HacTosied cratbu (hapMaleBTHUECKON
CcyOCTaHIIMM B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB WM peElIeHHEe 00 OTKa3e B TaKOM
BKJIIOUEHUH;

3) BHOCUT TpU MPUHATHH pEUICHHWs O BKIIOYCHHHM YKa3aHHOW B YacTH | HacTosIed CTaTbu
(apManeBTHUECKONW CyOCTaHIIMM B TOCYIAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB MPEIYyCMOTPEHHYIO
nyHKTOM 2 4actu | crateu 33 Hacrosmiero denepanbHOr0 3aKkOoHA MH(DOPMAIHIO M yBEAOMIISIET 00 3TOM B
3JIEKTPOHHON WJIM MUCbMEHHOU (popme 3asiBUTENS.

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

9. OcHoBaHMEM JIs OTKa3a BO BKIIIOYEHUH YKa3aHHOM B yacTu | HacTosien cTatbu papMaleBTHYECKON
CyOCTaHIIMM B TOCY/AapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB SBISETCS 3aKII0UEHHE COOTBETCTBYIOLIETO
YIIOJIHOMOYEHHOTO (he/IepajIbHOr0 OpraHa UCIOJHUTEIBHOM BIACTH O TOM, YTO Ka4eCcTBO (hapMarieBTHYECKON
cyOCTaHIIMM HE OJITBEPKIEHO MOJIyY€HHBIMH JaHHBIMU.

(wacte 9 BBegena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pea. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

10. He nomyckaercss BKJIIOYEHME B TOCYJApCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB OJHOU
(bapMareBTHUECKOW CyOCTaHIIUM, IMPOU3BEJICHHOM JUIs peanu3alii U BBITYCKaeMOH OJHHUM U TEeM e
IIPOU3BOAUTENIEM, B BUJIE ABYX U 00JI€€ peecTpOBBIX 3aIHCeil.

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

11. BHeceHne M3MEHEHHWI B JOKYMEHTHI Ha (papMarieBTUYECKYIO0 CyOCTaHIIUIO, TTPOW3BEICHHYIO JIS
peanu3aluy M BKJIIOYEHHYH0 B TOCYJAPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBiieHHOM cratbsiMu 30 u 31 Hacrosmero denepanbHOro 3akoHa, C YIUIATOU
rOCy/apCTBEHHOW MOLUINHBI, MPEAYCMOTPEHHON 3aKoHOAaTeNnbcTBOM Poccuiickoil @enepanuu o Hajlorax u
cOopax.

(uactp 11 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercst oOpamieHue (apMaleBTHUECKUX CyOCTaHIIMM, MPOW3BEACHHBIX Ui peain3aiiu, B
TEYEHHE CTa BOCBMHJECSATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
UCTIOMTHUTENFHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHHH B JOKYMEHThl Ha (apMaleBTUYECKYIO
cyOCTaHINIO, MPOU3BEACHHYIO Ul pPealn3alii U BKIIOYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

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

13. Pemenne 00 UCKIOYEHMM M3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX  CPEICTB
(dapManeBTHUECKOW CyOCTaHIMK, IPOU3BEICHHOM M peanu3aly, MPUHUMAETCS YIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH B CIIyYae:

1) OpeaACTaBJICHUA COOTBCTCTBYIOIIHUM YITOJITHOMOYCHHBIM (I)G,Z[epaJ'IBHLIM OpraHomMm HUCIIOJIHUTEIbHOMN
BJIaCTU 3aK/IIOYCHHA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCJIOBCKA a100 KHUBOTHOIO npu
HCII0JIb30BAHHNHU JICKAPCTBCHHOI'O CPEACTBA,
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2) mona4yu pazpaboOTYUKOM JIEKApPCTBEHHOTO CPEACTBAa WU MPOU3BOAUTENEM JIEKAPCTBEHHOTO CPEICTBA
aM00 YHNOTHOMOYEHHBIM UWMH JIPYTHUM IOPUAMYECKAM JIMIOM 3asBIEHUS 00 UCKIIOYCHHH U3
rOCY/apCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEICTB (GapMaleBTUYCCKOW CyOCTaHIIMH, TMPOU3BEICHHON s
peanuzanuy;

3) orcytcTBus (hapMalleBTHUECKOM CyOCTaHIIMH, TMPOU3BEICHHON /I peanu3alud, B OOpalleHUHd B
Poccuiickoit deneparuu B TeUCHUE TPEX U OoJIee JIeT.
(uacts 13 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbiv 3aKoH oT 22.12.2014 N
429-d3.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OTKa3e B BblAaye paspelleHuss Ha npoBeaeHue
KNMMHMYECKOro uccriefoBaHUA JieKapCTBEHHOro npenaparta, peweHuss o6 oOTKase B
rocynapCTtBeHHOM perncTpauum JeKkapcTBEHHOro npenaparta, 3akfl4YeHUs KOMUCCUM
3KCMNEepPTOB IKCNEPTHOrO YUYpEeXAeHUS UNU 3aKN0YeHUss coBeTa No 3TuKe

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

Pemenre cOOTBETCTBYIOIIETO YMOJTHOMOUYEHHOTO (eAepaJbHOTO OpraHa MCIHOJHUTEIBLHON BIACTH 00
OTKa3e B BbIJaye pa3pellieHus Ha MPOBEACHHUE KIMHUYECKOTO HCCIIEeNOBaHHS JIEKapCTBEHHOTO Mpemnapara,
pelieHre ykazaHHOTO (¢elepalbHOrO OpraHa HCIOJHUTENBHONW BIIACTH 00 OTKa3e B TOCYAapCTBEHHOU
pEerucTpaluy JEKapCTBEHHOIO Mpenapara, 3aKI0YeHUE KOMUCCUU IKCIIEPTOB SKCIEPTHOTO YUPEKIACHUS WIH
3aKJII0OYEHUE COBETa MO ITUKE MOXKET OBITh 00XAJOBAHO B MOPSIKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu. 3akioueHHe OSKcHepra, O(OPMIEHHOE IO UTOraM »JKCIEepTH3bl B  LENSIX
OTIpEICTICHUSI B3aMMO3aMEHSEMOCTH 3apErMCTPUPOBAHHOTO JICKAPCTBEHHOTO TMperapara, MOXET OBITh
00>aJIoBaHO JIeprKaTeIeM WIIH BIIAJENIblIeM PErHCTPAIlMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tpernapara B
KOMMCCHIO DJKCIEPTOB JKCHEPTHOTO YUPEXKACHMS. 3aKIIOUEHWE KOMHUCCHUU HSKCIEPTOB SKCHEPTHOIO
yapexIeHusi, opopMIIEHHOE 1O UTOraM MEepPecMOTpa O00KATOBAHHOTO 3aKIIIOUEHUS DKCIEPTa, MOXKET OBITh
OCTIOPEHO JepKaTelieM WM BIIAJICTbIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Iperapara
au00 YMOJTHOMOYEHHBIM HWMH JIMIIOM B TIOPSAJIKE, YCTAaHOBJICHHOM 3aKOHOIATENIbCTBOM Poccuiickoit
Oenepannn. [Ipu oOkamoBaHWM peNICHUS YIOJHOMOYECHHOTO (eepaabHOTO OpraHa HCIOJHHUTEIbHON
BJIACTH, 3aKIIOUYEHHS SKCIEepTa WIH KOMUCCUH SKCIIEPTOB AKCIEPTHOTO YUPEKACHHUS, 3aKITIOYCHHS COBETA T10
9THKE JepKaTelb WX BIaAeNel] PEerHCTPAMOHHOTO YJIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpernapara JTudo
YIOJIHOMOYEHHOE MMH JIMIIO BIPaBE MPEACTABUTH PE3YJIbTaThl IKCIEPTU3bI JIEKAPCTBEHHOTO Ipemnapara,
MIPOTOKOJIBI TIOTYYSHHBIX aKKPEAUTOBAHHBIMH HCIBITATSILHBIME JIA00OpATOPUSAMH (IIEHTPaMH) pPe3yIbTaToOB
HCCIETOBAHNH, NCITBITAHUH.

Ctratbss 37. WHdopmauusa, cBsisaHHaA C OCYLIECTBNIEHUEM rOCYyAapPCTBEHHOM
perucTpauum JeKapCTBeHHbIX nNpenapaTtoB, WHQOPMaUUA O 3apPerMcTPUPOBaAHHLIX
NeKapCTBeHHbIX Mpenapatax W JeKapCTBEHHbIX MpenapaTax, WCKIIOYEHHbIX U3
rocynapcTBEHHOro peecTpa NeKapCcTBEHHbIX CPeacTB

1. CoOTBETCTBYIOIIHMKA YITOJITHOMOYCHHBIN (heepanbHbIi OpraH UCIIOJTHUTEIIBLHON BJIACTH pa3MellacT Ha
cBoeM odunuanbHOM caiite B cetu "MHTepHer" WHQpOpMAIMIO, CBI3aHHYI0 C OCYIIECTBICHUEM
TOCYJapCTBEHHON pErucTpalu JIEKapCTBEHHBIX NPenaparoB, B TOM YHCIE MPOBEICHUEM SKCHEPTU3BI
JICKapCTBEHHBIX CPEICTB (BKIIIOYAsh pPe3yJIbTaThl €€ MPOBEACHHS), MH(POPMAIHMIO O 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX Tpemaparax M JEKapCTBEHHBIX TMperaparax, UCKIOUYEHHBIX M3 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB, HE MO3/IHEE YeM 4Yepe3 MATh pabodux THEH CO JHS MOJYyYEeHHUS] COOTBETCTBYIOIIUM
YHOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BIIACTH 3asBIIEHUS O TOCYJapCTBEHHON
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pETUCTpalNU JEKapCTBEHHOTO Mpernapara.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. Cpoku ™ TOpSAIOK pa3MeIleHUs YKa3aHHOW B yacTu | Hacrosmied craTtbil HH(OpMaIUH
YCTaHABIIMBAIOTCS YIIOJIHOMOYCHHBIM (helepallbHbIM OpPraHOM HCIOJHUTENbHOW BiacTu. WHbopmanus,
yKa3aHHas B 4acTU | HACTOAIIEH CTaThH, SIBISETCA OTKPHITOW M OOIIETOCTYIMHOW W TPEIOCTaBIISCTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit denepaiuu.

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

Mnasa 7. KIIMHWYECKUE UCCINEAOBAHUSA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAUUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeaULMUHCKOro NpUMeHeHus

1. Kiimandgeckne HUCCICO0BAaHNA JICKAPCTBCHHBIX NPCMIapaToB AJId MCIUIHUHCKOIO NpUMCHCHHA, B TOM
qucIe MEXIYHapOaAHble MHOTOLIEHTPOBbIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIMOHHBIE, IPOBOASTCA B OJHOU
WIN HECKOJIbKMX MEJMLMHCKUX OpraHu3alMsX B COOTBETCTBMM C NpaBUJIAMU HaJUIeXalled KIMHUYECKON
NPAKTUKH, YTBEPKACHHBIMH YIOJIHOMOYEHHBIM (pefepaibHbIM OpPraHoM HCIIOJHUTEIbHOM  BIIACTH,
COOTBETCTBEHHO B CIECAYIOIIUX LENAX:

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

1) ycraHoBieHne 0€30MacHOCTH JICKAPCTBEHHBIX IMPENapaToB JUIsl 3J0POBBIX JTOOPOBOJBIEB U (WJIH)
HNEPEHOCUMOCTH MX 3J0POBBIMU JTOOPOBOJIBIIAMH, 332 HCKIIOUEHHEM TaKHX HCCIEAOBAHUN JIEKAPCTBEHHBIX
npenapaToB, IPOU3BEIEHHBIX 3a NpeaenaMmu Poccuiickoit @eneparuu;

2) moa0op ONTUMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpernapaTa ¥ Kypca JICUeHUs Ul MalueHTOB C
OTIpeNIeIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 03 H CXEM BaKIMHALUK HMMYHOOHOJIOTHYECKUMU
JIEKapCTBEHHBIMU MpenapaTaMu 3J0pOBBIX 100POBOJIBIIEB;

3) ycraHOBIIeHHE OE€30MaCHOCTH JIEKAPCTBEHHOTO TpemnapaTta u ero 3h(EKTUBHOCTH I MAIMEHTOB C
orpezeseHHbIM 3a00sieBaHnEM, TPOGUIaKTHUIECKON AP (HEKTUBHOCTH UMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB Ui 310POBBIX JOOPOBOJIBIIEB;

4) u3ydeHrne BO3MOKHOCTH PACUIMPEHHs TMOKa3aHUN Ui METUIMHCKOTO NMPUMEHEHMS U BBIABICHHS
paHee HeM3BECTHBIX MOOOYHBIX ICHCTBHIA 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIAPATOB.

2. B oTHOIIEHHH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MpENapaTroB A MEIULUHCKOIO NMPUMEHEHUS
MIPOBOASATCST MCCIIEOBaHNUS OWOAPKBUBAJICHTHOCTH U (MJIM) TEparieBTUYECKOW 3KBUBAJICHTHOCTH B IOPSJIKE,

YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (bCI[CpEU'IBHBIM OpraHomM HCITOJIHUTEILHOHN BIACTH.

3. OpraHI/I3aumo MNPOBCACHUA KIIMHHUYCCKUX HCCIIECIOBaHUI JICKApCTBCHHOT'O IIpfriapaTta I
MCIUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) pa3pa®oTuuK JIeKapCTBEHHOTO IpenapaTa UK YIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTeNbHBIE OpPraHW3AalMM  BBHICHIETO OOpA30BaHMSA, OPTraHU3AIUHN  JIOTIOJHUTEIHLHOTO
po¢eCCHOHAIIBHOTO 00pa30BaHUS;
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(m. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)
3) HAyYHO-UCCIEOBATENLCKUE OPTaHU3AIIH.

4. KiuHuyeckue WUCCIEOBaHMS JIEKAPCTBEHHOIO Ipenapara s MEJUIMHCKOTO IPUMEHEHUS
MIPOBOJATCS Ha OCHOBAaHUHU pa3pelIeHHs Ha MPOBEACHHE KIMHUYECKOI'O HCCIIEOBAHUS JIEKaPCTBEHHOIO
npernapaTa, BbIIaHHOTO  YIOJHOMOYEHHBIM  (pelepaJbHBIM  OpPraHOM  KCIIOJHUTEIBHOW  BIIACTH.
VYnoiaHoMo4YeHHbIH (eaepanbHblii OpraH MCIOJHUTEIBHON BIACTH BEAET PEECTP BBIIAHHBIX pa3pelIeHUH Ha
NpOBE/ICHNE KIMHUYECKUX HMCCIIEeIOBAaHUHN JIEKapCTBEHHOI'O INpernapara, COAEp)KalllMi yKa3aHue Ha UX Ielb
WM LI€TH, B YCTAHOBJIEHHOM 3THM OPraHOM IMOPSAIKE.

(B pen. @enepanbHbIx 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

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

6. K opraauzanpyu npoBENEHHs KIMHUYECKHX HCCIECJOBAaHUN JIEKQPCTBEHHOIO IIpenapara s
MEIUIUHCKOI0 IPUMEHEHHs pa3paboTYMKOM JIEKapCTBEHHOIO MpernapaTa MOTYT PUBIIEKATHCS IOPUINUECKUE
avna  J00H  OpraHM3allMOHHO-NIPAaBOBOW  (OPMBI NHpU  YCIOBHMM OO0ECIEYEeHUs COOTBETCTBUS OITHX
UcclieIOBaHUM TpeOoBaHUAM HacTosero deepaibHOTO 3aKOHA.

7. KiMHHMYecKHE WCCIIEOBaHUs JICKAPCTBEHHBIX IIPENapaToB Uil MEAULUHCKOIO IPUMEHEHUs
MPOBOJATCS B MEIMLMHCKUX OPraHU3allUgX, aKKPEAUTOBAaHHBIX YIIOJHOMOYEHHBIM (hefepaabHbIM OpraHOM
HCIIOJTHUTENIBHOW BIIACTH B MOPSI/IKE, ycTaHOBIEHHOM IIpaButenscTBoM Poccuiickoit @enepannn.

8. IlepeueHb MEIUIIMHCKUX OpPTaHU3AIMi, UMEIOIIHUX IMPABO MPOBOJUTHh KIWHUYECKUE HCCIICIOBAHUS
JIEKapCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO TMPUMEHEHHs, W PEeCTp BBLAAHHBIX pa3pelleHdud Ha
MPOBE/ICHUE KIMHUYECKUX MCCIIEIOBAHUN JIGKAPCTBEHHBIX MPENapaToB OMyOINKOBBIBAIOTCS U Pa3MEIIAIOTCs
YIOJTHOMOYEHHBIM (heIepaTbHBIM OPTraHOM HCIIOJHUTEIIEHON BIACTH B YCTAaHOBIEHHOM MM IIOPSIIKE HA CBOEM
odunmansHOM caiite B cetn "MHTEpHET".

Cratba 39. PeweHue o npoBeAeHUUN KITMHUYECKOrO MUCCNefoBaHUA NEeKapCTBEHHOro
npenapara ansi MeaUMLUHCKOro npuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Kiunnyeckoe wuccienoBaHUE JIEKapCTBEHHOIO IIpernaparta s MEAUIMHCKOTO INPUMEHEHUS
MIPOBOAMTCS HAa OCHOBAHHMM pa3pellieHUs] Ha MPOBENCHHE KIMHUYECKOrO HCCIIEOBAHMS JIEKapCTBEHHOIO
npenapara, BbIJAHHOTO YIIOJHOMOUYEHHBIM (heZiepalIbHbIM OpraHOM HCIOJHUTENIBHON BJIACTH 1O pe3yJIbTaTaM
9KCHEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX [UIl MOJIY4YEHHs pa3pelleHus] Ha IMpOBEJICHHE KIMHUYECKOTrO
HCCIIEI0OBaHM JIEKAPCTBEHHOTO IIpenapaTa U 3THYECKON IKCIIEPTU3BI.

2. Jlng moislydyeHus paspelleHHs Ha NPOBEIACHHE KIMHMYECKOIO HCCIIEI0BAaHUS JIEKaPCTBEHHOI'O
npemnapara Ui MEIWIIUHCKOTO TPUMEHEHUS 3asBUTENb MPEJCTABISET B YMOJHOMOYEHHBIN (hemeparbHbIi
OpraH HUCIIOJIHUTEIBHOMN BIIACTH!

1) 3a4BJICHUC O BBIAAYC pa3pCIICHHA Ha IPOBEACHHUE KIMHHYECKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O
Ipenapara sl MCAUIUHCKOI'O MIPUMCEHCHU S,

2) KONMM JIOKYMEHTOB, MNOJTBEPXKIAIONIMX YIJIaTy TOCYAAPCTBEHHOM TMOIUIMHBI 3a MpPOBEICHHUE
3TUYECKOM DKCIEPTU3BI, IKCIIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBINM IIpenapar I MOJIyYEHHUS pa3peleHUs
Ha MPOBEJECHUE KIIMHUYECKOTO0 MCCIIEIOBAaHMs JICKAPCTBEHHOTO IIpenapara il MEIUIMHCKOTO NMPUMEHEHHs,
3a BBIJAYy pa3pelIeHUs Ha IPOBEACHHE KIMHUYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOIO Mperapara i
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MEAMIMHCKOIO IPUMEHEHUs, 3a INPOBENECHUE SKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipemnapar Uit
MIOJIy4YEHHUsI pa3pelleHUs] Ha MPOBEACHNE MEXAYHAapPOJHOIO MHOTIOLEHTPOBOTO KIMHUYECKOIO MCCIIEN0BAaHUS
JIEKapCTBEHHOI'O Ipernapara Juisi MEOULUHCKOrO INPHUMEHEHMS, 3a BblJady pas3pelieHHs Ha IIPOBEICHUE
MEKIyHApPOAHOTO MHOTOLIEHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO Ipernapara s
MEJIMLIMHCKOrO TPUMEHEHMs, 3a MPOBEICHUE ITHUYECKOM SKCHEPTHU3bl, HKCIEPTU3bl JOKYMEHTOB Ha
JEKapCTBEHHBI Ipenapar [uid [OJY4YeHHMs pa3pelleHHs Ha IPOBEICHUE IOCTPErMCTPALMOHHOIO
KJIMHUYECKOTO HCCJIEJOBAHMs JIEKAPCTBEHHOI'O IIpernapaTta [Ulsi MEIULUHCKOTO NPUMEHEHMs, 3a BblIady
pa3pelieHuss Ha MPOBEJIEHUE IOCTPETUCTPALMOHHOTO KJIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOIO
npemnapara Ui MEIUIIMHCKOTO MPUMEHEHHs, WM 10 COOCTBEHHOW MHHMIIMATHBE yKa3aHHbIE JOKyMEHTHL B
Cllydae HETpEACTaBICHUS 3asBUTENIEM YKa3aHHBIX JIOKYMEHTOB YIOJHOMOYEHHBIN (eaepaibHblii OopraH
WCIIOJIHUTENIBHON BJacTU TMpoBepseT (aKT yIiaThl TOCYJapCTBEHHON MONUIMHBI C HCHOJIb30BaHUEM
UHpOpMaLuu 00 yIuiaTe rocy1apcTBEHHON MOLUINHBI, coepakalieiics B ['ocyqapcTBeHHOM HH(pOpMALIMOHHON
CHUCTEME O TOCYJApCTBEHHBIX M MYHUIMNAJIBHBIX IUIATE)KAaX, HA OCHOBAHUU IIPENCTABICHHBIX 3asgBUTEIEM
KOIIUH TOKyMEHTOB;

3) IMPOTOKOJ KIMHHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara A MCIAUIHUHCKOI'O
IPHUMCHCHUS

4) Gporrtopy UCCIIeI0BaTEs;
5) uHpOpPMAITMOHHBIN JIUCTOK NAIMEHTA,

6) CBCACHHUA 00 ombITE paGOTH HCCIIeIoBaTeNIel Mo COOTBCTCTBYIOIIINM CIICHUATIBHOCTAM U UX OIIBITC
pa60TBI Mo MPOBCACHUTIO KIIMHUYCCKUX HCCHGHOB&HHﬁ;

7) cBelleHUs O MEAMIIMHCKUX OpraHu3alMsX, B KOTOPBIX IMPEIINO0JIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEOBaHUSl JICKAPCTBEHHOTO TIperapara i MEIUIMHCKOTO 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 MpCAIOoJaracMbIX CpOKax HPOBCACHUA KIMHUYCCKOTO HCCICHOBAHUA JICKAPCTBEHHOI'O
npenapara it MCIUIUHCKOTO IPUMCHCHUA

9) xomwrio IOTOBOpa O0S3aTENBHOIO CTPAXOBAHHS, 3aKIIOYEHHOTO B COOTBETCTBHUH C THIIOBBIMU
IpaBHJIaMU 00sI3aTEIBHOTO CTPaXOBaHUS, C YKa3aHUEM MPEACIIbHON YHCICHHOCTH MAlMEHTOB, YYaCTBYFOIIAX
B KJIMHUYECKOM HCCJICTOBAHUH JIEKAPCTBEHHOTO TIpenapara Jijisi MEIUIIMHCKOTO PUMEHEHHSI;

10) undopmartiuio o coctaBe JeKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHUS,

11) HAOKYMCHT, COCTaBJICHHBIHN MPOU3BOAUTCIIEM JICKAPCTBCHHOI'O IIpeliapaTa i1 MCAUIHUHCKOI'O
NPpUMCHCHUA U co;[epncanmﬁ IIoKa3aTcin (XapaKTepI/ICTI/IKI/I), a TaKKC CBCACHHUA O JICKAPCTBCHHOM IPCIIapaTe
AJI1 MCAUIUMHCKOTO ITPUMCHCHUA, IPOU3BCACHHOM JJI ITPOBCACHUA KIIMHUYCCKUX HCCJIGIIOBaHHﬁ;

12) xomMio JMIEH3UM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CJIU IPOU3BOJCTBO
JIEKapCTBEHHOI'O IpernapaTta ocymiecTBisercss B Poccuiickoil denepanny, WM KOIUIO 3aKIIOYEHHS O
COOTBETCTBUM  INPOMU3BOAMTENSI  JIEKAPCTBEHHOIO  Ipenapara TpeOOBaHMSM  IpaBWI  HaJulexKaluen
NPOM3BOJICTBEHHOM NPAaKTUKH, BBIJIAHHOTO  YIOJHOMOYEHHBIM OPraHOM CTpPaHbl  IPOM3BOJIUTENS
JIEKapCTBEHHOTO Mpernapara.

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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3. B cpok, He mpeBbIaonUil NITH padoynx THEH co JHS MPUHATHS YKAa3aHHOTO B MyHKTe | yactu 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 JKCHEPTU3bl 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 Wi HA OYMaKHOM HOCHUTEIE 3asBUTEIS O MPHHATOM PEIICHUU
100 B Clydae MPHUHATHS PEIISHUsT 00 OTKa3e TAKKe ¢ YKa3aHUEM MPUIMH TaKOTO 0TKa3a;

4) MOArOoTaBIIMBAET U HAIPABIISET B SKCIEPTHOE YUPEXKJACHHUE U COBET 0 3TUKE 3a/1aHHE Ha MIPOBEJICHUE
COOTBETCTBYIOIIUX IKCIEPTH3.

4. B ciy4yae BbISBIEHUS HEMOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HH(pOpMAIMHU, cojepxkalieiics B
MPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HaIpaBJIIeT 3asBUTENIO 3ampoc 00 YTOYHEHWH YyKa3aHHOW wuH(opmammu. J[aHHBIA 3ampoc MOXET OBITh
nepefaH YINOJHOMOYEHHOMY IIPEICTABUTENIO 3asABUTENSl JIMYHO IO PACIHCKY, HANPAaBIEH II0 II04YTe
3aKa3HbIM MHUCHMOM WM MeEpe/laH B JIEKTPOHHON (opMe MO TeIeKOMMYHHUKAllMOHHBIM KaHaliaMm CBsi3u. B
Clly4ae HaIpaBJICHUs AAHHOTO 3ampoca M0 IIOYTE 3aKa3HbIM IIMCbMOM OH CYMTAETCSA IIOJYyYEHHBIM IIO
UCTEUEHNHU IIECTH JHEH C JaThl HAIpaBJIEHUs 3aKa3HOrO MUCbMa. 3asBUTENb 00s3aH MPEJICTaBUTh OTBET Ha
3arpoc  YHOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HMCIOJHUTENIBHOW BJIACTH B CPOK, HE MPEBBIMAIOIINN
JeBsiHOCTa paboumx JHeW co aHs ero monmydeHus. Cpok, yKa3aHHBI B 4YacTH 3 HACTOALICH CTaThH,
MPUOCTAHABJIMBACTCS CO JIHS HANpAaBJICHHS 3asBUTEIIO 3alpoca YIOJHOMOYEHHOTO (elepaibHOTO OpraHa
WCIIOJTHUTEJIBHOW BJACTH 1O JHSA TOJYYEHHs WM COOTBETCTBYIOIIETO OTBETa M HE YUYWTBHIBAETCSA IIPH
MCUUCIIEHUM CPOKA MPUHATHUS YIIOJIHOMOUYEHHBIM (peliepaibHbIM OPIraHOM HCIOJIHHUTENBHOM BIACTH pEIIEHUs
O IMpPOBEIEHUU DKCIEPTU3bl NOKYMEHTOB ISl MOJY4YEHMsI pa3pellieHUs Ha IPOBEIEHUE KIMHUYECKOTO
HCCIIE0BaHUs JICKAPCTBEHHOT'O IIpernapara Juisi MEAULMHCKOIO IPUMEHEHH.

5. OcHoBaHMEM AJI OTKa3a B NPOBEIEHUU 3KCIEPTU3bl JOKYMEHTOB JJISl MOJIYYEHMs pa3pellieHus Ha
MIPOBEACHUE KIMHUYECKOrO MCCIIEOBAaHUA JIEKAPCTBEHHOIO Ipernapara Uil MEIULHUHCKOTO IPUMEHEHUS U
STUYECKOM HKCIIEPTU3BI SBIISETCS MPEICTABICHUE TOKYMEHTOB, INPEIYCMOTPEHHBIX YACThIO 2 HACTOSILEH
CTaThH, B HENOJHOM 00beMe, HeNPEACTaBICHUE 3aBUTEIIEM B YCTAaHOBJICHHBIM CPOK OTBETA HAa YKa3aHHBIN B
4acTu 4 HACTOsAIIEN CTaThH 3alPOC YIOJIHOMOYEHHOTO (eiepaJIbHOro OpraHa MUCIOJIHUTEIbHON BIACTH JINOO
OTCYTCTBUE B MPEJCTABICHHBIX JOKYMEHTaX HCUEPIIBIBAIOLIETO MEepedHss HeoOXOoAMMOM HHpopManuu uiu
nHpopMannu, KOTopasi JODKHA OBITh OTpa)KeHa B HUX, a TAKXKe OTCYTCTBHE WH(OpMAINU, TOATBEPKIAIOIICH
(akT yIaTsel TOCYAapCTBEHHOW TOIUIHUHBI 32 MPOBEACHUE STHUECKOW IKCTIEPTH3HI, SKCIIEPTU3BI JOKYMEHTOB
Ha JICKapCTBEHHBIN Mpernapar I IMOJyYeHHUS Pa3pelIeHHs] Ha IMPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHOI'0 IIpernapara il MEJMLIHMHCKOrO INPHMEHEHHMs, 3a BblJady pa3pelicHHs Ha IPOBEICHUE
KJIMHUYECKOTO MCCIIEN0BAaHUS JIEKAPCTBEHHOIO INpenapara Uil MEAULUHCKOIO NPUMEHEHMS], 3a IIPOBEICHUE
JKCIEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIM IIpemapar Uil IOJy4eHHUs pa3pelleHus Ha IIPOBEICHUE
MEKIyHapOAHOIO MHOTIOLICHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO IIpernapara i
MEJIMLIMHCKOrO NMPUMEHEHMS, 3a Bblady Pa3pelleHMs Ha MPOBEICHUE MEXIYHAPOAHOTO MHOTOLIEHTPOBOIO
KJIMHMYECKOTO MCCJEN0BAHMS JIEKAPCTBEHHOIO Ipernapara s MEIUIMHCKOTO NPUMEHEHMs, 32 IPOBEICHHE
9TUYECKON IKCIEPTU3bI, IKCIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpenapar I IOJy4YeHHUs pa3pelleHus
Ha IIPOBEJIEHUE IOCTPErMCTPALMOHHOTO KIMHUYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO Ipenapara Ul
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MCIUIIMHCKOI'O IMMPUMCEHCHUS, 3a BblJJAYy Pa3pCUICHUA HAa IIPOBCACHUC MMOCTPETUCTPAINOHHOT'O KIIMHUYECKOI'O
HCCIICAOBAaHMA JICKAPCTBCHHOI'O IpCriapaTta IJjid MCAUIIMHCKOTO IIPUMCHCHU.

6. IlpoBeneHne 3KCHEPTU3bl JOKYMEHTOB JUIS MOJIyYEHUS pa3pelIeHMs] HA MPOBEIECHUE KIMHUYECKOTO
HCCIEN0BaHUs JIEKapCTBEHHOIO Ipenapara I MEIUIMHCKOTO IIPUMEHEHHsS M 3THYECKOW DJKCIEPTH3BI,
COCTaBJICHME KOMHUCCHUEHN 3KCIIEPTOB M COBETOM IO ITHUKE 3aKIIOYEHUN O BO3MOYKHOCTH WJIM HEBO3MOKHOCTHU
IIPOBE/ICHMS TAKOI'0 KIMHUYECKOTO HCCIEHOBAaHUS U HAMNPABICHHE 3THX 3aKJIIOUECHHUW B YIOJHOMOYEHHBIN
(denepanbHBIA OpraH HCHOJHUTENBHON BIIACTH OCYIIECTBISIIOTCS B CPOK, HE MPEBBIMIAIONIMA TPHUILATH
pabounx JIHEH CO JHS MONYy4eHHUS HKCHEPTHBIM YUpPEXKIECHHEM 3a/aHus YIOJHOMOUYEHHOTo (heaepalbHOro
OpraHa MCIOJHUTEIBHOMN BIACTH C MPUIOKEHUEM JTOKYMEHTOB, YKa3aHHbIX B IyHKTax 3, 4, 10 u 11 yvactu 2
HACTOSIIEH CTaTbu, M COBETOM IO 3TUKE 33JaHHs YIOJTHOMOYEHHOTO (elepaIbHOT0 OpraHa UCTIOHUTEILHON
BJIACTH C IPWJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B TyHKTax 3 - 6, 8 1 9 yacTu 2 HaCTOSIIIEN CTAaThH.

7. B cpok, He MPeBBIIAIOUINI TATH pabouuX JAHEH cO AHS MOJYyUYEHUS 3aKIIOUEHUH, YKa3aHHBIX B YaCTH
6 HACTOSAIIEH CTaTh, YIIOJIHOMOUYEHHBIN (hefiepabHbIi OpraH UCIIOIHUTENBHON BIACTH:

1) OCYHICCTBJIACT OLCHKY MOCTYIHUBIIUX 3aKJIIOUCHUM 11 OIPCACIICHUA UX COOTBCTCTBUA 3aJaHHUAM Ha
MMPOBCACHUC COOTBCTCTBYIOIINX SKCIICPTU3,

2) OpUHHMMAaeT pelIeHWE O BbIJAYE pa3peUIeHHs] Ha MPOBEIECHUE KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOI'0 IIpernapaTta s MEAMIMHCKOrO MPUMEHEHHMs WM o0 OTKa3e B BbIJaue YKa3aHHOIO
pa3peLIeHus;

3) BBIIAET pa3pellieHre Ha MpOBeJIeHHE KIMHUYECKOTo MCCIIEOBAHUS JIEKAPCTBEHHOIO Ipernapara JJis
MEIMLMHCKOTO MPUMEHEHHs] WM pelleHHe 00 OTKa3e B BbLIade YKa3aHHOTO pa3pelleHUs C yKa3zaHHeM
IIPUYMH OTKAa3a.

8. OcHoBaHHEM AJi1 OTKas3a B BbIAAYC pa3pClICHUA Ha MNPOBCACHUC KIIMHUYCCKOIO HCCICAOBAHUA
JICKAPCTBCHHOI'O Ipfriapata Ajd MCIUIUHCKOIO HNPUMCHCHUS SABIACTCA HAJIWMYHUEC 3aKIIIOYCHHA KOMHCCUH
OKCIICPTOB HJIM 3aKJIHOYCHHUA COBCTA IO 3THUKE O HEBO3MOXXHOCTH IMPOBEACHHUA KIMHHYECKOI'O MCCIICAOBAHUA
JICKAPCTBCHHOT'O IpfliapaTa Jidi MCEIAUIUHCKOI'O IHNPUMCHCHUS I1I0 PE3yJIbTaTaM IPOBCACHHBIX 3SKCICPTU3,
OpeaAyCMOTPCHHBIX YaCThIO 6 HaCTOSIIEH CTaThHU.

9. Pemienne 00 OTKa3e B MPOBEICHUU OSKCIEPTU3bI JOKYMEHTOB JJisi TMONYYCHHs pa3peiieHus Ha
MPOBEICHUE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Mpenapara Uisi MEIUIIMHCKOrO NMPUMEHEHUS U
STUYECKOM DHKCHEPTU3bl W B BbIJAAUY€ pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIETOBAHUS
JIEKapCTBEHHOI'O TIperapara jii MEIUIMHCKOrO0 MPUMEHEHUS MOXKET ObITh 00KajoBaHO B TIOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickon ®Penepanuu.

Cratba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

1. OTnueckas OKCIEPTHU3a IIPOBOJUTCA COBCTOM IIO OTHUKEC, CO3JAaHHBIM B IOPAAKE, YCTAaHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaHLHbIM OpraHomMm HUCIOTHUTEIbHOM BJIaCTH, B HCIAX BbIAAd4YH 3aKJIIIOYCHHA 00
STUYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MCAUIUHCKOTIO IPUMCHCHMU .

2. DKcrepTaMHu COBETa MO ATHUKE MOTYT OBITh MPEICTABUTENN MEIWIUHCKUX OPTaHU3allui, HAyYHBIX
opraHu3anuii, 00pa30BaTENbHBIX OpPraHU3AIMK BBICIIETO O0pa3oBaHWsA, a TakXKe MPEICTABUTEIN
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OOIIIECTBEHHBIX OPTraHU3alMi{, PEIMIHO3HBIX OpraHu3alMil U CpelcTB MaccoBoil MHpopMmanuu. JlaHHBIE
9KCHEepPThl HE JOJDKHBI HAaXOAMUTHCS B KaKOH-TMOO 3aBUCUMOCTH OT pa3pabOTYMKOB JIEKAPCTBEHHBIX
MIPEenapaToB U APYTUX JIUL, 3aUHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYECKON IKCIIEPTU3BI.

3. Omnara yciyr 5KCIEepTOB COBETA O ATHUKE OCYIIECTBIISETCS HA OCHOBAHUH JOTOBOPA, 3aKIFOYEHHOTO
MEXIy YIOJTHOMOYEHHBIM (eepaibHBIM OPTaHOM HCIIOTHUTEIBHOW BJIACTH, KOTOPBIM CO3/aH COBET TIO
9THKE, M OKCIIEPTOM COBETa II0 JTHUKE, 3a CYeT OIO/DKETHBIX AaCCHUTHOBAHWUM, MPETyCMOTPEHHBIX
YIOJTHOMOYEHHOMY (eiepallbHOMY OpraHy HCIOJHUTENBHON BIACTH, KOTOPHIM CO3/IaH COBET MO ATHKE, B
(deneparbHOM OMOJKETE HA COOTBETCTBYIONIMI TOJ Ha oOOECHeueHHe ero MAESITeTbHOCTH, B pa3Mepax,
ycraHoBlIeHHBIX [IpaBuTenscTBoM Poccuiickon denepauuu.

4. 3KCH€pTI)I COBE€TAa II0 OJOTHKC HCCYT OTBECTCTBECHHOCTH B COOTBETCTBUH C 3aKOHOAATCIHBCTBOM
Poccuiickoit deneparum.

5. CocTaB coBeTa 0 ITHKE, MOJI0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPeOOBaHUs K
KBaJM(UKALMU U ONBITY paOOThI MO 3KCIEPTHOM OIEHKE HAay4YHBIX, MEAMLMHCKUX M 3TUYECKHX aCIEKTOB
KJIIMHUYECKUX UCCIICOBAHUN JIEKAPCTBEHHBIX MPENapaToB s MEIULUHCKOTO IPUMEHEHMSI, IPEIbSABISEMbIC
K DKCIEepTaM COBETa IO 3TUKE, IMOPSAIOK OpPraHM3allMi W TPOBEICHHS STHYECKOW O3KCIepTH3bl, (opma
3aKJIFOUYEHHUS COBETA 110 ATHKE YCTAaHABIMBAIOTCS YIIOJHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEIbHON
BiacTH. Yucno mpeacraBuTened METUIIMHCKUX OpraHU3alliii HE MOXET IMPEBBIIIATh MOJOBUHY OT OOIIEro
qucia SKCIEPTOB COBETA IO 3TUKE.

6. Nudopmamus o cocraBe coBeTa IO ISTHKE, IUIAHAX €ro pabdoThl W TEKylLleW AesaTelNbHOCTH
pasmeraeTcs Ha o(pUIMAIBHOM CaiiTe YIMOJIHOMOYEHHOTO (peiepanbHOr0 OpraHa MCHOJHUTEIBHOM BIACTH B
cetd "MHTEpHET" B yCTAaHOBJIEHHOM UM IOPSIKE.

Cratbsa 40. NpoBeaeHue KIIMHMYECKOro UCCrneAoBaHUA fleKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpuMeHeHuns

1. PyxkoBoauTenb MEIUIIMHCKOM OpraHU3alMM, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEI0BAHNE
JIEKapCTBEHHOI'O TIpenapara Jyisi MeIUIUHCKOTO MPUMEHEHHMsI, Ha3HAYaeT UCCIeA0BaTelisd, OTBETCTBEHHOTO 32
MPOBEACHUE TAKOTO WCCJIECNOBAHMS M HMEIOIIETO JIeUeOHYI0 CIEeIUaIbHOCTh, COOTBETCTBYIOIIYIO
MMPOBOIUMOMY  KIIMHUYECKOMY HCCJICIOBAHHMIO JICKAPCTBEHHOTO Tpemapara, CO CTaxeM paboThl 1o
nporpaMmaM KJIMHUYECKHX HCCIEAOBAaHUH JICKAPCTBEHHBIX IpEnapaToB HE MEHEE YeM TPHU Tojia U IO €ro
NpeUIOKEHUIO Ha3HAYaeT COUCCIeIoBaTeNel U3 Yrciia Bpauei 3Tl MeIUIIMHCKON OpraHu3alllu.

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

2. HCCHCI{OB&TCHB OCYHICCTBIIACT BbI60p ManUCHTOB, KOTOPBIC IO MCAWIMHCKHUM IIOKa3aHUAM MOI'YT
OBITh MPUBJICYCHBI K YUYAaCTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O ITpE€TiapaTta Ajid MEAUIUHCKOTO
IPUMCHCHUA.

3. UccnenoBaTens U coMCCNEA0BATENH JTOJKHBI ObITh 03HAKOMJIEHBI C pe3yJbTaTaMU JOKIMHUYECKOTO
UCCIIEJIOBaHMsSI JIEKAPCTBEHHOT'O CPENCTBA, COJEpKAIIMMHCA B OpOIIIOpEe HCCIEeNOBaTeNs, MPOEKTOM
MPOTOKOJIA KIMHUYECKOTO0 MCCIEIOBAHUS JIEKApCTBEHHOTO Ipenapara s MEIUIMHCKOTO MPUMEHEHUs,
pazpaboTaHHBIM  pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpernapara WIA HHBIM  IOPUAHYECKAM  JIUIOM,
MPUBJIEKAEMBIM K OpTaHU3AIMK MPOBEIACHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAapCTBEHHOTO Tpemnapara AJis
MEJIMIIMHCKOTO TIPUMEHEHUS, U IPYTUMH MaTepruajiaMy TaKOTO UCCIIEOBaHUSI.

3.1. PykoBoauTens MEAMIIMHCKON OpPraHW3alliid B CPOK, HE MPEBBIMIAIOIMNNA TPeX pabovnX AHEH CO JTHA
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Hayajga TMpPOBENEHHS KIMHUYECKOTO MCCIICAOBaHMS JIEKAPCTBEHHOTO TIpermapara Uil MEIUIIMHCKOTO
NpPUMEHEHHs, coo0m@aer 006 3TOM B YIOJHOMOYEHHBIN (enepaabHbIi OpraH HCIHOJIHUTEIBHOW BIACTH,
BBIJIABIINI pa3pelieHre Ha MPOBEJCHUE TAKOTO UCCIIEI0OBaHUsA, TI0 YCTAaHOBJICHHOW UM (opme.

(uactsp 3.1 BBeneHa @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHn3anuy, OCYIIECTBIIOIIME OPTaHMU3ALMIO IPOBEACHUSA KIMHUYECKOTO HCCIIEI0BaHUS
JIEKapCTBEHHOTO Ipenapara JUisi MEJUIMHCKOr0 IPUMEHEHNS M YKA3aHHBIE B 4acTU 3 cTaTbu 38 HACTOAILETO
@denepanbHOr0 3aKOHa, B ClIy4ae HEOOXOAWMOCTHM BHECEHHS HW3MEHEHMH B IPOTOKOJ KIMHUYECKOTO
UCCIICZIOBAaHMs JICKAPCTBEHHOTO Iperapara Uil MEAMLIMHCKOTO NpPUMEHEHHs CooOIIaloT o0 3ToM B
YIIOJIHOMOYEHHBIN (eiepalibHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha NPOBEJCHHE
TaKOr'0 UCCIIE0BAHMsI, IO YCTAHOBICHHON UM (opMe.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4.1. CDopMa COO6H.[CHI/I$I O BHECEHHM W3MCHCHUH B IIPOTOKOJI KIMHHUYCCKOIO HMCCIICIOBaHUA
JICKApPCTBCHHOTO IIpCIiapaTta AJIsI MCAUIIUHCKOT'O MPUMCEHCHUA TOJIKHA COACPKATh CICAYIONINEC CBCACHU:

1) HaumeHOBaHUe, NICHTU(UKAIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS;
2) n1aTa BHECEHUsI U3MEHEHUN B MMPOTOKOJI KIIMHUYECKOTO UCCIEI0OBaHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaUMEHOBaHUE OpraHM3allM, TPUBJICUYEHHON pa3paOOTYMKOM JIEKApCTBEHHOrO Tpernapara K
OpraHu3al1K [IPOBEACHUS KIMHUYECKOTO UCCIIEeJ0BaHuUs (IIPU HAIMYUN);

5) HanMCHOBaHHUA MW MCCTa HaXOXACHHA MCIUIITMHCKHUX OpraHHSaHHﬁ, B KOTOpPbIX IIPOBOAHUTCA
KIIMHUYECCKOEC NCCICIOBAHUC,

6) AaTa BblAa4YU pa3pClICHUS HA ITPOBCACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHNUA U HOMEP 3TOI'O pa3pClICHUA,

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.
(uactsp 4.1 BBeeHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He TpEeBBIIIAIONIMN TPUALATH pabOYuX AHEH CO JHS TOJYyYeHHs] yKa3aHHOro B YacTu 4
HACTOAIIEH CTaTbU COOOIIEHUS, YMOIHOMOYEHHBIH QeAepanbHblii OpraH UCHOJHUTENbHOM BIACTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAHOBJICHHOM WM TIOPSAKE W TPUHUMAET pEIIeHHe O BHECEHUU
W3MEHEHUH B IPOTOKOJ KIMHUYECKOI'O MCCIEA0BAaHUS JIEKAPCTBEHHOI'O IIpenapara [yl MEIULUHCKOIO
npuMeHeHus Wik 00 OTKa3e BO BHECEHHWHM TakWxX wW3MeHeHWid. [lpm paccMOTpeHWH cooOImeHus o
HE00XOIMMOCTH BHECEHUS U3MEHEHHH B MPOTOKOJ KIIMHUYECKOTO MCCIIE0BaHUs JIEKAPCTBEHHOTO Mpernapara
JUIE MEAMIIMHCKOIO TIPUMEHEHHUS B LEJSAX OLIGHKHM OOOCHOBAHHOCTH IIpeajiaraéMbIX HM3MEHEHU u
OTpeseNieHUs] CTENeHH PUCKa JUIsl MAlMeHTOB, NPUHUMAIONIUX YYacTHe B KIMHMYECKUX HCCIEIOBAHUSAX,
YIOJTHOMOYEHHBIM (peIepalbHBIM OPTaHOM UCTIOJTHUTEIBLHOW BJIACTH MOTYT MPUBJIEKATHCS IKCIEPTHI COBETA
I10 THUKE.

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

6. Kimmanueckoe HCCJIICOOBAHUC JICKAPCTBECHHOTO IIpfriapara s MCAUIMHCKOIO IMPUMCHCHUA MOXKCT
OBITh IMPHUOCTAaHOBJIICHO HJIM IPEKPALICHO, €CJIW B IIPOLECCE €ro IpOBCACHUA 06Hapy>KeHa OITIaCHOCTb 1JIA
JKU3HH, 3O0POBBA ITAlIUCHTOB. B ClIy4a€ BO3HUKHOBCHUS OIIACHOCTU MJISI KU3HH, 3A0POBBA IMAUCHTA,
YYaCTBYIOIICTO B KIMHUYICCKOM HUCCIICAOBAHUHN JICKAPCTBCHHOI'O IIperiapara JJis1 MCAUIUHCKOTO INPUMCHCHU,

www.consultant.ru Crpanuua 79 n3 119
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 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

UccieioBaTea 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOJIUTENS MEAWLMHCKOW OpraHu3aluud |
OpraHu3aIMIo, MTOJYYUBIIYIO pa3pelieHHe YIIOJTHOMOYEHHOT0 (heiepalbHOro OpraHa UCTIOHUTENILHON BIaCTH
Ha OpraHM3alUI0 IPOBEICHUSA KIMHMYECKOIO HCCIEI0BaHUS JIEKAPCTBEHHOro Ipenapara. Pemenue o
IIPUOCTAHOBIICHUM  KJIIMHWYECKOTO  MCCIIEJOBAaHUsA JICKAPCTBEHHOIO IIpenapara Uil  MEAUIMHCKOIO
MPUMEHEHUS NPUHHUMAIOT PYKOBOJAWTENb MEAMIIMHCKOW OpraHu3aluy W (WJIK) OopraHu3anus, MOJy4HBILIAs
paspelieHre yIOJIHOMOYEHHOro (efepalbHOIO OpraHa MCIOJHUTEIbHOM BIAcTW Ha OpraHU3aluio
IIPOBEJCHMS KIMHUYECKOIO HCCIIENI0BAaHUS JIEKapCTBEHHOIO IIpernapara I MEJUIMHCKOrO IPUMEHEHUS,
pelieHre O MPEKPaLIeHWH TaKOro HCCIEAOBaHHUS TNPHUHUMACT YIOJIHOMOYEHHBIH (eaepanbHblii opraxn
WCTIOJHUTEJIHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (OopMe PYKOBOIHUTENS MEAULIUHCKON
OpraHM3alMy WIM OpraHu3allysi, IOJYy4YWBIIAs pa3pellieHue YHNOJHOMOYEHHOIo (QenepaJbHOro oOpraHa
WCIIOJTHUTENIBHOW BJIACTH HA OPraHU3al{I0 IPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHNS JIEKAPCTBEHHOIO
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS.

7. B cpok, He MpeBBHINAIIMN MATH pabouuX AHEH cO AHS 3aBepUICHHs, MPUOCTAHOBIEHHUS WU
MIPEKPALLEHUS KIMHUYECKOIO HCCIIEI0BAaHUS JIEKAPCTBEHHOrO Ipenapara JUisi MEAULUHCKOTO NPUMEHEHHs,
cooOmieHue 00 ATOM HaANpaBisETCS OpraHu3alUsMU, YKa3aHHBIMH B 4YacTH 3 cTaTbu 38 HACTOSIIETO
@denepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIN (QenepalibHbIii OpraH MCIOJIHUTEIBHOW BJIAcTH IO
YCTaHOBJICHHOU UM (popme.

8. d)opMa COO6H.[€HI/I$I 0 3aBCpUHICHHUH, IPHUOCTAHOBJICHUHU HJIHW IPCKPAIICHHU KIWMHHUYECKOI'O
HCCJIICAOBAHUS JICKAPCTBECHHOTIO IpeTiapaTa i MECAUIHUHCKOI'O IPUMCEHCHUS JOJI’KHA COACPIKATD:

1) unbopmanuio O MEAMIIMHCKOW OpraHW3allMi WM MEAWIIMHCKUX OpPTaHHW3aIUsaX, MPOBOIUBIINX
JIaHHOE MCCJIEIOBAHUE;

2) onucaHue JAaHHOTO UCCIIeI0BAHMUS;

3) namHble wucciuemoBatrens (daMuaus, WM, OTYECTBO, MECTO paldOThl, 3aHWUMAaeMas JIOJKHOCTH,
CHEIHAILHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HMCCICAOBAHUN JICKAPCTBEHHBIX IPENaparos,
NepeveHb KIMHUYECKUX HCCIICAOBAHUM JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH NPUHHMAJ Yy4acThe
(mepuobl y4acTus) B Ka4eCTBE MCCIIEIOBATENS UM COMCCIICIOBATENS);

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3yJbTaT NaHHOTO HCCIEIOBaHUs (3aBEpIICHHE, MPUOCTAHOBJICHUE WM MPEKpalleHHe TaHHOTO
WCCIICIOBAHUS C yKa3aHWEM WX NPWYUH M BIUSHUS HA OICHKY €ro pe3ysIbTaToB, OOIIYIO OIEHKY pHCKa U
OKHJIaeMOH TOJIb3bl OT MPUMEHEHHS MCCIEAYEMOro JeKapCTBEHHOTO IMpernapaTa, a Takke MpernojiaraeMble
JTanbHEHIINE TeHCTBHA).

8.1. Ilpu BeIsIBIEHNH (peiepabHBIM OPraHOM MCIIOJHUTEIBHOMN BIACTH, OCYIIECTBIISIOIUM (QYHKIUH 110
KOHTPOJIO M HAA30py B cepe 3MpaBOOXpaHEHUS, HAPYIICHUH MTPaBWII HAJICKAMIEH KIMHUYECKON MPAKTUKU
IIpU MIPOBEIEHUM KIIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara, BIUSIOIUX Ha MOJHOTY U (WIIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOTO MCCIEI0BaHUS, YKa3aHHBIM (eepabHbIil OpraH HMCIOJHUTEIbHON
BJIACTH IPUOCTAHABIIMBACT IPOBEACHHE AAHHOIO KIMHMYECKOTO MCCIENOBAHUSA M BBIHOCUT MEIHULIUHCKON
OpraHu3alyy, B KOTOPOH MPOBOJIUTCS JAHHOE KIMHUYECKOE HCCIelOBaHME, MpeANnucaHue o0 yCTpaHeHUHU
BBIIBJICHHBIX HapylieHu#. IIpy HeyCTpaHEeHMM MEIUIUHCKOW OpraHu3alliel BBIABICHHBIX HApyILICHUHW B
YCTAQHOBJICHHBIH B MPEANMCAHUN CPOK yKa3aHHBIN (efepanbHblii OpraH UCIIOJIHUTENFHON BIACTH MPUHUMAET
peumieHne O MPEKPAIleHHH MPOBEACHUS KIMHUYECKOTO MCCIEN0BAaHMs JIEKapCTBEHHOIO IIpemnapara M
HamnpaBJigeT B (elepalibHbIil OpraH MCIOJHUTENBHON BIACTH, OCYUIECTBIAIOMUN (QYHKIUU MO BBIpAOOTKE U
peanu3alMy  TIOCYJapCTBEHHOM IOJUTHUKM M  HOPMATUBHO-IIPABOBOMY  pEryjlMpOBaHHIO B  cdepe
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3IIPABOOXPAHEHHS, 3aKIIOYCHHUE O BBISBICHHH MPH TMPOBEJACHUU JAHHOTO KIMHUYECKOTO HCCIICIOBaHUS
HapyIUICHU MpaBUil HaAJEXKaIeH KIMHUYECKON MPAKTHKHU AJIs MPUHATHS pelieHus] 00 OTMEHE pa3pellieHus
Ha OpraHu3anuvro IMpoOBCACHUA MJAHHOI'O0 KIIMHHUYECKOIO HUCCICAOBAHUA C OAaTbl MNPUHATUA PCHICHUA O
MIPUOCTAHOBIICHUH TIPOBEACHUS KIIMHUYSCKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO Mpernapara.

(uactp 8.1 B pen. DenepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonHoMoueHHBIH (efepanbHbIi OpraH UCIOJIHUTEIBHON BJIACTH OMyOJIMKOBBIBAET M pa3MeIlaeT Ha
cBoeM odunuanbHOM caiite B cetu "HMHTepHer" cooOleHHE O 3aBEpIICHUU, MPUOCTAHOBICHUH WU
MIPEKPALLEHUN KIMHUYECKOTO MCCIIEOBaHMsl JIEKAPCTBEHHOTO Npenapara A MEJUIIMHCKOrO MPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHI IATH pad0YNX AHEN CO HS €ro MOJIYUYEHHs], B YCTAHOBJIEHHOM UM HOpPSIKE.

10. YommHOMOUEHHBIH (enepaabHbIii OpraH MCIOJHUTEIHHON BIACTH OCYIIECTBISIET BEJICHHE peecTpa
I/ICCHe,ZIOBaTeJ'Ief/'I, MMPOBOAAIINX WM MPOBOAMBIINX KIMHUYCCKHUE UCCIICAOBAHUA JICKAPCTBCHHBIX MPEIIapaTOB
JUI. MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KICHHBIMU MM IIPABWJIAMU M PA3MEILAET €ro Ha
cBOEM o(uLuaNbHOM caiiTe B ceTH "MHTepHeT" B yCTAaHOBIEHHOM UM MOpsIIKE. YKa3aHHbBIN peecTp COAEPKUT
nHpOpMaIKIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8§ HACTOSIIEH CTaThH.

11. Otuer o pe3ynpraTax KIMHHUYECKOTO UCCIIEI0OBaHUS JIEKAPCTBEHHOTO IIpenapara A MEIUIUHCKOTO
IIPUMEHEHHsI COCTABIIACTCS OpPraHM3aluel, yKa3aHHOW B 4dacTh 3 crtatbu 38 Hacrosmero deneparbHOro
3aKOHA, HAa OCHOBAaHUU 3aKJIOYEHU MEIWLMHCKUX OpraHM3allvif, MPOBOAMBIIMX 3TO HUCCIEIOBaHHE, U
IPEeACTaBISETCS B YIIOJHOMOUYEHHBIH (efiepabHblil OpraH MCIOJHUTEIbHOM BIACTH, BBIJABIININ pa3pelleHne
Ha TPOBEACHHUE ITOTO HCCIENOBAaHUS, B CPOK, HE NPEBBIAIOIUN TPEX MECSLEB CO AHS €ro 3aBepLICHUS,
MIPUOCTAHOBIICHHS UJIH MPEKPAIICHUS, B TOPAIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM
HCIIOJTHUTEJIBHON BIIACTH.

12. Hapymenune mnpaBuil Haajgexamed KIMHUYECKOH TNPaKTUKH, (anbcudukanys pe3ysbTaToB
KJIIMHUYECKOTO MCCIIEIOBaHMsI JIEKaPCTBEHHOI'O Mpernapara JJisi MeIULUHCKOrO MPUMEHEHHs BJIEKYT 3a coOoM
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickon denepanyu.

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

13. Ilpu mpoBeneHUH KIMHUYECKOTO HCCIIECIOBAaHUS JIEKAPCTBEHHOTO Mpemnapara s METUIITHCKOTO
MPUMEHEHHS JIONyCKaeTcs 3a00p y MAalMeHTOB OHMOJOTHMYECKHX MaTepuajoB (00pasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEKPETOB M TPOAYKTOB JKU3HEICATCIBHOCTH YENOBEKa, (DU3HOIOTHYCCKHX U
MATOJIOTUICCKUX BBIJICIICHUI, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTAaHU3MOB, OWOTICHIHBI MaTepHas) s
ux u3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit deaepanun.

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

14. Ilopsnox BBO3a B Poccmiickyro ®enepaunto um BbiBo3a 3a mnpeaensl Poccuiickoit ®epepanuun
OMOJIOTMYECKUX MATEepPHAaJIOB, MOJYYSHHBIX MPH MPOBEACHUH KIMHHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npenapara s MEJUIMHCKOro IpUMEHEeHHs1, yctaHasinuaercs [IpaBurtenscrBom Poccniickont denepanun.

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

Cratba 41. [JoroBop o0 npoBeAeHUU KIMHUYECKOro UccrieAoBaHUS NeKapCTBEHHOro
npenaparta agnd meaguUuMHCKOro npuMmeHeHuns

1. KiuHnyeckoe wucciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOTO TMPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUH C JOTOBOPOM O NPOBEACHUM KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOI'O
npenapara Juisi MEJULMHCKOTO IPUMEHEHHs], 3aKJIF0YaeMbIM MEXly OpraHu3aluei, noy4dnBIIel pa3perieHne
YIOJIHOMOYEHHOTO (peiepajJbHOro OpraHa MCIOJHHUTEIbHON BIACTH HAa OPraHM3aLMIO0 MPOBEICHHS TAKOIO
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HCCJIICAOBaHUA, U MEJIMIIMHCKOM OpraHHSaHHCﬁ, OCYH_ICCTBJ'IHIOH_ICI\/’I MMPOBCACHUC TAKOI'O UCCICAOBAHMUA.

2. I[OFOBOp O MNOpPOBCACHHUHU KIIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O Ipfcliapara I
MCIUIUHCKOI'O IPUMCHCHUS JOJIKCH COACPIKATD:

1) ycnoBus ¥ CPOKH NPOBEAEHUS JAHHOTO UCCIIEJOBAHMS,

2) ompeneneHue OOMEH CTOMMOCTH MPOTPAMMBI JIAHHOTO HWCCIICIOBAHUSA C YyKa3aHHUEM CYMMBI,
npeIHa3Havyaroecs Ui BHIIUIAT UCCIIEI0BATENSAM, COUCCIIEIOBATEISAM;

3) OIIPCACIICHUC (1)OpMBI NPpEACTaBJICHUA PE3YJIbTATOB HAHHOI'O HCCJICIOBAHUS B yrIOJ'IHOMOLICHHHﬁ
(be;[epaanLIﬁ opran HCIIOJIHUTEILHOH BIACTH.

Cratba 42. ®PuHaHCcOBOe obecnevyeHue KNMMHUYECKOro MccriegoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAMLUHCKOro npuMeHeHus

duHaHCOBOE obecreyeHue KIIMHHUYCCKOI'O HCCIICAOBaHUA JICKApCTBCHHOT'O Ipenapara JIA
MCIUIUHCKOI'O NPUMCHCHUS OCYIICCTBIISICTCSA 3a CUCT:

1) cpenctB denepanbHOTO OIOKETA;

2) CpeacTB OpraHu3aluid, TMOJYYUBIIUX pa3pelIieHHe Ha OpraHUu3alui0 MPOBEACHHS JTaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUH C YCIOBHUSIMHU JOTOBOPA O €ro MPOBEICHUY;

3) MHBIX HE 3aNpeIICHHBIX 3aKOHOIaTebcTBOM Poccutickoii denepariii ICTOYHHUKOB.

Cratba 43. [lpaBa nauMeHTOB, Y4YacTBYWOWUX B KIMHUYECKOM uUcCCneaoBaHUMU
NeKapCcTBEHHOro npenapara aAna MegUUUHCKOro NpuMeHeHus

1. Yaactue ManMCEHTOB B KIIMHUYCCKOM HUCCIICAOBAHUHN JICKAPCTBCHHOTI'O ITpe€riapaTta A MECAUIUHCKOTO
IIPUMCHCHUS SABJIACTCA ,I[O6pOBOJ'II)HBIM.

2. [TanMeHT UK ero 3aKOHHBIHM MPeICTaBUTENb JOKEH ObITh MHPOPMUPOBAH B MUCbMEHHOH (opme:

1) 0 JICKApCTBCHHOM IIpCriapare s MCAUIUHCKOIO MNPHUMCHCHUA W CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAaHMA 3TOTO JICKAPCTBCHHOI'O IIpCiapara,

2) o 0e30macHOCTH JIEKapCTBEHHOTO TMperapara sl MEIUIMHCKOTO MPUMEHEHHs, €ro OXKHUIaeMOi
3¢ (HEeKTUBHOCTHU U CTENIEHU pUCKa I MAlUEHTA;

3) 00 YCIOBUAX YydaCTHdA HNAalMEHTAa B KIMHHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpfriapara AJId
MCIUIIUHCKOI'O MPUMCHCHU A,

4) 0 OCJIKM WK HCIIX U NMPOAOJLKUTCIBHOCTH KIIMHUYCCKOI'O UCCIICAOBAHUSA JICKAPCTBCHHOI'O IIpeIiapaTa
AJIL MCOAUIUHCKOTO ITPUMCHCHU

5) 0 neicTBUAX MalMeHTa B Cilydae HENpeIBUIACHHBIX d(PQEKTOB BIHSIHUS JEKAPCTBEHHOTO Iperapara
JUTSL MEAWIIMHCKOTO IPUMEHEHNSI HA COCTOSIHUE €T0 3I0POBbS;

6) 00 YCIOBHUAX 00513aTENILHOTO CTpaxOBaHMs XXU3HU, 310POBbA MALUCHTA,
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7) 0 TapaHTHUIX KOH(I)I/IIICHL[I/IB.JIBHOCTI/I ydactusa 1anueHTa B KIMHUYCCKOM  HCCIICIOBAHUU
JICKAPCTBCHHOTO IIpCIiapaTa AJid MCAUIIMHCKOTO TPUMCHCHU .

3. I[O6p0BOJIbHOe corjlaCuc¢ IanMeHTa Ha Y4YaCcTUC B KIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOIO
npenapara ajd MCAUIHUHCKOr0 MpUMCHCHHA MOATBCPKAACTCA €ro nmOoANUChbI0 WKW MOANHUCBIO €0 3aKOHHOI'O
OpeaACTaBUTECIIA Ha I/IH(i)OpMaHI/IOHHOM JJUCTKEC IMallMCHTA.

4. HaI_II/IeHT WM €ro 3aKOHHBIM MNPEACTABUTCIIbL UMECCT IIPAaBO OTKA3aThbCA OT Y4aCcTUA B KIIMHUYCCKOM
HCCJIICAOBAHUU JICKAPCTBECHHOTO Ipf€riapaTta AJis1 MEAULUHCKOTO IMPUMCHCHHA Ha JII000H CTauu MpPOBCACHUSA
TAaKOT'O UCCJICAOBaHMA.

5. TlpoBeneHuwe KIMHUYECKOTO WCCIICIOBAHUS JIEKAPCTBEHHOIO TIpermapara JUisl METUITTHCKOTO
MPUMEHEHHS C yYaCTHEM B KQ4E€CTBE MAIUEHTOB JIETCH JTOMMYCKAETCs TOJIBKO C COTJIACUS B TUCHhbMEHHOU (hopMme
WX POJMTENICH, YCRIHOBUTENEH. [IeTH MOTYT paccMaTpUBaTLCS B KQUeCTBE MOTCHIMAILHBIX TMAIlHEHTOB TAaKOTO
UCCIICJIOBAHMS, TOJILKO €CJIM €ro NpPOBEACHHE HEOOXOAUMO JUIS YKPCIUICHHS 3J0pPOBbS JCTCH WU
NpOPHIAKTUKN WHPEKIIMOHHBIX 3a00JIeBaHHUI B IETCKOM BO3PACTe JIMOO €CIIU IIEJIBI0 TAKOTO HMCCIICIOBaHUS
SIBJIICTCS TTOTYYCHHE JaHHBIX O HAWIYYIed JO3MPOBKE JIEKAPCTBEHHOTO Mpemnapara s jJeueHus nereil. B
ITUX CIy4asX TAKOMY HCCIIEIOBAHUIO JOHKHO MPEIIECTBOBATh KIMHUYECKOE UCCIICIOBAHHE JICKAPCTBEHHOTO
mpernapara JJisi MEIUIIUHCKOTO TMIPUMEHEHUS Ha COBEPIICHHOJIETHUX TpakJIaHaX, 3a UCKIIOYCHHEM CITydaes,
€CJIM  UCCIICyeMBIH JIEKApCTBEHHBIA Tperapar Juis MEIUIIMHCKOTrO0 TNPUMEHCHHS IpeIHa3HaYeH
UCKJIIOYMTEIIHLHO ISl KCITOJIb30BAHMS HECOBEPIICHHOJICTHUMH I'PaXKIaHAMH.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpeu1aeTcsI MMPOBCACHUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTta IJid
MCIUIIUHCKOI'O IPUMCHCHUS C YHACTUCM B KAYCCTBC IMMAITUCHTOB!

1) nereli-cupoT U aeTeil, ocTaBIIKXCs 0€3 MOoNeueHus: poAUTeNei;

2) EHIIMH B Mepuoj; 0EpeMEHHOCTH, JKEHIIIUH B MEPUOJI TPYJIHOTO BCKapMIIMBAHUS, 34 UCKIIIOUEHUEM
CJIy4aeB, €CJIU MIPOBOJUTCS KIMHUYECKOE UCCIIEI0BaHHUE JIEKapCTBEHHOI'O IIpenapara, IpeAHa3HauYeHHOro s
yKa3aHHbBIX JKEHIIMH, PH YCIOBUH HEOOXOIUMOCTH MOJy4YeHHUs MHPOPMALMU TOJBKO BO BpeMs NIPOBEICHUS
COOTBETCTBYIOIIUX KIMHUYECKUX UCCIETOBAaHUNA U IPUHATHS BCeX HEOOXOAMMBIX Mep MO UCKITIOUEHHUIO PUCKa
HaHECEHUs BpeJia KEHIUHE B MepHo OepeMEHHOCTH, )KEHIIIMHE B TIEPUO]] IPYIHOTO BCKApMIIMBAHUS, TUIOAY
WM peOCHKY;

3) BOEHHOCTY)XalMX, 3a UCKIOYEHHEM CIydyaeB [POBEACHUA KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOT'0 Ipernapara, ClelualbHO pa3pab0TaHHOrO AJIS IPUMEHEHMsI B YCIIOBHSIX BOSHHBIX JEHCTBHM,
Ype3BbIUYaHBIX CUTYalUH, TPOPUIAKTUKH U JIeYeHUs 3a001€BaHNN U NOPaKEHHH, TOJyYEHHBIX B pe3yJibTare
BO3/ICUCTBHUS HEOIAroNpHUATHBIX XUMHUYECKUX, OMOJOTHMYECKUX, paJAMalMOHHBIX (akTopoB. KimHnueckoe
HCCIIEIOBAaHUE TaKOro JIEKApCTBEHHOTO IIpernapaTa MOKET IPOBOJUTHCS C y4aCTUEM B KAaueCTBE MallMEHTOB
BOCHHOCIYXAIUX, 33 WCKIIOUYEHHEM BOEHHOCIY)KAIIMX, MPOXOJSAIINX BOSHHYIO CIyXOy IO TPHU3BIBY, C
coOnrofeHneM TpeOOBaHUIl, YCTaHOBIEHHBIX HacTosmMM DenepalbHbIM 3aKOHOM B OTHOILIEHUU
IPaXXAAHCKUX JIMILL;

4) cOTpyAHUKOB NPaBOOXPAHUTEIILHBIX OPTaHOB;

5) JIMII, OT6LIBaIOIJ_[I/IX HaKa3aHUC B MCCTax JIMIICHUA CB060,Z[BI, a TaxKXKC JIMI, HaxOoOAIIUXCs II0MJ
CTpaxceﬁ B CJICACTBCHHBIX U30JIAATOPAX.
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7. Jlomyckaercs TpOBEIECHHE KIMHUYECKOTO MCCIEIOBaHUs JIEKApCTBEHHOrO Ipenapara A
MEIUIIMHCKOTO TPUMEHEHUs, MPEAHA3HAUEHHOTO IJI JICYCHHs TCUXMUYECKUX 3a00JIeBaHUM, C ydacTHEeM B
KadycCTBC IIaIMCHTOB JIMI C IICUXHWYCCKUMU 3&60H€BaHI/I$IMI/I, MIPHU3HAHHBIX HCI[GCCHOCO6HBIMI/I B TIOPAIKCE,
YCTaHOBJICHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit denepannu. KnmHnueckoe ncciieIoBaHue JIEKapCTBEHHOTO
mpenapara B 3TOM CJydae MPOBOJUTCA TPH HAIMYUM COTJIACHS B THCHhMEHHON (opMe 3aKOHHBIX
npeJcTaBuTeNIel yKa3aHHBIX JIULL.

Cratbsa 44. O6Gsa3aTenbHOe CTpaxoBaHME XXU3HU, 340POBbLSA NaLMeHTa, y4acTBYyHLEero B
KNMUHMYECKOM UccrefoBaHMU NeKapCTBEHHOro npenapara Ans MegUUUHCKOro NpUMeHeHus
(B pen. ®exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHI/ISaHI/IH, MMoJIydrBIIaA paspClICHUE HA OpraHU3aliO IIPOBCACHUA KIMHUYCCKOr0 UCCIICIOBaHUA
JICKAPCTBCHHOT'O IIpfliapaTa AJIsI MCAUIIUHCKOI'O MPUMCEHCHUA, 00s3aHa B Ka4eCTBE CTpaxoBaTelIsl CTPAXOBATh
PUCK HNPUYUHCHUA BpCla KHU3HH, 3J0OPOBBIO ITAaIMCHTA B PE3YJbTATC IIPOBCACHHUA KIMHUYCCKOI'O
HCCIICA0OBaHMA JICKAPCTBCHHOI'O MMperiapaTa Ijisl MEAUIIMHCKOI'O IIPUMCHCHUS 3a CBOH CcUeT IMyTCM 3aKJIOYCHUA
A0rosopa 00513aTeJILHOTO CTpaxoBaHMUH.

2. O0BbEKTOM 00513aTENILHOTO CTPaxXOBaHUS SBJSETCS UMYIIECTBEHHBIN MHTEpeC MalueHTa, CBA3aHHbIN ¢
IIPUYMHEHUEM BpEla €ro JKU3HU WIM 310POBbI0 B PE3YyJIbTaTe€ IPOBEICHUS KIMHUYECKOIO HCCIENOBaHUSA
JIEKapCTBEHHOI'O IIpenapara Iy MEJUIUHCKOrO IIPUMEHEHHS.

3. CTpaxoBbIM CllydyaeM IO JOTOBOpPY OOS3aTENIbHOTO CTPAXOBAaHUS SIBISIETCS CMEPTh MAIMEeHTa WU
YXYALIEHUE €ro 370pOBbsl, B TOM UHCIE BJIEKYIIEE 3a COOON YCTAaHOBJIIEHWE MHBAJIMIHOCTH, IIPU HAJIUYUU
MIPUYMHHO-CJIEICTBEHHOM CBSI3U MEXAY HACTYIJIEHUEM 3TOT0 COOBITHS M Y4acTHEM MallMeHTa B KIMHUYECKOM
UCCIIeZIOBAaHUH JIEKAPCTBEHHOTO ITpernapara.

4. Tpe6OBaHI/I${ 0 BOSMCIICHHHU BpE€aa, IPUIMHCHHOI'O XM3HU WM 300POBBIO MalMCHTA, IMIPCABABIAIOTCA
B TCYCHHUC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX I'PAXKJIAHCKHUM 3aKOHOAATCILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITUIATHI 110 1OTOBOPY 00s13aTeIIbHOTO CTpaxoBaHHUA COCTABJIACT:

1) B ciydae cMepTH MalMeHTa JBa MUJUIMOHA PyOJiell Ha KaXJOTOo MalMeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIEI0BaHUH JICKAPCTBEHHOT'O NperapaTa;

2) npu yXyAIIEHUH 37J0POBbs MAllUEHTA!

a) MOBJIEKIIEeM 3a CO00 yCTaHOBJICHHE UHBAMAHOCTH | rpyIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOIeit
Ha Ka)XJI0TO MallMeHTa, Y4aCTBOBABILETO B KIMHUYECKOM HCCIIEOBAaHUH JIEKAPCTBEHHOTO MIpernapara;

0) moBekIeM 3a co0oi ycTaHOBIeHHE MHBATUAHOCTHU Il rpynmbl, o1MH MUIUTMOH pyOJei Ha KaKIoro
MAlUEHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

B) IOBJIEKIIEM 32 c000# ycTraHOBIeHHE HHBATHIHOCTH 111 rpynmbl, mSATECOT THICSY pyOIei Ha KaXI0ro
MalMEHTA, yYaCTBOBABUIETO B KIIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOT'O IIPENapara;

I) HE MOBJEKIIeM 3a cOO0M yCTaHOBJIEHHMS HHBAJIMIHOCTH, HE Oojee 4yeM TPHUCTa ThICSY pyoOsel Ha
Ka)XJ0T0 MaleHTa, Y4aCTBOBABILEr0 B KIIMHUYECKOM HCCIIEIOBAHHUH JIEKApPCTBEHHOTO Mpernapara, UCXOs U3
HOPMAaTHBOB, OTPAXKAIOIINX XapaKTep U CTETEHb MOBPEXKICHUS 3JOPOBBS, a TaKkKe (DAKTHUECKU TTOHECEHHBIX
MAlMEHTOM PAacXOJIOB, BBI3BAHHBIX TOBPEKICHUEM 3JI0POBBS, Ha MEIUIIMHCKYIO MOMOIb, MPUOOpPETCHUE
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JIEKapCTBEHHBIX MPENapaToB.
(mm. "r" B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roga. - @eaepanbublii 3akon oT 22.12.2014 N 429-D3.

7. Cpok JnoroBopa 00s3aT€IbHOTO CTPaxOBAaHMUS HE MOXET ObITh MEHee, YeM CpOK IPOBEICHUS
KJIIMHUYECKOTO UCCIIeI0OBaHMs JIEKApCTBEHHOTO Mperapara.

8. YcioBus gorosopa 00s13aTeIbHOIO CTPaXoOBaHUs, B TOM YUCIIE CTPaXOBble TapU(bl O 0053aTEIBHOMY
CTpaxOBaHMIO, IepeuyeHb HEOOXOJMMBIX JOKYMEHTOB Uil OCYLIECTBICHHMS CTPAaXOBOW BBIMJIATHI, MOPSIOK
YCTQHOBJICHHSI CTpaxoBaTeleM HWHAMBHIYaJbHOTO WACHTU(PHUKAIMOHHOTO KOJAa TMAIMeHTa, MOpPsI0K
WH(GOPMHUPOBAHUS CTPAXOBATEIIEM CTPAaXOBIIMKA O TMPHUBICYCHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO
JICKAPCTBCHHOI'O IIpf€rapara A MCIUIHMHCKOIO0 IMPUMCHCHHUSA IMMAallMCHTAaX, MNMOPAAOK VYILIAThI CTanOBOI\/'I
opeMun, MnopAaoK pfalnu3dalrn ONPCACIICHHBIX HACTOAIIHUM d)enepam,HHM 3aKOHOM W JpyTHUMHU
(benepanbHBIMU 3aKOHAMH IIPaB M 0053aHHOCTEH CTOPOH IO AOrOBOPY 00S3aTENILHOIO CTPAXOBAHUS, a TAKKE
HOPMATUBBI, OTPaKaIOIIME XapakTep M CTENEeHb MOBPEXICHHs 3/10pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMHU
IpaBUIaMU 00S3aTEILHOTO CTPAXOBAHMS.

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

9. B ciiyyae mpuYMHEHHUS Bpela JKU3HU IMAIMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTEIIMU TI0 JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOLIUME MPaBO Ha BO3MEUICHHE BpeJa B CilIydyae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXXTaHCKUM 3aKOHOJATENbCTBOM, MPU OTCYTCTBUU TaKWUX TPaKIaH - POIUTENH, CYNpPYT, JETH YMEPIIEro
MalMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHHMM JICKAPCTBEHHOTO Mpernapara, B Cliydae CMEPTH
MalUeHTa, YYacCTBOBABIIEIO B KIMHUYECKOM HCCIECAOBAHUM JICKAPCTBEHHOTO Ipenapara U HE HMEBIIETro
CaMOCTOSITENIBHOTO J0X0/1a, - TPaKJaHe, Ha WKIUBEHUU KOTOPBIX OH HAXOAWJICSA, B OTHOIICHUU BO3MEIICHUS
pacxoZoB Ha MOrpedeHHe MalKeHTa, Y4YacTBOBABILIETO B KIMHMYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOIO
npernapara, - JIMIo, OHECIIee TaKHe PACXO/bI.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpEaa, NPUIUHCHHOT'O JKU3HU MMAUCHTA, YHACTBOBABUICT'O
B KIMHUYCCKOM HUCCICIOBAaHNN JICKApCTBCHHOT'O npemnapara, pacnpeacirsacTcs MCKOY
BBII‘OI[OHpI/IO6peTaT€JISIMI/I MMPONMOPLHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

I1. Tlpn HacTymiI€HHWH CTPAXOBOrO Cilydyas MAlWEHT, YYaCTBOBABIIMI B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATENIb BIPaBE MPEABSIBUTH HETMOCPEACTBEHHO CTPAaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUU MPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TEYeHHE TPUILATH JHEH CO THS MPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUU B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKApPCTBEHHOTO MperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBICHUS CTPAaXOBOW BBIILJIATHl WHAMBUIYAIBHBIN WICHTU(OUKAIIMOHHBIA KOJI
MaIlMeHTa, YCTAHOBIICHHBIM CTPaxoOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMH IIPABWJIAMU OO0S3aTEIIBHOTO
CTpaxOBaHUs.

12. Jlo mosHOTO onpeneneHus pasmepa MoAJIeKalero BO3MEIIEHUIO Bpela CTPAXOBUIMK I10 3asBJICHUIO
MALMEHTa, YYaCTBOBABUIEIO B KIMHUYECKOM MCCIENOBAaHUU JIEKAPCTBEHHOI'O IIperapara, WIH 3asBJICHUIO
BBITOIONIPUOOpETATENsl BIPABE OCYIIECTBUTh YACTh CTPAXOBOW BBIMJIATHI, COOTBETCTBYIOMIYIO (aKTUUECKU
ONPEACICHHON YacTH TPUYMHEHHOTO BpEa.

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0s3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISAETCS
HE3aBHUCHMO OT BBITIJIAT, MPUUYUTAIOIINUXCS IO IPYTUM BUIaM CTPAXOBaHUSI.
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14. He AOIYCKACTCA y4aCTHC IMAWCHTA B IPOBCACHUUN KIIMHUYCCKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara 1nmpu OTCyTCTBUH JOroBOpa 00513aTENBHOTO CTpaxOBaHUs.

15. KoHTpoJib 3a UCIIOJTHEHUEM OpraHu3aluel, MOIyYUBIIEH pa3pelleHne Ha OpraHu3aliuio IPOBEACHUS
KIIMHUYCCKOI'0 MCCICAO0BAHHA JICKAPCTBCHHOI'O IMperiapara AJd MCAUIIUHCKOI0 NMpUMCHCHU, yCTaHOBJ'IeHHOI\/'I
HacToOsIIEH cTaThell O00SI3aHHOCTU MO O00s3aTENIbHOMY CTPaxOBAaHMIO JKU3HHU, 3/I0pOBbS TMAlMEHTa,
ydacTByroulero (y4acTBOBAaBIIEI0) B  KJIMHUYECKOM  HCCIIEJOBAaHUM  JICKAPCTBEHHOIO  Ipernapara,
OCYILECTBIISICTCSI  YIIOJTHOMOUYEHHBIM  (heZiepalibHbIM ~ OpPraHOM — HCHOJHMTENBHOM  BJIACTH, BBIJABILUM
paspellieHne Ha MPOBEIECHUE KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB Il MEAUIIMHCKOIO
NPpHUMCHCHUA.

Maea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CraTbsa 45. pon3BoacTBO NeKkapcTBeHHbIX CpeacTB

1. IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHUSM  MPABUII
HaJIeKalled MPOU3BOJICTBEHHOW MPAKTHUKU, YTBEPKIACHHBIM YIOTHOMOYEHHBIM (elepasbHbIM OpPraHOM
WCTIOMHUTENbHOU BiacTH. OCOOCHHOCTH Tepexo/ia MPOU3BOJICTBA OTIACIBHBIX JIEKAPCTBEHHBIX CPEJICTB K MX
IPOU3BOJICTBY B COOTBETCTBUM C TpeOOBaHUSAMHU NpPAaBHJ HaJUIekKalled MPOU3BOACTBEHHON NPAaKTHKU
ycranaBnuBarorca IIpaBurensctBom Poccuiickonn ®enepauuu. Bplmada 3axkiroyeHHd O COOTBETCTBUU
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM IMpaBWII HaAJEXKAlIeH MPOW3BOJACTBEHHOMN MPaKTUKU
OCYILECTBISIETCS MO pe3yJibTaTaM HMHCIEKTHUPOBAHUS MPOU3BOAUTENEN JIEKAPCTBEHHBIX CPEJICTB B IMOPSIKE,
ycraHoBieHHOM IIpaButensctBoM Poccuiickoit ®enepanuu. Pasmep mnaTel 3a BblIady 3aKIOYEHUS O
COOTBETCTBUU  NPOUZBOAMTENSA  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHWSM  MpaBWI  HaJIeKaIen
MIPOU3BOJICTBEHHOM TMpakTUKK ycTaHaBiauBaercs IIpaBurenbctBoM Poccuiickont ®enepamuu. [lopsiiok
OpraHu3ali U MPOBEICHUS MHCIEKTUPOBAHUSA NMPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE
TpeOOBaHUSAM TIpaBUJ HaANEXKAIlleHd TMPOU3BOACTBEHHONM NPAKTHKU YyCTaHaBiuBaeTcs IIpaBUTENbCTBOM
Poccuiickoit denepanuu.

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2. Ilpom3BoacTBO  JIEKapCTBEHHBbIX cpeacTB B Poccuiickoir  ®enepanum  OCyIIECTBISIETCS
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX CPEACTB, MMEIOIIMMH JIMLIEH3UI0 Ha IPOM3BOACTBO JIEKAPCTBEHHBIX
cpencts. IlonTeep)kaeHne COOTBETCTBUS JIMLIEH3MATA NIpaBUJIaM HaJUIEKalled MPOU3BOACTBEHHON NPAaKTHKU
OCYILIECTBIISIETCS B paMKax JIMLEH3MOHHOTO KOHTPOJS B COOTBETCTBHUU C 3aKOHOAATEILCTBOM Poccuiickoi
deneparyu ¢ y4eTOM 0COOSHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIICH CTAaThH.

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

3. IIpow3BOACTBO JIEKAPCTBEHHBIX CPEJACTB OCYIIECTBISETCA C COOJIOJeHHEeM TpeOOoBaHMIA
IPOMBIIUICHHOTO DPErJIaMeHTa, KOTOPBIA YTBEpXKAAeTCs PYKOBOAMUTEIEM IMPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYAET B ceOs MepeueHb HCMONb3yeMbIX (papMalieBTHUeCKHX CYyOCTaHIMI U BCIIOMOTaTEIbHBIX
BEIECTB C YKa3aHHMEM KOJMYECTBA KaXKJIOTO M3 HUX, JaHHBIE 00 HCIOJIB3yeMOM OOOPYIOBaHHMH, OIHCAHUE
TEXHOJIOIMUYECKOI0 IIpoLecca U METOJI0OB KOHTPOJISL Ha BCEX ATAlax MPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB.

4. Tlpm mpOW3BOACTBE JEKAPCTBEHHBIX CPEICTB HCIOIB3YIOTCA (papmaneBTHUYEeCKHe CyOCTaHITUH,
BKJIFOUEHHBIE B TOCYJAapCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEACTB, 3a MCKIIIOUEHHEM (hapMaleBTHUYECKUX
cyOcTaHIUI, MPOU3BOANMBIX JJIsl MPOBEICHHs KIMHUYECKUX HCCieNoBaHUM M i skcnopTa. K mpoueccy
NPOM3BOJICTBA (hapMalleBTUYECKON CyOCTaHLMU OTHOCATCS JIOOble CTaAMM TEXHOJIOTMYECKOIo Mpoliecca,
MO3BOJISIOIINE OTYYUTh TOTOBBIM MPOJYKT, COOTBETCTBYIONINI TpeOoBaHUAM (hapMaKONEeHHOM cTaTbH, B TOM
yrcie pepMeHTaIys, IKCTPAKIUS, OUUCTKA, BBIICIICHUE, IEPEKPUCTAIITN3AIMS, BEICYIIMBAHUE, N3MEIIbYCHHE.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

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

4.1. IlepeueHpb JeKapCTBEHHBIX MpPENapaToB AJII MEAUIMHCKOIO MPUMEHEHHUs, B OTHOIIEHUH KOTOPBIX
YCTaHABIMBAIOTCA TPeOOBaHUS K OOBEMY Taphl, YMAKOBKE W KOMIUICKTHOCTH, MEPEUYCHBb JIEKAPCTBEHHBIX
MpenapaToB JJis BETEPUHAPHOTO MPUMEHEHHS, B OTHOIICHUH KOTOPBIX YCTAHABJIMBAIOTCS TpeOOBaHUS K
00beMy Taphl, a TakKe TpeOOBaHUS K 00BEMY Tapbl, yITAaKOBKE M KOMITJIEKTHOCTH JICKAPCTBEHHBIX MPEIapaToB
JUIST MEIWIMHCKOTO TPUMEHEHHs, TpeOoBaHMS K OOBEeMy Tapbl JICKapCTBEHHBIX IIpEnapaTtoB IS
BETEPUHAPHOTO TPHUMEHEHHUS OINPEAENSIOTCS COOTBETCTBYIOIIMMHU YIOJIHOMOYEHHBIMU (eepantbHbBIMU
OpraHamu MCIIOJHUTEIBHOM BIACTU B MOPsJIKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickont denepanmu.
(uactp 4.1 B pen. @enepanbHoro 3akona ot 14.12.2015 N 374-D3)

4.2. OpraHuzanuy, OCYIIECTBISIONIMNE TPOU3BOACTBO (hapMaleBTHUECKOW CyOCTaHIIMHM CIIHPTa
TWJIOBOTO (3TaHOJA) JUIsl TMPOU3BOACTBA CIHMPTOCOJACPXKAIIUX JIEKAPCTBEHHBIX IIpenapaToB, OOS3aHBbI
OCYILECTBIIATh YYET U ACKJIApUPOBAaHUE B MOPSJIKE, YCTAHOBIEHHOM cTaThsiMU 8 u 14 denepanabHOro 3akoHa
oT 22 Host0pst 1995 roma N 171-®3 "O rocymapcTBEHHOM pEryJIMpOBaHUHU IPOU3BOACTBA U 00OpoTa
STUJIOBOTO CIHMPTA, AIKOTOJIBHOM M CIUPTOCOAEp)KAIed MPOAYKUMH M 00 OrpaHHMYeHHH MOTpeOIeHus
(pacnuTHs) aJKOroJIbHOM npoayKuun'.

(uactsp 4.2 BBeeHa PenepanbHbIM 3akoHOM 0T 03.07.2016 N 261-D3)

4.3. VHauBuayanpHble NPEANPUHHAMATENN W OPUAMNYECKHE JHUIA, OCYIIECTBISIOIIHME 3aKyNKy |
UCIIOJIb30BaHUE (hapMalleBTHUECKOW CyOCTaHIMM CHMpTa ATUIOBOTO (3TaHOoja), a TaKXXe MPOU3BOJCTBO,
U3rOTOBJICHHE U (WIM) 000POT (32 UCKIIIOYEHHEM PO3HUYHOM MPO/aXH) CIUPTOCOAEPIKAIINX JIEKAPCTBEHHBIX
npenaparoB, 00s3aHbl OCYIIECTBIATh UX yUYeT U JEKIapUpOBaHHE B MOPsAKE, YCTAHOBICHHOM CTaThsIMU 8 U
14 ®epepanpHOro 3aKkoHa oT 22 HOsOps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pETrYJIMPOBAHUHU
MPOU3BOJICTBA M 000pOTa 3TUIOBOIO CHUPTA, AJIKOTOJBHOM W CHUPTOCOAEpXKalled NpOAYKIMH U 00
OTrpaHMYEHUU MOTpeOIeHUs (PACTIUTHUS) AIKOTOJIbHON MPOAYKIIMH'".

(dactp 4.3 BBeneHa DenepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

5. 3ampemiaercs IpOU3BOICTBO:

1) JekapCTBEHHBIX CPEACTB, HE BKJIFOUCHHBIX B TOCYJapPCTBEHHBINH PEECTp JICKAPCTBEHHBIX CPEJCTB, 3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, IIPOU3BOAMMBIX JIA IMPOBCACHHUA KIIMHUYCCKHUX I/ICCJICI[OBaHI/IfI nu aJisa
IKCIIOPTA;

2) hanbCupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapcTBEHHBIX CPEACTB 0€3 JIMLEH3UH Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPE/CTB;

4) JICKAPCTBCHHBIX CPEACTB C HAPYUICHUEM IIPABUJI OPraHU3alMH ITIPOU3BOJACTBA U KOHTPOJIA KAa4YCCTBa
JICKAPCTBCHHBIX CPCIACTB,

5) ¢apmaneBTHUECKOI CyOCTaHIIMU CIIUPTA STHIOBOTO (3TAHOJA) HA TEXHOJIOTUYECKOM 000pYAOBaHHH,
KOTOpO€ HE 3aperuCTPUpPOBAHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C (DenepanbHbIM 3aKOHOM OT 22
HOs10pst 1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIMPOBAHUU MPOU3BOJICTBA U 000OpOTa ATHIOBOTO
CIUpTa, AJKOTOJBHOW W CHHpTOCOAepXkamied NpOoAYKIMH W OO0 OrpaHUYEHUH MOTpeOieHus (pacruTus)
AIKOTOJIBHOM MPOAYKIUH".

(m. 5 BBeneH PenepanbHbIM 3aK0HOM 0T 29.07.2017 N 278-D3)

6. [Tpu BBOJIE JIEKAPCTBEHHBIX CPEJICTB B TPAXKIAAHCKUNA O00OPOT YIOJTHOMOYEHHOE JUIIO0 TPOU3BOAUTEIIS
JIEKAPCTBEHHBIX ~ CPEACTB  OCYIIECTBISAECT TOJITBEPKICHHUE COOTBETCTBUSA  JICKAPCTBEHHBIX  CPEJCTB
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TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IPU MX IOCYIAapCTBEHHON PEruCTpaIlM, U TapaHTUPYET, YTO JIEKAPCTBEHHBIE
CpelCTBa NPOM3BEACHBI B COOTBETCTBUH C TpPeOOBAaHUSAMM IPaBUJ HaJUIeXKalled MPOU3BOACTBEHHON
MIPaKTUKH.

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

7. YTOTHOMOYEHHBIM JIMIIOM TPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB SBIAECTCS €ro pabOTHUK,
aTTECTOBAHHBIM B YCTAHOBIIGHHOM YIIOJIHOMOYEHHBIM (heiepaqbHbIM OPraHoOM HCIIOTHUTEIBbHOW BIIACTH
MOpSZIKE W MMEIOIIMKA CTaX paboThl HE MEHEee YeM MATh JIeT B 00JacTh MPOU3BOJCTBA M (WUJIM) KOHTPOJISL
KauecTBa JICKAPCTBEHHBIX CPEJCTB, BhICIIEE 00pa3oBaHHE COOTBETCTBEHHO MO OJHOM U3 CleNHUaIbHOCTEH U
(wy) OgHOMY W3 HANpPAaBIEHUN TOATOTOBKHU: OWOJIOTHS, OWOTEXHOJOTHUS, BETCpUHAPHS, KIMHUYECKAs
MEIUIMHA, paAHallMOHHas, XUMAYeCKast U OMoJIoTHIecKas 3amuTa, papManus, QyHaaMeHTaaIbHas MEAUIIMHA,
XUMUYECKAst TEXHOJIOT S, XUMHSI.

(dactp 7 B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

8. [Ipon3BomuTeNH JEKapCTBEHHBIX CPEACTB (3a UCKIIOUYEHHEM (hapMaleBTHUECKON CyOCTaHIIUK CIIUpTa
STUJIOBOTO (3TaHOJa) MOTYT OCYILECTBIISATH MPOAAXY JIEKAPCTBEHHBIX CPEACTB MM IepelaBaTh HUX B
YCTaHOBJIEHHOM 3aKOHO/aTenbcTBOM Poccuiickoit denepannu nopsake:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyT¥M POU3BOIUTEISIM JIEKAPCTBEHHBIX CPEJICTB JJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX CPEJ/ICTB;
2) opraHu3aysaM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuyHbIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpraHU3alUsAM, WHAUBHAYAIbHBIM
MpeANpUHUMATEISIM, UMEIONINM JIMIEH3UI0 Ha (apMaleBTUYECKYI0 MACSITeNbHOCTh WU JIMIICH3WIO Ha
MEIUIUHCKYIO IEATEIIbHOCTD;

4) HayYHO-UCCIEOBATEILCKUM OPTraHU3aIUsIM ISl HAyYHO-UCCIIEIOBATEIHCKON paOOThI;
5) MCIUIMHCKUM OpraHu3alviaM U BETCPUHAPHBIM OPraHU3alusIM;
6) opranuzaiusM, OCyIIECTBIISIOIINUM pa3BeeHNE, BEIpAlUBAHUE U CO/IEPKAHNUE KUBOTHBIX.

9. [IlpouwsBoautenu (apmaneBTHUECKOW CYOCTaHIIMM CHOHpPTa STUWIOBOTO (3TaHOda) OOsS3aHbI
OCYIIECTBIISITh pealu3alivio (Meperady B YCTAaHOBIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Deneparuun
nopsiike) (hapManeBTHUECKOW CyOCTaHIMK CHHPTa 3TUJIOBOTO (3TaHOJA) MPOU3BOAMUTENSAM JIEKApCTBEHHBIX
CPEIICTB IS MIPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJCTB B €MKOCTSIX 0o0OBeMOM He Oosee | ymrpa m (wim) He
MeHee 1000 yimTpoB, a OpraHM3alMsM, YKa3aHHBIM B IIyHKTax 2 - 6 4acTW 8 HACTOSIIEN CTaThH, B Tape
obbeMoM He Oosee 1 muTpa.

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CPeacTB

1. HeKapCTBeHHI)Ie npenaparbl, 3a HUCKIHOYCHUCM JICKAPCTBCHHBIX IIPCIapaToB, HW3TOTOBJICHHBIX
AIlITCYHbIMHU OopraHu3anusiamMuy, BCTCPpUHAPHBIMHA AIlITCYHbIMU OopraHu3anusiamMuy, HUHAUBHUAYAJIbHBIMHA
MMpEeANIpUHUMATCIIIMU, UMCIOILIMMU JIMIICH3WIKO Ha (l)apMaLIeBTI/I‘leCKYIO ACATCIIBHOCTD, NOJIKHBI IMOCTYIIATh B

oOpariieHue, eciu:

1) Ha UX EpBUYHON YNAaKOBKE (32 MCKJIIOUEHUEM NEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX PACTUTEIbHBIX
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IpenapaToB) XOPOILIO YUTAEMBIM HMIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHHUE JICKAPCTBEHHOTO
npemnapata (MEXIyHapOJHOE HEMAaTEeHTOBAHHOE, WU TPYNIUPOBOYHOE, WIM XHMHUYECKOE, WU TOProBOE
HAaUMEHOBAHKE), HOMEp CEpHH, JlaTa BBIMYyCKa (Ui MMMYHOOHMOJIOTMYECKUX JICKAPCTBEHHBIX MPEIapaToB),
CPOK T'OJTHOCTH, JO3MPOBKA WM KOHIICHTPAIHS, 00bEM, aKTUBHOCTh B €IMHUIAX JEHCTBUS WIA KOJHMYECTBO
7103;

(B pen. Deaepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha WX BTOPUYHOH (MOTPEOMTENBCKON) YIAKOBKE XOPOIIO YUTAEMBbIM IIPH(PTOM Ha PYCCKOM SI3bIKE
yKa3aHbl HaWMEHOBAHHME JICKAPCTBEHHOTO Tpemapata (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, WJIM XHUMHYECKOE U TOProBO€ HAMMCHOBAHWsS), HAWMEHOBAHHE MPOU3BOIUTEIS
JICKapCTBEHHOTO Ipernapara, HOMEp CEpHH, Jara BBIMTyCcKa (T MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
MperapaToB), HOMEP PETHCTPAIMOHHOTO YJAOCTOBEPEHUS, CPOK TOJHOCTH, CIOCOO MPHUMEHEHHUS, JTO3UPOBKA
WIH KOHIIEHTpalus, OO0beM, AaKTHBHOCTh B €IUHMIIAX JACHCTBHS JUOO KOJIMYECTBO J103 B YIIAKOBKE,
JIeKapCTBeHHasi (hopMa, YCIOBHUS OTITyCKa, YCIOBUS XPAHEHUS, IPEIyNPEIUTEIbHbIC HA IITHCH.

(B pen. ®enepanpHbix 3aKk0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmarneBTHUECKHE CyOCTaHITNK TOJDKHBI MMOCTYIIATh B 0OpallleHne, €Clii Ha UX MePBUYHON YITaKOBKE
XOpOIIIO YUTAeMbIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHHE (hapMalleBTHUECKOW CyOCTaHIIUM
(MeXTyHaApOIHOE HEMAaTEHTOBAHHOE, WM TPYIIHUPOBOYHOE, WM XHMHUYECKOE€ U TOPrOBOE HAMMEHOBAHUSA),
HAaWMCHOBAHHME MPOM3BOAUTENS (PapMalleBTUYECKON CyOCTaHIIMKM, HOMEp CEpHH M JaTa H3TOTOBJICHUS,
KOJIMYECTBO B YIAKOBKE U €IMHUIIBI U3MEPEHUS KOJIUYECTBA, CPOK TOJTHOCTH U YCIOBUS XPaHEHHUS.

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

3. JlekapcTBEeHHBIE CpEACTBAa B KAa4eCTBE CHIBOPOTOK JOJDKHBI MOCTYNATh B OOpalleHUE C yKa3zaHHEM
KUBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOT'O OHH IOITYYEHBI.

4. Ha BTopmuHyIO (MOTPEOMTENBCKYIO) YIAKOBKY JICKAPCTBEHHBIX CPEJICTB, MOJYYEHHBIX W3 KPOBH,
IJIa3Mbl KPOBH, OPTaHOB M TKAHEW 4ell0BEKa, JOJKHA HAHOCUThCA Haamuch: "Anturena k BUY-1, BUY-2, k
BUpycy renatuta C 1 IOBEPXHOCTHBIN aHTUTE€H BUpyca renarura B orcyTcTBytor".

5. Ha mepBuYHyIO YNakoBKY M BTOPUYHYIO (IOTPEOMTEIbCKYIO) YMAKOBKY paguodapMareBTHUECKUX
JIEKapPCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK paJiMalliOHHON OIACHOCTH.

6. Ha BTOpHuHyl0 (NMOTPEOUTENBCKYIO) YMAaKOBKY I'OMEONAaTHMYECKUX JIEKAPCTBEHHBIX IpenapaToB
JIOJKHA HAHOCHUTHCS Haamuch: "'I'oMeonaTndeckmit".

7. Ha BTOpHYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENIbHBIX MpEnaparoB JOJKHA
HaHOCUTHCA Haanuch: "lIpoaykuus mpoiuia paaualuoOHHBINH KOHTPOIB" .

8. Ha mepBuYHYyI0 YMakoBKY (€CiH JJIs 3TOTO CYIIECTBYET TEXHUYECKas BO3MOKHOCTh) M BTOPUYHYIO
(MOTPeOUTENBCKYI0) YIMAKOBKY JICKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUYCHHBIX JJIS  KIMHHYECKUX
HCCIIeIOBAHUM, JOJDKHA HAHOCUTHCS HAAMUCh: " /{71 KITMHUYECKUX MCCIIeI0BaHuN".

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

9. YmakoBka JICKApPCTBCHHEBIX CPEACTB, MPCAHA3HAUYCHHBIX HCKIIFOYUTCIBHO JJIA 3KCIIOpTa, MAapKHUPYECTCA
B COOTBCTCTBHUHU C Tpe60BaHI/I$IMI/I CTPaHbI-UMIIOPTEpPA.

10. Ha tpaHcropTHyIO Tapy, KOTopas He IpeJHa3HaueHa JUIsl MOTpeOuTeneld U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCHTHCA HMH(OpMAIUs O HAWUMEHOBAHUH, CEPUHU JIEKAPCTBEHHOT'O
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Cpe/CTBa, JaTe BBITYyCKA, KOJIMYECTBE BTOPUYHBIX (TIOTPEOMTENBCKHX) YIAKOBOK JICKAPCTBEHHOTO CPEJICTBA,
MIPOU3BOIUTENIE JIEKAPCTBEHHOTO CPEACTBA C YKa3aHUEM HaUMEHOBAHUS U MECTOHAXOXKACHUS MTPOU3BOANUTEIS
JIEKapCTBEHHOTO CpeAcTBa (ajzpec, B TOM YHCIE CTpaHa W (WJIKM) MECTO MPOM3BOJCTBA JIEKAPCTBEHHOTO
CpeZICTBa), a TAK)KE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPEJICTBA U 00 YCIOBHUSIX €r0 XpaHEHHs U NEePEeBO3KH,
HEOO0XOIUMBIC TIPEAYIPEANTEIbHBIC HAAMUCH U MAHHUITYJIITOPHBIC 3HAKH.

11. Ha nepBruYHYyI0 yIaKOBKY ¥ BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MIPUMEHEHHS OJKHA HAHOCUTHCS HAMHUCh: "J1J11 BeTepHHAPHOTO MPUMEHEHHS "

12. Ha BropuuHy0 (MOTPEOUTENLCKYIO) YIAKOBKY JEKapCTBEHHOTO IMpernapara HaHOCUTCS IITPUXOBOU
KOZ.

. naBa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOUN ®EOEPALINU
(B pen. denepanphoro 3akoHa ot 06.12.2011 N 409-D3)

Cratbsa 47. MNopsanok BBO3a nekapCTBeHHbIX cpenctB B Poccuinckyro depepauuio m
BbIBO3a JfieKapCTBEHHbIX cpeacTB u3 Poccuimnckon ®epepauumn
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyto ®Denepanuio oOCyHIECTBISETCS B MOPSIKE,
ycraHoBiieHHOM  [IpaBurensctBoM  Poccuiickoii  @enepauumd, B COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOAATENbCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIH cor03) U (WiIH)
3aKOHOJaTeNbCTBOM Poccuiickoit denepannivi 0 TAMOKEHHOM JEJie.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

2. BBosumble B Poccuiickyto denepanuio JeKapCTBEHHbIE CPEICTBA JOJDKHBI ObITh BKIIIOYEHBI B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENICTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Jonyckaercsa BB0o3 B Poccuiickyto denepaiiyio KOHKPETHON MApTHH 3aperMCTPUPOBAHHBIX U (MJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IMpPEIHA3HAYEHHBIX JUISI TPOBEACHUS KIMHUYECKHUX
UCCIICIOBAaHUH JIEKAPCTBEHHBIX IPENapaToB, IMPOBEICHHUsI HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB I
OCYILECTBJIEHUs] TOCYJapCTBEHHOH perucTpaluy JIeKapCTBEHHBIX IpenapaToB MM JJIs  OKa3aHUs
MEIULMHCKONW MOMOIIM IO >KU3HEHHBIM IMOKa3aHUSAM KOHKPETHOrO MAallMe€HTa Ha OCHOBAaHHM pa3peleHHUS,
BBIJJAHHOTO YIOJHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIIOJIHUTEILHON BIACTH IO 3asBICHHUSIM JIUI,
yKa3zaHHbIX B cTaThe 48 Hacrosero denepanpHoro 3akoHa. PaccMoTpeHue Takoro 3asiBI€HUsS M IPUHATHE
pelieHrds O BblJauye paspelieHuss Ha BBO3 KOHKPETHOW MapTUM 3aperUCTPUPOBAHHBIX M (WJIM)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, IpEJHA3HAUYEHHBIX MJIs IPOBENCHUSA KIMHUYECKHX
UCCIICIOBAaHUN JIEKAPCTBEHHBIX MPENapaToB, IMPOBEICHHUS HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIICHUS] TOCYJapCTBEHHOH pErucTpaluy JICKapCTBEHHBIX MpenapaToB MM JJIs  OKa3aHUsS
MEIMLMHCKOW TIOMOIIM IO >KU3HEHHBIM IOKa3aHUsIM KOHKPETHOro MarueHTta Jubo 00 oTka3e B BhIIaue
YKa3aHHOTO pa3pelIeHus] MPOM3BOISATCS B CPOK, HE MPEBBIMIAIOINN NATH padounx aHed. [lmata 3a Bbmauy
YKa3aHHOTO pa3pelieHns He B3UMAaeTCs.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4. B POCCHﬁCKym CDe):[epaumo MOKHO BBO3HUTH JICKAPCTBCHHBIC CpPCACTBA, KaUCCTBO KOTOPBIX
TOATBCPIKIACHO CepTI/I(I)I/IKaTOM MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, YAOCTOBCPAIOINHUM COOTBCTCTBUC
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BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpPeOOBaHUAM (apMaKkoNeHHbIX craTei JuOO0 B Cilydae UX OTCYTCTBUS
HOPMAaTUBHOM TOKyMEHTALlUN WJIA HOPMAaTUBHOT'O TOKYMEHTA.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemaercs BBo3 B Poccuiickyro ®denepannio (anbcupuuupoBaHHBIX JIEKApCTBEHHBIX CPEICTB,
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPE/ICTB.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. @anbcuUUUPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEOOPOKaUeCTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
MOJIEKAT M3BATUI0O M IOCIEAYIOIIEMY YHUYTOXKEHHIO WM BbBO3y u3 Poccuiickoir @Penepanuu,
KOHTpadaKTHBIE JIEKAPCTBEHHBIE CPE/ICTBA - UIBATHIO U TOCIEAYIOMEMY YHUUTOKEHHUIO. Y HUUTOKCHHUE WIIN
BbIBO3 U3 Poccuiickoit @enepannu GanbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPEJACTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBIAETCA 3a CUeT JIMIA,
OCYILECTBUBILET0 HX BBO3. [lopsAa0K YHUUYTOXEHMSI U3BATHIX (PaTbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIO0OPOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEICTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

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

7. Jluua, ocymiectBisomue BBo3 B Poccuiickyro @enepanuio panbcuuuupoBaHHbIX JIEKAPCTBEHHBIX
CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA(paKTHBIX JEKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUM C TaMOXEHHBIM 3aKOHOAATEJbCTBOM TaMOKEHHOro coro3a U (Win)
3aKOHOJaTenbCcTBOM Poccuniickoi denepanniv 0 TAMOKEHHOM JEIIE.

(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 IlekapcTBEHHBIX cpeacTB u3 Poccuiickoit @enepanuu ocymiecTBiseTcss 0e3 MpUMEHEHUs
OTpaHUYEHUI, YCTAHOBJEHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOro coro3a U (WIn)
3akoHoarenscTBOM Poccuiickoin ®enepanum 0 TrOCyIapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPIOBOU
JESATEIBHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

Koncynsrantllntoc: npumedanue.
C 29.11.2019 cr. 47 nononusiercs 4. 9 (D3 ot 28.11.2018 N 449-03). Cm. OyayIiyro peakiuio.

Cratbsa 48. lOpuanyeckue nuua, KOTOpbIM paspelleH BBO3 FfleKapCTBEHHbIX CPeAcTB B
Poccumnckyro ®egepaumio
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpeicTBa B Poccuiickyro denepalnio MOryT BBO3UTh:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) mpou3BOaUTENN JIEKAPCTBEHHBIX CPEICTB MM IIefiell COOCTBEHHOTO MPOU3BOJICTBA JIGKAPCTBEHHBIX
CPENCTB;

2) WHOCTpaHHblE pPa3pabOTYMKU JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTEIU
JIEKapCTBEHHBIX CPEJCTB WIM JIPyr'He IOpUAMYECKHE JIMIAa IO MOPYYEHHUIO Pa3paboT4MKa JIEKapCTBEHHOI'O
CpeAcTBa Uil MPOBENCHUSA KIMHUYECKUX MCCIEJOBAHUN JIEKAPCTBEHHOrO Ipernapara, OCYIIECTBICHUS
rOCyJJapCTBEHHON PErucTpaluy JIEKapCTBEHHOTO Ipernapara, BKIYeHUs (apMaleBTHUECKOW CyOCTaHLIMU B
rOCY/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJS KadecTBAa JIEKAPCTBEHHBIX CPEICTB IpHU
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HaJIMYUKU pa3pClICHUsT YTIOJIHOMOYCHHOI'O (bez[epanLHoro OopraHa HUCIIOJTHUTEILHOM BJIACTH Ha BBO3
KOHKpGTHOfI MapTUH JICKAPCTBCHHBIX CPCIACTB,

3) opraHu3aiu ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) Hay4HO-MCCIIEIOBAaTEeIbCKUE OpraHU3allNy, 00pa30BaTeNbHbIE OPraHU3AIMK BBICIIETO 00pa30BaHMUA,
MPOM3BOANTENN JICKAPCTBEHHBIX CPEACTB sl pa3paboTKH, MCCIEIOBAaHWH, KOHTPOJIS Oe30MacHOCTH,
Ka4yecTBa, 3(P(HEeKTUBHOCTH JIEKApPCTBEHHBIX CPEACTB TPH HAIMYWU PA3PEHICHUs YIIOJHOMOYEHHOTO
(enepanbHOrO OpraHa UCIOJHUTEIHHOM BIacTH;

(B pen. ®enepanbroro 3akoHa ot 02.07.2013 N 185-D3)

5) MeAMIIMHCKUE OpraHU3allNK, HHbIE YKa3aHHbIC B MMyHKTax | - 4 HACTOSIIEH CTaThU OpraHU3aLUU IS
OKa3aHHWS MEIUIIMHCKON MOMOINM IO >KU3HEHHBIM IIOKa3aHWSIM KOHKPETHOTO TMAaIeHTa IpH HaJTMYUU
pa3penieHns yIoJTHOMOYEHHOTO (heZiepalbHOTO OpraHa UCTIOHUTEIFHOM BIIACTH HA BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHOTO TIperapara, BBIAAHHOTO B YCTAHOBJIEHHOM IOpsIKe B ()OpPME 3JIEKTPOHHOTO JTOKYMEHTa,
HOANMCAHHOTO YCHJICHHOW KBAIM(HUINPOBAHHON 3JIEKTPOHHOM MOIHCHIO.

(B pen. denepanbhoro 3akoHa ot 12.03.2014 N 33-D3)

Cratba 49. [loKyMeHTbl, npeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckon
Penepaumu npu BBO3e NeKapCcTBEeHHbIX cpeacTB B Poccumnckyro deanepauyuto
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. ITpu BBO3€ JeKapCTBEHHBIX cpeacTB B Poccuiickyio denepainio B TaMOKeHHbIE opranbl Poccuiickoii
@enepaunu  Hapsgy C  JOKYMEHTAMH, INPEACTABICHUE KOTOPBIX  IMPEIYCMOTPEHO  TaMOYKEHHBIM
3aKOHOJIaTeTLCTBOM TaMOXXKeHHOTOo coro3a u (WIM) 3aKkoHOJATelnbCTBOM Poccwuiickoit denepamuu o
TaMOKEHHOM JIeJie, MPEICTABISAIOTCS CIAEAYIOINE TOKYMEHTHI:

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) CCpTI/Iq)I/IKaT IMPOU3BOAUTECIIA JICKAPCTBEHHOTI'O CPCCTBA, y,[[OCTOBepHIOH_II/Iﬁ COOTBCTCTBUEC BBO3HMMOI'O
JICKAPCTBCHHOT'O CPCACTBA Tpe6OBaHI/IHM (I)apMaKoneﬁHoﬁ CTaThbH JIHOO B ClIy4dac €€ OTCYTCTBUA HOpMaTI/IBHOﬁ
AOKYMCHTAIIMXU WX HOPMATHUBHOT'O JOKYMCHTA,

2) pa3penieHue ynoJIHOMOYEHHOTO (peiepaibHOTO OpraHa HCIIOJTHUTEIBHON BIACTH Ha BBO3 KOHKPETHOM
MapTUU JIEKAPCTBEHHOI'O CpPEACTBA B CIIy4asiX, YCTAHOBJIEHHBIX YacTbl0 3 cTatbu 47 HACTOAIIETO
®denepalbHOTO 3aKOHA.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wactu | HacrosAmeW cCTaTbM, NPEACTABIAIOTCA B
TaMOXeHHble opraHbl Poccuiickoit dexepanmu npu NpUOBITHH JIEKApCTBEHHBIX cpelncTB B Poccuiickyio
®denepauuio.

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

Cratbsa 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®enepauuio ansi IM4YHOro
MCNOMb30BaHUA U WHbIX HEKOMMEpPYEeCKMX Lenen, a TakKke ANIA WUCNOSfib30BaHUA Ha
TeppUTOPUN MEXAYHApPOAHOro MeAULMHCKOro Knactepa
(B pen. ®enepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHbIE MpenapaTbl MOTYT ObITh BBe3eHBI B Poccuiickyro ®enepanuio 6e3 yueta TpeOoBaHuUM,
MPeayCMOTPEHHBIX YacTsiMu | - 4 cratbu 47, ctathamu 48 u 49 Hactosinero deaepaibHOTO 3aKOHA, €CJIM OHU
npeaHa3HAYeHbl JUIS:
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(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nu4yHOrO MCMONIB30BaHUS (PU3MUECKUMH JUIlaMU, NpuoObBIIMMU B Poccuiickyro ®@enepauuto. [lpu
3ToM BBO3 B Poccuiickyro denepannio JIEKapCTBEHHBIX IIPENApPATOB, COAEPXKAIIMX CUIBbHOACUCTBYIOIINE U
(un) SIOBUTHIE BEILECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIMCOK CHJIbHOJEHCTBYIOIIMX BEIIECTB JUIS
1IeJIe yroJIOBHOrO 3akoHoaaTenbcTBa Poccuiickoit denepanim M B CIUCOK SIAOBUTHIX BEIIECTB ISl LEIEH
YroJIOBHOTO 3akoHozarenbcTBa Poccuiickoit ®enepaunu, yrBepkiaeHHble I[IpaButenbctBoM Poccuiickoi
®denepalliu, OCYIIECTBIACTCS MPU HATHYUU JOKYMEHTOB (3aBEPEHHBIX KOMHM JOKYMEHTOB HIIM 3aBEPEHHBIX
BBIMMMCOK M3 HHX), MOATBEPKIAIONMX Ha3HAueHUEe (U3NUECKOMY JIMIy YKa3aHHBIX JIEKapCTBEHHBIX
IIpenapaToB (3a UCKJIIOUEHUEM JIEKApCTBEHHBIX IIPENapaToB, 3aperucTpupoBaiHbix B Poccuiickoit denepannn
u otmyckaembix B Poccuiickoit denepanuu 0e3 perenTa Ha JieKapCTBeHHBINM mpemnapar). [loaTBepsknarorme
JOKYMEHTHI (MX 3aBepeHHbIe KOMHM MM 3aBEPEHHbIC BBIMHCKU M3 HHUX) JOJDKHBI COJEPXKATh CBEIEHUS O
HAaMMEHOBAaHHMH U KOJIMYECTBE HA3HAUEHHOI'O JIEKAPCTBEHHOTO NpemnapaTta. B cioydae, eciin noaTBepKaaromume
JOKYMEHTHI (MX 3aBEpPEHHBIE KOMUHU WU 3aBEPEHHBIE BHIMHMCKN U3 HUX) COCTABJICHBI HA MHOCTPAHHOM SI3bIKE,
K HUM IIPUJIAraeTcss HOTapuaJIbHO 3aBEPEHHBIN MEPEBOJL HA PYCCKUH S3BIK;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) UCTIONB30BaHUS PAOOTHUKAMH JIUINIOMATHICCKOTO KOPITyCa WM MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3alvii, akkpeAuToBaHHbIX B Poccuiickoit dexnepanuu;

3) JileyeHus MaccakMpOB U YJICHOB SKHUIAXKEH TPAaHCHOPTHBIX CPEACTB, NOE3AHBIX OpUraJ U BOAUTENEH
TPAaHCHOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyro ®Penepanutio;
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

4) 5eyeHMs] yYaCTHUKOB MEXAYHApOIHBIX KyJIbTYPHBIX, CIOPTHBHBIX MEPOIPHUITHA M yYaCTHUKOB
MEKyHApOIHBIX YKCIIEIULIHAN;

5) JedeHWs KOHKPETHBIX JKMBOTHBIX B 300MapKaxX, a TakKKe >XHUBOTHBIX, BBO3HMBIX B PoCCHICKYIO
deneparlvio 11 y4acTHsI B CIIOPTUBHBIX U 3PEIIUIITHBIX MEPOTIPUATHSX
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6) UCTIONB30BAHUS HA TEPPUTOPUU MEXKTYHAPOIHOTO MEIUIIMHCKOTO KIacTepa.
(. 6 BBenen denepasibHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B caywasx, mpeayCMOTPEHHBIX 4acThbio | Hacrosimed cTaTbM, AOIyckaeTcs BBO3 B Poccuiickyro
denepanmio JIEKapCTBEHHBIX MTPENapaToB, HE 3apETUCTPUPOBAHHBIX B Poccuiickoit @enepannu.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBeHHBIE mMpemaparbl, MpeIHa3HAYCHHbIE ISl TYMaHWTAapHOW MOMOIIM (CONEWUCTBUS) WU
MOMOIIM MPU YPE3BBIYANHBIX CUTyalUsX, BBO3sATCA B Poccuiickyto denepanuio B Mopsiake, yCTaAHOBICHHOM
[IpaBurensctBoM  Poccuiickoit  ®denepanuu.  3ampemaercss BBo3 B Poccuiickyio  ®Deneparuio
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENaparoB, MpeAHA3HAYEHHBIX J[UIsi TyMaHUTApHOW IOMOIIH
(comericTBHS) I TTIOMOIIN TIPU YPE3BBIYANHBIX CUTYAIIHUSX.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 51. CoTpyaHu4yecTBO ¢peaepanbHOro opraHa WCNONHUTENbLHOW BIacTw,
YNOJIHOMOYEHHOro B O6GNacTM TaMOXEHHOro Jena, UM  APYrMX  YNONMHOMOYEHHbIX
cenepanbHbIX OpraHoB UCMONHUTENBHOW BRacTu

1. YmoimsoModeHHEIS (benepaanLIe OpraHbl HCITOJIHUTEILHOM BJIACTH MPEaAOCTABIAIOT B PACIIOPSKECHUC
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(denepanbHOrO OpraHa HCHOJHMUTENBHOM BIACTH, YHOJIHOMOYEHHOTO B OOJAacCTH TaMOXEHHOTO [ena,
TOCYJIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, a TAKKe MH(POPMAIMIO O BBIIAHHBIX Pa3pelICHUSX Ha
BBO3 KOHKPETHOM NapTUU JIEKApCTBEHHBIX CPEACTB B CIIy4asX, YCTAHOBJIEHHBIX 4acTbl0 3 cTarbu 47
HacTosAmero PeneparbHOTO 3aKOHa.

2. MdenepanbHBId OpraH HCIOJIHUTEIBHOW BIIACTH, YMOJHOMOYEHHBIH B OOJACTH TaMOXEHHOIO Jela,
UHPOpPMHUPYET YyKa3aHHble B 4YacTH | HacToslled CTaTbU YIOJIHOMOYEHHbIE (heaepanbHble OpraHbl
UCIIOJHUTENIBHOM BJIACTU O BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro ®Penepanuio U BBIBO3E
JeKapCTBeHHbIX cpeacTB u3 Poccuiickoit @enepanuu no ¢opme U B MOPSAIKE, KOTOPHIE YCTAHOBIICHBI
IIpaBurensctBoM Poccuiickoit denepanumu.

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

Mnaea 10. PAPMALEBTUYECKAA OEATENBbHOCTb
Cratba 52. OcyuwecTBneHue ¢papmMmaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTUyecKkass JEATEIBHOCTh OCYIIECTBISETCS  OpPraHU3alUsIMA  ONTOBOW  TOPTOBJIH
JIEKapCTBEHHBIMU CPEACTBAMH, aNTEYHBIMH OPTAHHU3AIMSIMH, BETCPUHAPHBIMU ANTEYHBIMH OPTAHHU3AIUSIMH,
UHAMBUIYAIbHBIMU TPEINPUHUMATEISIMU, UMEIOMIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYIO J1eATeIbHOCTb,
MEAMIIMHCKUMH OpraHU3allMsIMU, HMEIOIIMMU JIMIICH3UI0 Ha (apMaleBTUYECKYIO NeATeIbHOCTh, M HUX
000COOJICHHBIMH  TIOJpa3ieTIeHUsIMI  (aMOynaTopusiMu, (EIbAMIEPCKUME M (ENbIIIePCKO-aKyIIEPCKUMHU
MyHKTaMH, IEHTpaMu (OTACJCHHUSIMH) OOIIe BpaueOHOW (CeMEHHOW) MPaKTHUKH), PACHOJOKEHHBIMH B
CEIbCKUX HACEJICHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aNTE€UHbIE OpPraHU3AlMH, W BETEPUHAPHBIMU
OpraHU3AMMSIMHU, UMEIOIIMMHU JTUIIEH3HUIO Ha (hapMaIleBTUUECKYIO IeITEIbHOCTb.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2. dusnyeckre JHIa MOTYT OCYIIECTBISATH (hapMalleBTHUECKYIO NESTENbHOCTh MPU HAIMYUU BBICIIETO
WIH cpeaHero ¢apManeBTUYECKOr0 O0pa3oBaHUS M CepTH(UKATA CICIHAIUCTA, BBICHIETO WU CPEIHETO
BETEPUHAPHOTO 00pa30BaHUs M CepTH(HKATA CICIUAINCTA, 4 TAK)KE BBICIIETO WU CPEIHETO METUITTHCKOTO
oOpa3oBaHMs, cepTUPUKATA CIEIUAINCTA U JOIOJTHUTEIHFHOTO MPOPECCHOHATBHOTO O0pa30BaHUS B YaCTH
PO3HUYHON TOPTOBIW JICKAPCTBEHHBIMHM TMperapaTaMd TpH YCJIOBHH HX paboTel B  000COOJIEHHBIX
MOIpa3/IeNICHUSAX MEAUIIMHCKUX OpraHu3aIiii, yKa3aHHbIX B 4acTh | HACTOAIIEH CTaThH.
(dacts 2 B pen. @enepanbHoro 3akoHa oT 27.07.2010 N 192-D3)

Koncynprantllntoc: mpumeuanue.

Cr. 52.1 Bcrynaer B cuiy ¢ 29.11.2019. JlekapcTBeHHbIE mpenapaThl Jjisi MEAUIIMHCKOTO NPUMEHEHUS,
BBEJICHHbIE B TIpaxaaHCKkui oOopor 1o 29.11.2019, nomnexaT XpaHEHHIO, NEPEBO3KE, OTIYCKY,
peanu3anuu, nepeaayde, IPUMEHEHHUI0 10 UcTeueHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEHHbIX MnpenapaTtoB Ans
MeOULMUHCKOro NpUMeHeHus
(BBeneHna denepanbHbM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B TpakIaHCKUN OOOPOT KaXKIOW CEPUU WM KaKJIOW MapTHH MPOU3BEICHHOTO B
Poccuiickoit deneparnuu JTeKapCTBEHHOTO Tpemnapara Il MEIUIIMHCKOTO NMPUMEHEHHMsI, 3a HCKIIOUYCHHUEM
MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MpernapaToB, MPOU3BOJUTENh TAaKOTO JIGKAPCTBEHHOTO Mpernapara
MPECTaBISAET B (efiepasbHbI OpraH UCIIOJHUTENIFHON BJIACTH, OCYIIECTBISIIOIUI (DYHKIIMU 110 KOHTPOIIIO U
HAJI30py B cdepe  3IpaBOOXpaHEHUs, JIOKYMEHT TPOU3BOJMUTENS  JICKAPCTBEHHOTO  CpEJCTBA,
TOATBEPKIAIOIIMIA Ka4yeCTBO JIEKAPCTBEHHOTO Tperapara, W MOATBEPIKIACHHE YIMOJTHOMOUYEHHOTO JIKIA

www.consultant.ru Crpanmua 94 n3 119
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 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
06 obpalleHn nekapCTBeHHbIX CPeaCTB

IMPOU3BOAUTECIIA JICKAPCTBCHHBIX CPEACTB COOTBETCTBUA JICKAPCTBECHHOT'O IIpEliapaTa Tpe6OBaHI/I$IM,
YCTAHOBJICHHBIM IIpU €TI0 rocy,uapCTBeHHoﬁ perucTpanuvu.

2. [lepen BBOAOM B IpaKAAHCKUN 00OPOT KaXKJOW CEpUH WM KaXKAO0H mapTuu BBO3UMoro B Poccuiickyro
@enepanyio  JIEKAPCTBEHHOIO  IIpemapara JUid  MEJUUMHCKOIO  IPUMEHEHHWs, 32  HCKIYEHUEM
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, OpraHu3alus, OCYLIECTBIIAIONIAs BBO3 JIEKaPCTBEHHOTO
npenapata B Poccuiickyio @enepauuio, npeactaBiseT B ¢eaepanbHbli OpraH HCIOJIHUTEIbLHOW BIIACTH,
OCYHIECTBISIOMMN (QYHKIMM TIO KOHTPOJIIO U Haa3opy B cdepe 3apaBOOXpaHeHUs, CepTHPUKAT
MIPOU3BOJUTEINS JIEKAPCTBEHHOIO CPEJCTBA, YAOCTOBEPSIOIIUN COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOI'O
npemapata TpeOoBaHUSM (apMaKONEHHOW CTaThbH, a B Cllydae OTCYTCTBHS (DapMaKONECHHON CTaThu
TpeOOBaHUSAM  HOPMATHUBHOW  JOKYMEHTalluM, M  TMOATBEPXKIACHHE  IPEACTABUTENs]  OpPraHU3alluu,
OCYIIECTBISAIONIEH BBO3 JieKapcTBEHHOro mpemnapata B Poccuiickyro denepanuto ¥ ynoOJTHOMOYEHHOMN
WHOCTPAHHBIM IPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUS BBO3UMOIO JIEKAPCTBEHHOTO
npernapara TpeOOBaHUSM, YCTAaHOBIEHHBIM MIPH €r0 TOCYAapCTBEHHON PETUCTPAIIUH.

3. Ilopanok mpencTaBieHHs B COOTBETCTBMM C 4acTsAMU | M 2 HAcTOALIEM CTaTbu JOKYMEHTOB M
CBEJICHMII O JIGKAPCTBEHHBIX IIpenapaTax, BBOJUMBIX B TPaXJAHCKUH OOOPOT, YCTaHABIMBAETCS
[IpaBurensctBOM Poccuiickoit deneparnun.

4. B OTHOmEHWM TMEpPBBIX TPEX CEPUM WM MapTUH JIEKAPCTBEHHOIO IIpenapara, BIIEPBbIE
npousBegeHHOro B Poccuiickoir ®Denepanuu Wi BIepBble BBO3UMOro B Poccuiickyro @enepanuio, B
(denepanbHBIN OpraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIONINI (QYHKIIMH 110 KOHTPOIIO U HaA30py B chepe
31paBOOXPAHEHUS, JIONOJHUTEIBbHO MPEACTABISIETCS MPOTOKOJ HUCHBITAHUI O COOTBETCTBHM CEPUM WIH
MapTUU  JICKapCTBEHHOTO TMpemapara Uil  MEAUIMHCKOrO IMPUMEHEHUs IOKa3aTelsiM  KauecTBa,
MPEAYCMOTPEHHBIM HOPMAaTUBHOM JIOKYMEHTalueW (majgee - TMPOTOKOJ HCMBITAaHWUK), TPOBOJUMBIX
AKKpPEIUTOBAHHBIMA B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM Poccmiickoit denmeparuu 00 akKpeauTalud B
HAIlMOHAIPHOM CHCTEME aKKpeAuTaluu (peaepaabHbIMU TOCYIapPCTBEHHBIMU OIO/DKETHBIMU YUPEKIACHUSIMU,
MOJIBEJOMCTBEHHBIMH (pe/iepallbHOMY OpraHy HCHOJHUTENBHOW BIACTH, OCYLIECTBISIOMIEMY (QYHKIMH IO
BBIPA0OTKE U pealln3allii TOCyAapCTBEHHON MOIUTUKA W HOPMATHUBHO-IIPABOBOMY pPEryIUpPOBaHUIO B chepe
3IpaBOOXpaHEHUs, U (eAepaTbHOMY OpPTraHy HUCHOJHUTEIHLHOW BJIACTH, OCYIICCTBISIONIEMY (YHKIMH II0
KOHTPOJIO W Han3opy B cdepe 3apaBooxpaHeHus. [lopsmok BbAauM  yKa3aHHBIMHU  (efepaabHBIMU
TOCYJaPCTBEHHBIMH OIO/PKETHBIMU YUPEKIACHUSIMU JTAHHOTO MPOTOKOJA M pa3Mep IUIaThl 3a €ro BhIIAYY
ycranaBinuBarotcs [IpaBurensctBom Poccuiickoit denepaiu.

5. ExerogHo He mo3nHee 1 ¢eBpans MpoOM3BOAMTENH JIEKAPCTBEHHBIX CPEICTB MJIM OpraHU3alyH,
OCYILECTBISIOIIME BBO3 JICKAPCTBEHHBIX IpernaparoB B Pocculickyro ®@enepanuio, MNpeACTaBIAIOT B
(benepanbHBIi OpraH UCIOTHUTEIBHOMN BIACTH, OCYIIECTBISIONIMNA (YHKIIMK IO KOHTPOJIIO M HAA30PY B cdepe
3ApaBOOXPAaHCHUA, IIPOTOKOJI HUCIIBLITAaHUH MNOCTYNMBIICIO B TCEUYCHHUE Troada B I‘pa)K[[aHCKI/Iﬁ O60pOT
JEKapCTBEHHOI0 Ipernapara KOHKPETHOIO MpPOU3BOAUTENs (Ha OJHY CEpPHI0 KaXIOro TOProBOro
HalMEHOBAHUS C YYETOM JIEKAPCTBEHHOW (OpPMBI U JIO3MPOBKH), IMPOBOAUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickoil denepanun 00 akKpeaUTallMM B HALMOHAIBHOM cucTeMe
aKKpeIUTalluY UCTIBITATeIbHBIMHU JIa00paToOpusiMH (LIECHTPaMH).

6. [IpousBoauTENN JIEKAPCTBEHHBIX CPEJACTB WIIM OPraHU3allMK, OCYLIECTBIISIONINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Pocculickyto denepaiuto, He MEHEE YEM 3a OJUH IO 10 TUIaHUPYEMBIX TPUOCTAHOBIICHHS UIIU
MpEKpalIeHusl MPOU3BOJACTBA JIEKAPCTBEHHBIX IIpenapaToB WM KX BBo3a B Poccuiickyro ®enepanuro
YBEIOMJISIIOT 00 3TOM (efepasibHblii OpraH HUCIOJHUTENIBHOW BJIACTH, OCYHIECTBIIOIIMN (YHKLUU II0
KOHTPOJIO M Haa30py B cdepe 3apaBooXpaHeHUs U (¢enepalabHbIi OpraH HCIOJHUTENBHONW BIACTH,
OCYILECTBIISIOUINN (DYHKIIMU 1O JIMLEH3UPOBAHHIO TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.
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7. BBoa B TpakJaHCKUH OOOPOT KaXAOH cepuu WM KaXI0M NHapTHM HMMYHOOHOJIOIMYECKOIro
JIEKapCTBEHHOI'O IIpernapara, npousBeleHHOro B Poccuiickor Penepanyy WiIM BBO3UMOro B Poccuiickyro
Qenepanio, OCYLIECTBISETCS HAa OCHOBAaHMM pAa3pellieHHs, BbIIAHHOTO (eJepalbHBIM — OpraHoOM
WCTIOJTHUTEIBHOU BJIACTH, OCYIIECTBIISIONMM (DYHKIIMH TI0 KOHTPOJIIO ¥ HaA30py B chepe 3apaBoOXpaHeHHS,
Ha OCHOBaHUU BBIIAaHHOTO (pe/IepaIbHBIMU T'OCYJaPCTBEHHBIMH OIOJKETHBIMU YUPEKICHUSIMH, YKa3aHHBIMU B
yacTu 4 HACTOALIEH CTaThH, 3aKIIOYEHHMsS O COOTBETCTBUM CEpUH WM NapTUM HUMMYHOOHOJIOIMYECKOIO
JIEKapCTBEHHOI0 Mpernapata TpeOOBaHUSM, YCTAaHOBJIEHHBIM IPH €ro ToCyJapCTBEHHOM pEeTUCTpalMy.
[opsimok BeIJauM pa3pelieHrs Ha BBOJ B IPa)XIaHCKUII 000pOT Cepuy WK MapTHH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIperapara, a TaKXKe IMOPSAOK BbIAAYM YKA3aHHOI'O 3aKJIIOYEHMS M pasMep IUIAThl 3a €ro
BbIZIa4y ycTaHaBnuBaroTces [IpaButensctBom Poccniickoint denepanun.

8. 3a HempencTaBleHWE WM HECBOCBPEMEHHOE TMPEJCTaBICHUE JOKYMEHTOB W  CBEJICHH,
IpeIyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosulel cTaThby, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3alliK, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX mpemnapatoB B Poccuiickyto @Denpepanuio, HecyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit deaepannu.

9. IlpeacraBineHue JOKYMEHTOB M CBEACHUI, IPEAYCMOTPEHHBIX YacTAMHU 1, 2 u 4 HacToOsIIEN CTaTbu, U
MIOJIy4€HHE TPETyCMOTPEHHOTO YacThIO 7 HACTOSILEH CTaTbU pa3pelleHusl Ha BBOJ MMMYHOOMOJIOIHYECKOTO
JIEKapCTBEHHOI'0 IIpernapaTa B TpPaXJAaHCKUM 000poT He TpeOyloTcs B OTHOLIEHUH JIEKapCTBEHHBIX
IIPENapaToB, IPEIHA3HAYEHHBIX JJIS IPOBEACHUS KIMHUYECKUX HCCIICJOBAHUN JIEKAPCTBEHHBIX IPENapaTos,
IIPOBEJECHMS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB Ul OCYILECTBICHMsI TOCYJAapCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX IPENApaToB, & TaKXKE B OTHOLIEHUM HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparos,
MIpEeHA3HAYEHHBIX JUIsI OKAa3aHUs MEIMLMHCKON IIOMOILIM [0 >KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO
MallMeHTa, BBO3UMBIX B Poccuiickyro denepanuio B COOTBETCTBHM C 4acTbl0 3 cTarbu 47 HACTOAILETO
denepanbHOro 3aK0Ha.

10. Ilpu BBIABIEHMHM B TIPaXKJAHCKOM O0OpOTE CEpUM WM NapTHH JIEKAPCTBEHHOro Ipernaparta,
JOKYMEHTbl U CBEACHMS O KOTODPBIX, IPEIyCMOTpPEHHblE yacTsaMu 1, 2 u 4 HacrosAmeW cTaTbu, HE
MpECTaBICHBI B (heiepabHbI OpTraH UCTIOIHUTEIFHON BIACTH, OCYIIECTBISIOMNN (DYHKIIMU 1O KOHTPOJIIO U
HaI30py B cdepe 3apaBOOXpaHEHUs, JUOO CEpUU WIHM MAPTUU HMMYHOOMOJOIMYECKOTO JIEKAPCTBEHHOI'O
mpernapara, He WMEIOMIMX pa3pelieHusi Ha BBOJ B TPAXIAHCKUKA 00OpOT, MPEIYyCMOTPEHHOTO YacThio 7
HAcCTOsIIEH cTaThbd, (QeaepanbHbIi OpraH MCHOJHUTENbHOM BIACTH, OCYLIECTBISIOMNNA (YHKIUU 110
KOHTPOJIIO U HaJ30py B cepe 3apaBoOXpaHEHUs, B OpsAKe, ycTaHOBIeHHOM [IpaBuTensctBoM Poccuiickoit
@denepanuy, NPUHUMACT PEIIEHUE O MPEKPALIeHUH TIPakJaHCKOro 000poTa TAaKUX CEpUHM MM HapTHH 10
MPEJCTAaBICHNUS YKa3aHHBIX JOKYMEHTOB U CBEICHUI MO0 MOJTyueHHs YKa3aHHOTO pa3peIieHusl.

Cratba 53. lpogaxa, nepegaya nNeKapCTBEHHbIX CPeAcTB OpraHusauusiMm OnToBOM
TOProBNM fieKapCTBEHHbIMU CpeaAcTBaMu

1. Opranusanuu ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMM CPEICTBAMH MOTYT OCYILECTBIATH HPOLAXKY
JIEKapCTBEHHBIX CPEACTB UM NIepefaBaTh UX B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit @enepannu
HOPSIIKE:

1) apyrum opraHu3anusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOIUTEIISIM JIEKaPCTBEHHBIX CPEJICTB AJIS eJIel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) AIITCYHBIM OpraHu3anusaM U BETCPUHAPHBIM alITCYHBIM OPraHU3alusaM,
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4) HAay4YHO-HCCICAOBATCIILCKUM OpraHu3aluiaIM IJIs HaquO—HCCHeHOBaTCHBCKOﬁ pa6OTH;

5) HHAWBUAYAJIbHBIM MIPCANIPUHUMATCIIAM, UMCIOIIIUM JIMIICH3UIO Ha (bapMaueBaneCKon JACATCIIBHOCTD
WJIN JIMIOCH3WIO HAa MCOAUIUHCKYIO JCATCIbHOCTD,

6) MEAMLIMHCKUM OpraHU3alusM, BETEPUHAPHBIM OpPraHU3alMsIM;
7) opraHuzainusiM, OCyLIECTBIISIOIINUM pa3BeeHNE, BbIpAlIUBAaHUE U CO/IEP)KAHNUE KUBOTHBIX.

2. OpraHuzanuy ONTOBOW TOPTOBJIH JIGKAPCTBEHHBIMU CPEICTBAMH OO0S3aHBl XPAaHUTh 3aKYIUICHHYIO
(apMaIeBTHYECKYIO0 CyOCTaHIIUIO CITUPTA TUIIOBOTO (3TAHOJIA), OCYIIECTBIISATh €€ PEATU3aIMI0 WU Tepeiavy
B YCTAQHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit demepanuu TOpSIKe OpraHU3alUsSM, YKa3aHHBIM B
nyHkTax | - 7 gactu | Hacrosimel ctarbu, B Tape 00beMoM He Oosee 1 nmuTpa.

(uacts 2 BBeneHa denepanbHbiM 3aKk0HOM 0T 29.07.2017 N 278-D3)

CraTtbsa 54. NpaBnna onToBOW TOProBfiN JIeKapCTBEHHbIMU CpeacTBaMU

OnToBast TOProBiIst IEKAPCTBEHHBIMU CPEICTBAMHU OCYIIECTBIISCTCS MPOU3BOIUTENSMU JIEKAPCTBEHHBIX
CPEIICTB M OpPraHM3AIMsIMH ONTOBON TOPTOBIIM JIGKAPCTBEHHBIMU CPEICTBAMH IO IMpaBWJIaM HaJJIeKalei
TUCTPUOBIOTOPCKON TPAKTHKU W TIPABHJIAM HaJJIeXKAIIeld MPAKTUKUA XPaHEHUS W TEPEBO3KHU JICKApCTBEHHBIX
MpernapaToB, YTBEPKIACHHBIM  COOTBETCTBYIOIIMMH  YIOJHOMOYCHHBIMH  (peICpaIbHBIMH  OpTaHaMU
HCIIOJIHUTENILHOM BIIACTH.

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

Cratba 55. MopsafaoK pO3HMYHOM TOProBIM NeKapCTBEHHbIMU NpenaparaMmm

1. Po3HmuHas TOProBisl JIGKAPCTBEHHBIMH TperapaTaMH B KOJHYECTBAX, HEOOXOIMMBIX IS
BBINOJIHEHUsT BpadyeOHbIX ((enbalIepckux) Ha3HAuUeHUM MM Ha3HAYEHMH CHEelMaIucTOB B 001acTu
BETEpUHAPUH, OCYLIECTBISETCA alTeYHbIMM OpPraHU3alMsIMU, BETEpUHAPHBIMU aNTEYHBIMU OpraHU3alUsIMH,
WH/IMBUYaIbHBIMU TPEANPUHUMATEISIMHE, UMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTUUECKYIO AESTelIbHOCTbD,
MEIMLIMHCKUMH OPTraHU3alUsAMH, UMEIOIIMMHU JIMIICH3UI0 Ha (PapMaleBTUYECKYIO NAeATeNIbHOCTh, U HX
000COOJICHHBIMH TIOJIPA3/IEICHUsIMI  (aMOymaTopusiMu, (enbIIIepCKUMH U (HeNTbIIIePCKO-aKyIIePCKUMHU
MyHKTaMH, LeHTpaMu (OTAeJIeHHUsIMH) oO0miei BpaueOHON (ceMeHHOM) MNpaKTHKH), PacHOJOKEHHBIMU B
CEJIbCKUX HACEJICHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€4YHblE OpPraHU3allUU, U BETEPUHAPHBIMU
OpraHu3alMsIMM, HMEIOIIMMHU JIMLIEH3UI0 Ha (papMaleBTUUECKyl0 JAeATelNbHOCTh. PaspemieHa po3HUUYHAs
TOPTOBJISL TOJIKO JIGKAPCTBEHHBIMHU IperapaTaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit ®@enepanuu wim
W3TOTOBJICHHBIMH  alTEUYHBIMH  OPTaHU3alMsIMH,  BETCPUHAPHBIMH  alTEUYHBIMH  OPTaHU3AIMSIMH,
WH/IMBUIYATBHBIMHA TIPENNPUHAMATEISIMHA, WMEIONIMMHU JIMIEH3WI0 Ha (DapMaleBTHYECKYIO AEATEIbHOCTb.
Po3HnuHas TOProBIIs JIGKAPCTBEHHBIMU TIPETIapaTaMu OCYIIECTBISIETCS 110 MTPaBHIaM HaIe)Kalled anTeqyHon
IPAaKTUKHU, YTBEPXKIECHHBIM YIIOJHOMOUYEHHBIM (peiepanbHbIM OPraHOM HCIOIHUTEIBHOM BIacTH.

(B pen. ®eaepanbHbIx 3aKOHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Bujpl anTeyHbIX OpraHu3alfil ¥ MpaBuiIa OTIyCKa JICKAPCTBEHHBIX MPENapaToB JUIs MEAMLIUHCKOTO
MPUMEHEHHS alTeYHbIMHA OpPTraHU3AMsIMU, HHAUBUIYATbHBIMH TPEANPHHUMATEIIIMH, UMEIOIIUMH JIULEH3UIO
Ha (hapManeBTUUECKYIO JESTEIbHOCTh, a TAKXKe IMpaBHJa OTIyCKa JIEKAPCTBEHHBIX MPENapaToB IJis
MEJIHUIIMHCKOTO MPUMEHEHHS MEAUIIMHCKUMH OPTaHU3aINsIMHU, HMEIONIMMH JIMIIEH3UI0 Ha (papMareBTHIEeCKYIO
JEATeNIbHOCTh, W WX O000COOJCHHBIMH TOApa3ieleHHsIMU  (aMOymaTtopusMu, (QeIbIImEepCKUMH |
(benpamepcKko-akymepckuMu  MyHKTaMH, IeHTpaMu  (OTAeNneHusiMu) oOmiel BpaueOHON (ceMeiHOi)
MPAKTUKH), PACHOJOXKEHHBIMU B CEIbCKUX HACEIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTEUHBIE
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OpraHu3aliK, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTEIbHOMN BIACTH.
(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3apPETHCTPUPOBAHHBIX B
Ka4CCTBC JICKAPCTBCHHBLIX IMPEMapaToB, JCKAPCTBCHHBIX IMPEIApaToB, COACPKAIUX HAPKOTUYCCKHUEC CPEACTBA
U TCUXOTPOIMHBIE BCUICCTBA, YTBCPKAAOTCA YIIOJTHOMOYCHHBIM Cbellepa.]'H)HI)IM OopraHom HACIIOTHUTETbHON
BJIACTH TI0 COTJIACOBAHMIO C (hefepajbHBIM OPraHOM HCIIOJHHUTENIFHON BIIACTH, YIIOJHOMOYEHHBIM B cdepe
BHYTPEHHHUX 7.

(B pen. ®enepanbroro 3akoHa ot 03.07.2016 N 305-03)

4. JlexkapCTBEHHBbIE IIpenapaThl A BETEPUHAPHOIO MPHUMEHEHUS MOJJIEkKAT OTIYCKY BETEpUHAPHBIMU
anTEeYHbIMM OPTraHW3alMsAMM, BETEPUHAPHBIMU OPraHHU3alUsMH, WHIWBHUIYaJIbHBIMHU MPEIIPUHUMATEIAMU,
MMEIOLUMHU JIMLEH3UIO Ha (papMalieBTUUECKYIO JIeATeNbHOCTh. [IpaBria oTmycka JIeKapCTBEHHBIX MPEnapaToB
JUIs ~ BETEPUHAPHOTO  NPUMEHEHUS  YTBEPXKAAIOTCS  YIOJIHOMOYEHHbIM  (eAepalibHbIM  OpPraHoM
VICIIOJIHUTEJILHOM BIIACTH.

5. IlepeyeHb METUITMHCKUX OpPTaHHU3AINI, UMEIONINX JIMIIEH3UIO Ha (apMalleBTUYECKYIO JIeATEIbHOCTD,
1 BX 000COOJICHHBIX MOApa3encHuii (amOynaTopuit, penpamepcKkux U QelbIIepcKo-aKymepCKuX MyHKTOB,
LIEHTPOB (oTHeneHui) oliel BpaueOHOM (CeMEMHOM) MPAKTUKK), PACTIONOKEHHBIX B CEITbCKUX HACEIEHHBIX
MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTCUHBIC OpPraHU3allid, a TAKXKE IMEePEUYCHb JICKAPCTBCHHBIX MPENapaToB
(32 UCKJIIOYEHUEM HAPKOTHYECKHX JICKAPCTBEHHBIX IIPENapaToB M ICHXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaToB), MPOJaka KOTOPHIX MOXKET OCYIIECTBIIATHCS YKa3aHHBIMU OpPraHU3aIMIMU U UX 000CO0JICHHBIMU
MOJIPA3JCICHUsMY, YCTaHABJIMBAIOTCS OpraHaMH WCIIOJHUTENBHONH BIACTH CyObeKToB Poccuiickoit
®denepauuu.
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

6. AnTteuHnle opranu3anvii, HWHAWUBUAYAJIBHBIC TPCANPUHHUMATEIIN, HWMCIOINNWEC JIMOCH3UWIO Ha
(bapManeBTHYECKYIO AEATEIBHOCTh, 00s3aHBI oOecreynBaTh yTBep)kKAeHHBIN IlpaBurenscTtBoM Poccuiickoii
®enepaunu U HOPMHPYEMBI B YCTAHOBIEHHOM UM TOPSIKE MHHUMAIBHBI aCCOPTHMEHT JIEKapCTBEHHBIX
MpernaparoB, HEOOXOAUMBIX JUIS OKa3aHHUsI MEAUIIMHCKOM MOMOILH.

(dactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpraHu3allid, WHAWNBUAYyAIbHBIC TPEINPUHAMATEIN, WMCIOIIHE JIUIEH3UI0 Ha
(hapMareBTHUECKYIO JIeATCIIEHOCTD, HAPSAAY C JICKAPCTBCHHBIMU TperapaTaMi MMEIOT MPaBoO MPHOOpeTaTh U
NpOJIaBaTh MEIUIMHCKHUE HM3JIENHs, NC3UH(PHUIMPYIONINE CPEICTBA, MPEIMETh U CPEICTBA JTUYHOW TUTHUEHBI,
NOCyly JUISl MEIUIIMHCKUX IIeJIeH, MPeIMEThl M CPEICTBa, NMpeIHa3HAuCHHbBIC JJIS yXoJa 3a OOJIbHBIMH,
HOBOPOXKJCHHBIMU U JIETbMHU, HE JTOCTHUTIIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yXO/a 3a HEH,
MUHEPAJIbHBIC BOBI, MPOAYKTHI JIEY€OHOTO, NETCKOTO M JUETHYECKOTO NMUTAHHS, OMOJOTUYECKH AKTHBHBIC
no0aBku, TapPrOMEpHBIE M KOCMETHYECKHE CpEACTBA, MEIAWIIMHCKHUE W CaHUTAPHO-NPOCBETHTEIHHBIC
TeYaTHbBIC M3/IaHUs, IPeTHA3HAYCHHBIC JIJIS TIPOTIaraHbl 3J0POBOTO 00pa3a KHU3HU.

(B pen. DeaepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. JlesTenbHOCTH anTeuHbIX opranu3anuii Boopyskennsix Cui Poccniickoit denepannu, Ipyrux BOWCK,
BOMHCKHUX (OPMHUPOBAaHUII M OpPraHoB, B KOTOPBIX 3aKOHOJATENbCTBOM Poccuiickoit ®Penepauuu
IPeAyCMOTPEHO MPOX0XKICHUE BOCHHOH CIIy>KObI 1 (e/lepalbHON FOCYAapCTBEHHOM CIIyKOBbl, CBI3aHHOM C
MIPAaBOOXPAHUTEIBHON  JCATENBHOCTBIO, pPErJIaMEHTHpYyeTCsl HacrosumMm  DenepalbHbIM — 3aKOHOM |
YTBEP’KACHHBIMU COOTBETCTBYIOIIMMH (efepalbHbIMU OpraHaMU HCIOJHUTEIBHON BIACTH MOJOKEHUSMHU.
Kontpons 3a coOmtopeHHMEM yKa3aHHBIMH — alTE€YHbIMM  OpPraHU3ALUSAMM  IOJIO)KEHHH  HACTOSILEro
@denepanbHOTO 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (ellepaibHbIMM OpraHaMU MCIOJHUTEIbHON
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BJIACTH.
(B pen. denepanbroro 3akoHa ot 13.07.2015 N 262-03)

CraTtbsa 56. U3aroToBneHue n OTNYCK JfieKapCTBEHHbIX NpenapaToB

1. MHsrorosienue JICKApCTBCHHLIX IIPCIIApaTOB  allTCYHBIMHU  OpraHU3alUusIMH, BCTCPHUHAPHBIMU
AIllTCUHBIMU  OpraHU3alWsAMH, HWHAWBUAYAJIBHBIMHA MNPCAIPUHUMATCIIAMA, HWMCIOIIWMMU JIMOCH3WIKO Ha
(I)apMaLIeBTI/I‘{eCKYIO ACATCIIBHOCTb, OCYHICCTBIIACTCA II0 PCHCITAM Ha JICKAPCTBCHHBIC IIPCriaparhbl, II0
Tp€60BaHI/ISIM MCIHUIMHCKHUX OpFaHI/I3aI_[I/II>'I, BCTCPHUHAPHBIX opraHmaunﬁ B COOTBCTCTBHUU C IIpaBUIIaMU
H3TOTOBJICHUA W OTIIYCKa JICKAPCTBCHHLIX IMPEMapaToB, YTBCPKACHHBIMU YIIOJTHOMOYCHHBIM q)ellepaHLHI)IM
OopraHomMm HCIIOJIHUTEIHLHOHN BIACTH.

2. HpI/I HU3TOTOBJICHUHM JICKAPCTBCHHBIX IIPCIIapaTOB alTCYHBIMU OpraHu3aludsaMH, BETCPHUHAPHBIMU
AllTCUHBIMU  OpTraHU3alUsAMU, HWHAWBUAYAJIbHBIMHA MNPCAIPUHUMATCIIAMH, HWMCIOIIWMMU JIMOCH3UWIO Ha
(I)apMaI_IeBTI/I‘-IeCKYIO ACATCIIBHOCTD, HCIOJIB3YHOTCA (I)apMaLIeBTI/I‘-IeCKI/Ie Cy'6CTaHI_II/II/I, BKIIIOYCHHBIC
COOTBCTCTBCHHO B I‘OCyI[apCTBeHHBIf/i peeCcTp JCKAPCTBCHHBIX CPCACTB IAJId MCIAUIMHCKOI'O IPHUMCHCHUSA U
FOCYHapCTBCHHBIﬁ peecTp JCKAPCTBCHHLIX CPCACTB AJId BCTCPHUHAPHOIO HNPHUMCHCHUSA B YCTAHOBJICHHOM
TIOoOpAJIKE. He JOIMYCKACTCA HW3rOTOBJICHHUC AaIlITCUHBIMU OpraHu3alusaIMH, BCTCPUHAPHBIMU AINTCUHBIMU
opraHu3alvsiMy, WHAWBUAYAJIbHBIMH IPECANIPHUHUMATEIIAMU, UMCIOIIUMHA JIMOCH3UIO Ha (bapMaL[eBTI/ILIeCK}’IO
ACATCIIbHOCTD, JICKAPCTBCHHBIX MPCIIAPATOB, 3aPCTUCTPUPOBAHHBIX B Poccuiickoit q)enepaum/l.

3. MapkupoBKa JIEKAPCTBEHHBIX MpPENapaToB, M3TOTOBIECHHBIX AaNTEYHBIMH  OPTaHU3AIMSIMH,
BETEPUHAPHBIMU allTEYHBIMU OpPraHM3ALUsIMH, HWHIWBUIYAJIbHBIMU IPEANPUHUMATENISAMH, HMEIOLUMU
JHIEH3WI0 Ha (apMaleBTUYECKYl0 JESTelNbHOCTh, W O(OPMIIGHHE TaKMX TpEenapaToB JIOJDKHBI
COOTBETCTBOBATH MPaBUJIaM, YKa3aHHBIM B YacTH | HACTOSIIEN CTaThH.

4. AnteuHble  OpraHu3allM{, BETEPUHApPHbIC  aNTEYHble  OpPraHU3alluM, WHAMBHUIYaJbHbIE
npeANpUHUMATENN, UMEIOLUe JTUIEH3HI0 Ha (DapMalleBTUUECKYIO JEATeIbHOCTh, HECYT OTBETCTBEHHOCTh 3a
HECOOJIIOJICHUE TpaBWJI M3TOTOBJICHUS M OTIyCKa JIGKAPCTBEHHBIX IIPENapaToB B COOTBETCTBUH C
3aKoHoarenbcTBOM Pocculickon denepanuu.

Cratba 57. 3anpelieHne npogaxu ¢anbcupuuMpoBaHHbLIX JIeKapCTBEHHbLIX CPEeAcTB,
He[0bOpOoKavyeCTBEHHbIX JIeKapPCTBEHHbIX CPeACTB, KOHTPa(haKTHbIX NIeKapCTBEHHbIX CPeAcTB

[Tponaxa QanbcuPUIUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEI0OpPOKaYeCTBEHHBIX JICKAPCTBEHHBIX
CpeACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aMPEIIACTCH.

CraTtbAa 58. XpaHeHuMe nekapCTBEHHbIX CpeacTB

1. XpaHeHHe JIEKapCTBEHHBIX CPEJICTB OCYLIECTBIISICTCS MPOM3BOIAMTEISMH JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alMsIMM  ONTOBOM TOPrOBIM  JICKAPCTBEHHBIMM  CpPEICTBAMH, aNTeUYHbIMH OpraHU3alUsiIMH,
BCTCPUHAPHBIMU  aAlITCYHBIMKU  OpTraHHU3alysAMH, HWHAWBUAYAJIbHBIMU HNPCANPUHHUMATCIAMA, HWMCIOIIUMU
JUIOCH3UIK Ha Q)apMaHCBTI/I‘-ICCKy}O ACATCIIBHOCTD WM JIMIOCH3HWIO Ha MCEAUIUHCKYIO OCATCIBHOCTD,
MEAUITMHCKUMU OopraHu3anusMu, BCTCPUHAPHBIMU OopraHru3anusiMu u WHBIMH OopraHu3anusMu,
OCYILIECTBIISIIOIIMMHI  OOpallleHHe JIEKapCTBEHHBIX CPEICTB. XpaHEHHE JICKApPCTBEHHBIX CPEACTB JUIs
BETEPHHAPHOTO NMPUMEHEHUS] OPTaHM3aLUSIMH ¥ WHIUBHIYaTbHBIMU MPEANPHHUMATEISIMH B CIy4asxX, €CIIH
OHHU MCIIONB3YIOTCS UCKIIIOUUTEIBHO NMPH Pa3BeICHUH, BBIPAIIUBAHUU, COJIEPKAHUM M JICUYCHUU >KUBOTHBIX,
MOKET OCYIIECTBIISATLCS 0€3 MOTYUYSHUS JTMIIEH3UN Ha (papMalleBTUICCKYIO IeATEITHbHOCTD.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)
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2. HpaBI/IJ'Ia XpaHCHUS JICKAPCTBCHHLBIX CPEACTB YTBCPIKAAOTCA COOTBCTCTBYIOIIHNM YIIOJIHOMOYCHHBIM
(I)C,HepaJ'IBHLIM OopraHomM HCIIOJIHUTEILHOMN BIACTH.

3. XpaHeHHe HapKOTI/I‘-IeCKI/IX JIeKapCTBeHHBIX Cpe,HCTB, HCI/IXOTpOHHBIX JIeKapCTBeHHBIX CpeI[CTB,
paanoq)apMaueBanecxnx J'IeKapCTBeHHI)IX CpeI[CTB OCYHIGCTBJU[CTCﬂ B COOTBCTCTBUU C 3aKOHOIATCJIHLCTBOM
Poccuiickoit deneparumn.

Ctratba 58.1. [lpeaMeTHO-KONMUYECTBEHHbLIN Y4YeT JieKapCTBEHHbIX CpeacTB Ans
MeaANLUUHCKOro npuMmeHeHusA
(BBeneHa denepanbHbIM 3aK0OHOM OT 25.12.2012 N 262-D3)

1. Hep CUYCHb JICKAPCTBCHHBIX CpEaAcCTB JJIA MECIHUIIMHCKOT'O IPUMCHCHUA, IoAJIC)KaAIINX
MMPEAMETHO-KOJIUYCCTBCHHOMY yuery, YTBCPKAACTCA YIIOJIHOMOYCHHBIM Cpez[epaanbIM OpraHomM
HUCIIOJTHUTEILHOM BIIACTH.

2. Tlopsimox BKIIOYEHHUS JIEKAPCTBEHHBIX CPEACTB JJIS MEIUIMHCKOTO TPHUMEHEHHUS B TEpeyYcHb
JICKAPCTBEHHBIX CPEACTB JUIsI MEAWIIMHCKOTO TPHUMEHEHUS, IMOISKANUX MPEeIMETHO-KOIHYECTBEHHOMY
y4eTy, YCTaHABJIMBACTCS YIIOJIHOMOYEHHBIM (DelepaibHbIM OpPraHOM HWCIOJHUTEIBHON BJIACTH 110
COTJTACOBaHUIO ¢ (efiepaTbHBIM OPTaHOM UCTIOJHUTEILHOW BIIACTH, YIIOJHOMOYCHHBIM B c)epe BHYTPCHHUX
Iell.

(B pen. ®enepanpHoro 3akona ot 03.07.2016 N 305-03)

3. HpeﬂMeTHO-KOHHHGCTBQHHLIﬁ YUCT JICKAPCTBCHHLIX CPCACTB JJISI MCAUIHUHCKOI'O MMPUMCHCHHA BECAYT
MMPOU3BOAUTCIIN JICKAPCTBCHHLIX CPEACTB, OpraHu3alluu OIITOBOM TOPIroBJIXW JICKAPCTBCHHBIMHU CPCACTBAMU,
AIlITCUYHBIC OpraHu3alv, MHAUBUAYAJIbHBIC NMPCANIPUHUMATEIN, UMCIONIUC JIUIICH3UIO Ha q)apMaIIeBTI/ILIeCK}’IO
ACATCIIBHOCTh WM JIMOCH3WIKO Ha MCIUOUHCKYIO JCATCIBHOCTb, W MCIUIMHCKHUC OpraHu3anuu,
OCYHICCTBIIAOIINUEC 06pa1ueHHe JICKAPCTBCHHBIX CPEACTB A MCEIUIMHCKOrO IIPpUMMCHCHUS, IIYTEM
peructpanuu JIIOOBIX CBSI3aHHBIX C HX O6paH_[€HI/IeM onepaunﬁ, IpU KOTOPBIX U3MCHACTCA UX KOJIUYCCTBO U
(I/IJ'II/I) COCTOSIHHC, B CIICHUAJIBHBIX KYypHaJlaX ydcCTa onepaum‘/'l, CBsA3aHHBIX C O6paH_IeHI/ICM JICKApCTBCHHBIX
CpCACTB 1A MCAUIMHCKOI'O IPUMCHCHUA (ﬂanee - ClICHUAJIbHBIC )KypHaJIBI).

4. TlpaBwia perHCTpalMik OIEpalfii, CBSA3aHHBIX C OOpalleHWeM JIEKAPCTBEHHBIX CPEICTB IS
MEIMIIMHCKOTO TPUMEHEHUS, BKJIIOYEHHBIX B TIE€PEUYEHb JIEKAPCTBEHHBIX CPEICTB MJI1 MEIUIIMHCKOTO
IIPUMEHEHUS, NOMICKAIIUX PEAMETHO-KOJIMYECTBEHHOMY YYETy, B CIELMAJIbHBIX XXypHaJIaX W IIpaBuia
BEJICHUS] U XPaHEHHUs CIEUUaIbHBIX KYPHAJIOB YTBEP)KIAIOTCS YHNOTHOMOYEHHBIM (heepaabHbIM OpPraHOM
HCIIOJIHUTEIBHOMN BIACTH.

5. Koutpomp 3a coOdrofeHHeM TpaBUI PETUCTPAIMK OMNEpalii, CBSI3aHHBIX C OOpameHreM
JICKAPCTBCHHBIX CPCACTB JII MCAUIMHCKOI'O MPUMCHCHMS, BKIIFOUCHHLBIX B MIEPCUYCHDL JICKAPCTBCHHBIX CPCACTB
I MEOUIOUHCKOr0 IMPUMCHCHUA, MNOAJICKAINHUX MPEAMETHO-KOJIMYCCTBCHHOMY YUYCTY, B CICHHAIBHBIX
KypHaJax, a TakKe 3a COONIOIEHHEM IIPAaBUII BEACHUS U XPaHEHUs CIIEUAlIbHBIX KYPHAJIOB BO3JIaraeTcs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpPraHbl MCIOJHUTEIBHON BJIACTH M OpraHbl HCIOJHUTENIBHOW BIAcTH
cyobekToB Poccuiickoii ®enepaninu, OCYIIECTBISAIONIME JMIEH3UPOBAHHE MPOM3BOJCTBA JIEKAPCTBEHHBIX
CpCacTsB, Q)apMaueBaneCKoﬁ ACATCIIBHOCTH H MGHHHHHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBJIACTCA B paMKax
JUIEH3UOHHOTO KOHTPOJIS.

Mnasa 11. YHUMTOXEHUE JIEKAPCTBEHHbIX CPEACTB

CrtaTtba 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUS NIleKapCTBEHHbIX CPeACcTB
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1. HenoOpokauecTBeHHBIC JIEKApPCTBEHHBIE CPEACTBa, (pambCuUIIMPOBaHHBIC JIEKAPCTBEHHBIE CPEICTBA
MOAJNIKAT MIBATUIO M3 OOpalleHUS W YHUYTOXKEHUIO B TMOPSJIKEe, YCTaHOBJICHHOM [IpaBUTENHCTBOM
Poccwuiickoit ®@enepanuu. OCHOBaHHMEM JUISI YHUYTOXXCHHS JICKAPCTBEHHBIX CPEACTB SIBISICTCS PEIICHUE
BIIQJICIIBIIA JICKAPCTBEHHBIX CPEJICTB, PEIICHUE COOTBETCTBYIOMIETO YIIOJHOMOYCHHOTO (eIepaIbHOTO OpraHa
UCIIOJTHUTEIILHOM BJIACTH WJIM PELICHUE CYa.

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

2. KontpadakTHble JeKapCTBEHHBIE CPEJCTBA MOMISKAT UIBATHIO U3 OOpAIICHUS U YHUUYTOXKEHHUIO IO
pemenuio cynaa. llopsgok yHHUYTOXEHHS KOHTpa(akTHBIX JIEKAPCTBEHHBIX CPEACTB YCTaHABIUBACTCS
[IpaBurenscTBOM Poccuiickoit deneparun.

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

3. Pacxonm, CBs3aHHBIC C YHHUYTOXKCHUEM KOHTpa(l)aKTHBIX JICKAaPpCTBCHHLIX CpEacCTB,
He,[[06pOKa‘leCTBCHHBIX JICKApCTBCHHBIX  CPCACTB, (l)aJ'IBCI/I(I)I/IHI/IpOBaHHLIX JICKApCTBCHHBIX  CPCACTB,
BO3MCHIAOTCA UX BJIAACIIBIICM.

4. Bnasenen JeKapCTBEHHBIX CPEICTB JOJDKECH IMPEJICTaBUTh B YHOJIHOMOYECHHBIH (penepanbHblii opran
WCIIOJIHUTEJIBHOM BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOpPSIKE €ro KOIIHIO,
MOATBEpKAatoIue (PaKT YHUUTOKEHHS JIEKAPCTBEHHBIX CPE/ICTB.

5. COOTBETCTBYIOIIMKA YITOJTHOMOYCHHBIH (eepaabHblii OpraH MCIOJHUTEILHOW BIIACTH, MPUHSBIIAMA
pelieHne 00 YHUYTOXKEHUH JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBIISIET KOHTPOIIb 32 UX YHUYTOKCHHUEM.

6. YHUUYTOXXEHHE  JIEKAPCTBEHHBIX  CPEJACTB  NPOM3BOJIUTCS  OpPTraHU3ALMsIMH,  HMMEIOUIMMU
COOTBETCTBYIOIIYIO JIMIIEH3UIO, HAa CIELUAIbHO O0OPYNOBAHHBIX IUIONIA/KAX, HOJIUIOHAX M B CHELUAIBHO
00OpYJIOBaHHBIX TIOMEIIEHUSIX C COONIO/IEeHHEeM TpeOOBaHWH B 00JACTH OXpaHBl OKPY)KAIOLIEH cpenbl B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccniickoit denepanun.

7. HapkoTuueckue  JEKapCTBEHHbIE  CPEJICTBA, IICUXOTPOIIHBbIE  JIEKAPCTBEHHBIE  CPEJICTBA,
panuodapmaneBTHUECKUE JIEKAaPCTBEHHBIE CPEJICTBA YHUUYTOXKAIOTCA B COOTBETCTBHM C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.

nasa 12. TOCYAAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA JNNIEKAPCTBEHHbIE NPEMNAPATbI ANnA MEAULIMHCKOIo NPUMEHEHUA

Cratbsa 60. Focyp,apCTBeHHoe perynnpoBaHue LeH Ha JNieKapCTBeHHble npenapaTtbl Ans
MeaANLUUHCKOro npuMmeHeHusA

['ocynapcTBeHHOE peryinupoBaHKe 1IeH Ha JIEKAPCTBEHHBIE MPETapaThl JIsl MEIUIIMHCKOTO MPUMEHEHHS
OCYIIECTBIISIETCS IOCPEICTBOM:

1) yrBepxknaenusi I[IpaButensctBoM Poccuiickoit ®enepanuu nepedHsi >XKM3HEHHO HEOOXOIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX MpPENapaToB, KOTOPBIA CPOPMUPOBAH B YCTAHOBICHHOM UM TMOPSIIKE HA OCHOBE
KOMIUIEKCHOM OLIEHKH JICKapCTBEHHBIX TMpEnapaToB, BKIIOYas AaHAJIW3 CBEACHUHM O CpPaBHUTEIbHOU
KIMHUYECKOW J(PQPEKTUBHOCTH U OE30IaCHOCTH JIEKAPCTBEHHOTO CPEACTBA, OIECHKY 3KOHOMHYECKHX
MOCJIEICTBUI MPUMEHEHHS JIEKAPCTBEHHOTO CPEACTBA M M3YyYEHHE JOTOJHUTEIBHBIX IMOCIIEICTBUMA
MIPUMEHEHHUS JIEKAPCTBEHHOTO CPEJICTBA;

(n. 1 B pen. @®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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2) yTBEp)KICHUSI METOAMKH pacueTa MpeAeNbHBIX OTIYCKHBIX [IEH MPOM3BOANTENCH Ha JIEKapCTBEHHBIC
Ipernaparsl, BKJIOUYEHHBIE B IIEpEUeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKapPCTBEHHBIX MIPENapaTos, a
TaKKe BHEAPCHHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMBI pePEPEHTHBIX 1ICH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCYIapCTBEHHON pErvcTpaIiiyl MpeaebHBIX OTIMYCKHBIX IIEH MPOW3BOJIUTENICH Ha JICKapCTBCHHBIC
nperaparhbl, BKIOYCHHBIC B IIEPEYCHD KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIITUX JICKAPCTBEHHBIX ITPEIapaTos;
(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BCACHUA TOCYHApPCTBCHHOTO pecCTpa TMPCACIBbHBIX OTIYCKHBIX IICH HpOHSBOI{HTGJ’IGﬁ Ha
JICKAPCTBCHHBIC NpCHaparbl, BKJIKYCHHBIC B IICPCUCHb JKMU3HCHHO HGO6XOI[I/IMBIX U BaXHEHIIHNX
JICKAPCTBCHHLBIX MPCIIapaTOB;

5) yTBEpKICHHSI METOJIMKN YCTAHOBJICHUS OpTaHaMH HCTIOJHUTEIHHOW BIacTH CyOBeKTOB Poccuiickoit
@enepany MpeesibHbIX Pa3MepoB ONTOBBIX HAJ0ABOK U IMpeNeibHBIX Pa3MEpOB PO3HUUYHBIX HAI0aBOK K
(bakTUYECKUM OTMYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MpEnaparoB, Ha
JICKapCTBEHHBIC TMpemapaThl, BKIIOUEHHBIE B TMEPEUeHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX ITPEIApPaTOB;

6) yCTaHOBJICHHUS TPEACIbHBIX Pa3MEPOB OINTOBHIX HAJA0ABOK M MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Hag0aBOK K (DAaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM MPOU3BOAUTEIISIMU JICKAPCTBEHHBIX
IpernapaToB, Ha JIEKaPCTBEHHbIE Ipenaparhbl, BKIIOUEHHBIE B IIEPEYCHb >KU3HEHHO HEOOXOJIMMBIX U
BAKHENIINX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEepKICHHMsS TOpPSIKAa BbLIAYM TNPEANUCAHUNA OpraHaM MCIOJHHUTEIbHON BIACTH CYOBEKTOB
Poccuiickoii @enepauuu O NPHUBEACHUM B COOTBETCTBHE C 3aKOHOAATenbCcTBOM Poccuiickoii deneparuu
pelieHni 00 yCTaHOBJIEHUM NPEJENIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEEIIbHBIX pa3MEPOB POZHUUHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAMUTENSIMU JIEKApPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIIOYEHHbIE B II€PEYCHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX MIPENAPATOB, €CJIM OHU IPUHATHI C HAPYLIEHUEM 3aKOHOJATeNIbeTBa Poccuiickon
®denepanuy, B opsaKe, ycraHoBiIeHHOM [IpaBurensctBoM Poccuiickoit @enepanny;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (pe/lepalbHbIM OpPraHOM HCIIOJHUTENIFHOW BJIACTH OpraHam
WCTIOJTHUTENBHOU BIIacTH cyObekToB Poccuiickoit depepanny mpeanicanuii 0 MPUBEICHUN B COOTBETCTBUE C
3aKOHOJaTeNbcTBOM Poccuiickoit ®enepannl NPUHATBIX C HapyIICHHUEM 3aKOHOAATENbCTBa Poccuiickon
®enepanun perieHni 00 yCTaHOBIEHUH MPEAEIbHBIX pa3MEPOB ONTOBBIX HAJI0ABOK U MpPENEIbHBIX pa3MepoOB
PO3HMYHBIX HaJ0AaBOK K L€HaM Ha JIEKAPCTBEHHBIE Ipernaparbl, BKJIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO
HEOO0XOMMBIX U BXKHEHUIINX JIEKaPCTBEHHBIX MIPENapaTos;

9) ocymecTtBieHus (heaepaabHOr0 TOCYIapCTBEHHOTO Haa3opa B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEJICTB U PETHOHAIIBHOTO I'OCYAapCTBEHHOI'O KOHTPOJIS 3a MPUMEHEHUEM 1IEH Ha JIEKapCTBEHHBIE MpenapaThbl
COOTBETCTBEHHO YIOJHOMOYEHHBIMHU (efepalbHBIMU OpraHaMH HCIIOJIHUTENBHONM BJIAacTM M OpraHamMu
UCIIOJTHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu corjacHO MX KOMIIETEHIIMU B TOpPSAKE,
ycraHoBiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;

(m. 9 B pen. @eaepanbHoro 3akona ot 25.06.2012 N 93-D3)

10) npumeHeHMs ~ NpPEeAYCMOTPEHHBIX  3aKoHoJaTesnbcTBOM  Poccuiickoit ~ @Denepauuu  Mep
OTBETCTBEHHOCTH 3a HapyIIEHHWE MOpsiiKa LIEHOOOpa30BaHMs Ha KM3HEHHO HEOOXOJUMbIE U BaKHEWIINE
JIeKapCTBEHHBIE MpenapaThl.
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Koncynwsrantlnroc: mpuMeuanue.
3apeructpupoBannble 10 07.06.2019 mnpenenpHbIE OTMYCKHBIE IIEHBI TOMJIEXKAT 00s3aTEIbLHOMN
nepepeructpaiuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 O3 0T 06.06.2019 N 134-D3.

Cratba 61. [locypnapcTBeHHass perucTpauus W nepeperucTpauvsa npeaenbHbIX
OTNYCKHbIX LeH Npou3BoAUTEeNien Ha NeKapcTBeHHbIe npenapaTbl, BKIMOYEHHbIE B NepeyeHb
XU3HEHHO HeobXoAUMbIX U BaXXHEMLLUUX fleKapCTBEHHbIX NpenapaToB

(B pen. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. TlpemenpHas OTHyCKHas IIGHA IPOW3BOIUTEINII HA JICKAPCTBEHHBIA IperapaT, BKIIOYCHHBIN B
niepeveHb KU3HEHHO HEOOXOMMBIX U BaKHEUIINX JIGKAPCTBEHHBIX MPENapaToB, MOUICKHUT TOCYIapCTBEHHON
perucTpaid B TOpSJIKe, ycTaHOBICHHOM [IpaButenmsctBoM Poccuiickoit ®eneparyn, Ha OCHOBaHHU
MPEICTABJICHHOTO B YIIOJIHOMOYCHHBIN (peiepanbHblii OpraH MCIOJIHUTEIHHON BIACTH 3asIBICHUS JepKaTels
WM BIAJENbIIa PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAaPCTBEHHOTO IMpemapaTta (yHmOJHOMOYEHHOTO UM
JU1A).

2. 3apeructpupoBaHHas TpeAeTbHAs OTITYCKHAs IIeHa MPOW3BOAMTENS Ha JICKApCTBEHHBIN Ipemnapar,
BKJIFOUCHHBIN B IEpeYeHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIHNX JIEKAPCTBEHHBIX MPETAapaToB, MOXKET ObITh
HIepeperucTpUPOBaHa B CTOPOHY YBEIMUCHHS OJJMH Pa3 B KaJICHAapHOM IOy Ha OCHOBAaHHHU TPE/ICTABICHHOTO
B YIOJHOMOYEHHBIN (hefepaibHblii OpraH WCHOJHUTENBHOM BIACTH 10 1 OKTSIOpS KakJOro roja 3asiBICHUS
JepKarens ~ WIM  BIAAeNblla  PETUCTPALIMOHHOTO  YJOCTOBEPEHHs  JICKApCTBEHHOTO  Iperapara
(YIIOJIHOMOYEHHOT'O UM JINLIA).

3. 3aperucTpupoBaHHas MpejesibHas OTIYCKHas IieHa IMPOU3BOAMTENS Ha JIEKapCTBEHHBIN Ipernapar,
BKJIFOUEHHBIN B NIEpPEUYEHb KUZHEHHO HEOOXOAUMBIX M BaXKHEHIIIUX JIEGKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
NEPEPETUCTPUPOBAHA B CTOPOHY CHM)KEHMSI HA OCHOBAaHUM IMPEACTABICHHOTO B YIOJHOMOYEHHBIN
(denepanbHbIl OpraH HMCHOJHUTENBHOM BIACTU 3asBJICHUS JEpKaTelss WM BIAJAEbla PErUCTPAllMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NpenapaTa (yIoJHOMOYEHHOIO UM JIULIA).

4. Jepxarenb WIM BIaJAelell PETUCTPALIMOHHOTO YJOCTOBEPEHMs JIEKApPCTBEHHOIO IIpernapara
(YIIOJIHOMOYEHHOE UM JIMLIO) 00s13aH NPECTaBUTh B YIIOJIHOMOYEHHBIN (efiepanbHbIii OpraH UCIOJHUTEIBHON
BJIACTH 3asBJICHUE O MEPEPErucTpaliy 3aperuCTPUPOBAHHON MPENEeNbHON OTIYCKHOM LEHBI IPOU3BOIUTENS
Ha JIEKapCTBEHHBIH Ipernapar, BKIIOYEHHBIM B MEpedyeHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX
JIEKapCTBEHHBIX IIPENAPATOB, B CTOPOHY CHI)KEHHUS B CIEAYIOLIMX CIIy4asX:

1) cHMkeHMe 1IeHbl B MHOCTPAHHOM BaJIOTE Ha JIEKApCTBEHHBIM Ipenapar B CTpPaHE NMPOU3BOAUTENS U
(un) B cTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IpenapaT 3aperucTpUpoBaH U (MIM) B KOTOPbIE NOCTABISAETCS
IIPOU3BOIUTENIEM;

2) CHWXXEHHE IIeH Ha pedepeHTHbIC JICKAPCTBEHHBIC IpenapaThl B COOTBETCTBHH C ITYHKTOM |
HACTOSIIEeH dYacTh (11 COOTBETCTBYIOIIMX  BOCIPOM3BEICHHBIX, OHOAHAIOTOBBIX (OMOMOTOOHBIX)
JICKapCTBEHHBIX MPEmapaToB);

3) mpeBbllIeHUE TpPEAETbHONM OTIMYCKHOM LEHbl Ha TMEPBBIA BOCIPOU3BEICHHBIN, OHMOAHATOTOBBIN
(6roT0T00HBII) JIEKAPCTBEHHBIN TpenapaT MHOCTPAHHOTO IMPOW3BOJICTBA HAJT TIPECIIBHON OTIMYCKHOW IIEHON
MIPOM3BOJUTEIIS HA BTOPOH BOCIIPOM3BEACHHBIN, OM0aHaI0roBbli (0MOMOA00HBIN) IEeKapCTBEHHBIN Mpenapar,
paccUUTaHHON B COOTBETCTBUU C METOJIMKOM, yTBepkAeHHOM [IpaBuTenscTBoM Poccuiickoit @enepanuu;
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4) mpeBbllIEHUWE MpPENETbHOW OTIMYCKHOW II€Hbl Ha TEpBBIH BOCHPOM3BEAEHHBIN, OMOaHAIOTOBBIH

(OuoromoOHBINM) JIeKapcTBEHHBI TMpemapaT IMPOU3BOAMUTENS TocydapcTBa - ujeHa EBpasuiickoro
3KOHOMHUYECKOI'O COK3a HAJl IIPEAEIBbHON OTIIYCKHOW LIEHOM MPOU3BOJUTENSA HAa BTOPON BOCIPOU3BEICHHBIN,
OunoaHanoroBbiii  (OMOMOAOOHBIN) JIEKAPCTBEHHBIM IpenapaT NPOU3BOAMTENS ToOCylapcTBa - 4JieHa

EBpa3uiickoro 3KOHOMHYECKOTO COK3a, PACCUYUTAHHOW B COOTBETCTBHM C METOIUKOW, YTBEPKICHHOMN
[IpaBuTenscTBOM Poccuiickoi denepanuu.

5. Iopsnok nepeperucTpanuy 3aperuCTpUPOBAaHHBIX MPEIEIIBHBIX OTIYCKHBIX LIEH ITPOU3BOJUTENIECH Ha
JIeKapCTBEHHbIC TIpernaparbl, BKJIIOYEHHbIE B IepeYeHb IHKU3HEHHO HEOOXOJUMBIX M  BaXXHEHUIIMX
JIEKapCTBEHHBIX IIpPENapaToB, B CiIydasX, IPEIyCMOTPEHHBIX 4YacTAMU 2 - 4 HacTOsLIEH CTaTbH,
ycranasinuBaercs [IpasurensctBoM Poccniickoit denepanun.

6. DKOHOMHYECKUI aHAIU3 MPEAEIIBHON OTIIYCKHOM IIEHBI TPOU3BOIUTEINS Ha JICKAPCTBEHHBIN Ipernapar,
BKJIIOYEHHBIH B IE€pEUeHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEMIIMX JIEKAPCTBEHHBIX IpENnaparoB, NpHU ee
TOCYJapCTBEHHON  pEerucTpaly WIM HepeperucTpaluud  OocylecTBiseTcs  (eaepalbHbIM — OpPraHOM
UCTIOJHUTENIBHOM BIACTH, OCYLIECTBISIOMMM (YHKIMHM MO MPUHATHIO HOPMATUBHBIX IPABOBBIX aKTOB MU
KOHTPOJTIO 32 COOJIOZICHNEM 3aKOHO/IaTENIbCTBA B c(hepe rocy1apCTBEHHOTO PeryInpoBaHus 1eH (TapudoB) Ha
TOBapPHI (YCIIYTH).

7. Pacuer mpenenpHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTAX | W 2 HaAcTOsIIEW CTaTbd, IPH HX
rOCy/JapCTBEHHOW DPETUCTPALUU WIA NEPEPErHCTpali OCYIIECTBISAETCS B COOTBETCTBUU C METOIMKOM,
yTBep)kaeHHOU [IpaBurensctBoM Poccniickor denepanviv M yYUTHIBAIOIIEH B TOM YUCIIE:

1) coOmronenue OanaHca HMHTEPECOB MOTpeOMTENEH JEKApCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
MEepeYeHb JKM3HEHHO HEOOXOAUMBIX M BAaXHEUIIMX JICKAPCTBEHHBIX IPEMapaToB, W IPOU3BOAMTENCH
JIEKapCTBEHHBIX TIPEMNapaToB, BKIIOYEHHBIX B IE€PEYCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIINX
JIeKapCTBEHHBIX MTPENapaTos;

2) daxTuuecKkyro OTIYCKHYIO IIeHy Ha JieKapcTBeHHbIE mpemapaTbl B Poccuiickoit @enepanuu, LeHy
BBO3a JIEKApCTBEHHBIX TMpemapaTtoB B Poccuiickyto ®enepanuio, a Takke IIeHbl Ha aHaJOTUYHbBIE
JIeKapCTBEHHBIE Mpenapathl, HaXxosamuecs B oOpamenuu B Poccuiickoit @enepanuu;

3) 3arparhl TPOW3BOIUTENS JIEKAPCTBEHHOTO TWperapaTa Ha NPOHM3BOJICTBO M PEAIH3ALUI0
JIEKapCTBEHHOTO TIperapara;

4) meHy Ha JIEKapCTBEHHBIN Tpemnapar, ero IeHy B CTpaHe MPOW3BOJAUTENS U B CTPaHax, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (W) B KOTOPbIE OCTABISETCS IPOU3BOAUTEIIEM.

8. He JAOIMYCKAIOTCA pealn3alvsad U OTIIYCK JICKAPCTBCHHBIX IIPCIIAPATOB, BKIIOYCHHBIX B IIEPCUYCHDb
KHU3HCHHO HGO6XO,Z[I/IMBIX U BaXKHEHUIIMX JICKApCTBCHHBIX MPCIIapaTOB, HAa KOTOPLIC MNPOU3BOIUTCIAMU
JICKAPCTBCHHLBIX  IIPCIIapaToOB HC 3apCruCtpupoBaHa IMpCACIbHAA OTIIyCKHas OcHa, pcainsanusa
MMPOU3BOAUTCIIAMU  JICKAPCTBCHHBIX IMPEIApaTOB IO HOE€HAaM, MNPEBLIIAOIUM 3apCruCTPpUPOBAHHBIC WA
NEPEPEruCTPpUPOBAHHBIC MPEACTIBHBIC OTIIYCKHBIC IICHBI HA JICKAPCTBCHHBIC IPCIIapaThl C YUYCTOM HAJIOra Ha
,Z[O6aBJ'IeHHy1-O CTOUMOCTD.

9. OcobeHHOCTH TOCYAaPCTBEHHOTO PETYIMPOBAHMS MPEAebHBIX OTIYCKHBIX [IEH MPOU3BOAMUTENEH Ha
JICKapCTBEHHbIE TpemapaThl, BKIIOUEHHBIE B TMEPEUCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHMX
JIEKaPCTBEHHBIX MPENAPATOB, B 3aBUCUMOCTH OT SKOHOMUYECKUX U (WJIM) COLIMAIBHBIX KPUTEPHUEB (M3MEHEHHE
YCJIOBHM, TIOpSAJIKA U CTOMMOCTH MPOU3BOJICTBA JICKAPCTBEHHBIX MPEMapaToB, UCIOIb30BAHHE HOBBIX (HOpPM,
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METO/IOB U CIIOCOOOB TOCYJJApCTBEHHOT'O PEryIMPOBAaHUS LIEH HA JIEKapCTBEHHbIE IpenapaThl, B TOM YUCIIE Ha
OCHOBE MEXaHM3Ma peepeHTHOro IIEHO0OPa30BaHUs, U3MEHEHUN MOPsAKa OKa3aHUs MEIUIIMHCKON MTOMOIIH,
U UHbIE U3MEHEHUs) ycTaHaBnuBatoTcs [IpaButensctBoM Poccuiickoit @enepanuu.

Cratba 62. TocyaapcTBEeHHbIN peecTp npeAenibHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha JeKapcTBeHHble Mnpenapartbl, BK/IIOYEHHble B Mepe4vYeHb XU3HEHHO HeobxoAuMbIX U
BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM NEPEPETUCTPUPOBAHHBIC IIPENIEIbHBIE OTITYCKHBIE LIEHBI IIPOU3BOAUTENEH
Ha JICKApPCTBCHHBLIC MPCraparbl, BKIOYCHHBIC B MNCPEUYCHL KU3HCHHO H€O6XOIH/IMBIX U BaXHEHITNX
JICKAPCTBCHHBIX IIPE€IapaToB, IMOJICKAT BKIIIOYCHUIO B FOCY}IapCTBeHHBIfl peeCTp NpCACIbHBIX OTITYCKHBIX
IICH IPOM3BOAMTENICH HA JIGKAPCTBEHHBIC IPEMapaThl, BKIIOYCHHBIC B NIEPEUCHb KU3HEHHO HEOOXOANMBIX U
BKHEHIITHMX JIEKAPCTBEHHBIX MPETapaToB.
(B pen. denepanbroro 3akoHa ot 06.06.2019 N 134-03)

2. TocynapCTBEHHBI peecTp MPEAeibHBIX OTMYCKHBIX LIEH IPOU3BOJIUTENCH Ha JIEKapCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B ICPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMLIX U BOXXHEUIIINX JICKApCTBCHHBIX IPCIIapaToB,
COJIEPXKUT B ceO€ CIEAYIONTYI0 HHPOPMAITHIO:

1) HamMeHOBaHHE JepXKaTesis WM BIAAETblla PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKApPCTBEHHOI'O
npenapara, HAMMEHOBaHHE MTPOM3BOAMTES JIEKAPCTBEHHOTO NIPernapara, CBEACHUS O PErUCTPaIH AepKaTels
WINM BJaJieNblia PETUCTPAlMOHHOTO YJOCTOBEPEHHUS JEKApCTBEHHOTO Iperapara, CBEICHUS O PEerHucTpainuu
MPOU3BOJAUTENSL  JICKAPCTBEHHOTO  Tpemapara Ui  MEJUIMHCKOTO  NPUMEHEHUS B KayecTBe
HAJIOTOIIATEIBIINKA B CTPAHE PETUCTpANHU (IJIT POCCUUCKHUX IOPUIAMYECKUX JIUI - HIACHTU(UKAIMOHHBINA
HoMmep Hanoromarensiuka (MHH), 11 WHOCTpaHHBIX IOpHUAMYECKHX JIMI[ - CTpaHa pPerucTpaluu,
HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJl HAJIOTOIUIATEIbIINKA B CTpaHe
peructpanuy (MHKOPIOpPAIMH) WM €ro aHaJior), MECTO HaXOXIEHHs MPOU3BOJICTBEHHBIX IUIOIIAJIOK,
YUYacTBYIOUIMX B IpoIlecce MPOU3BOJCTBA JIEKAPCTBEHHOIO Ipernapara, C yKa3aHHEM CTaJud mpoliecca
MIPOU3BOJICTBA;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaWMMEHOBaHHWE JICKAPCTBEHHOrO  mpemnapara (MEXJIyHapOJAHOE  HENMaTCHTOBAHHOE,  HJIU
IPYIIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOC HAUMCHOBAHMS ),
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMEp PerucTPAIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara;

4) nexapctBeHHast (hopMa ¢ yKa3aHHEM JIO3MPOBKH JICKAPCTBEHHOTO Iperapara M €ro KOJIMYecTBa BO
BTOPUYHOM (TIOTPEOUTENBCKOI) yITaKOBKE, a TAKXKE KOMIUIEKTHOCTB;
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHasl IpeieNbHAs OTITYCKHAs IIeHa B PYOIIsIX;

6) nata MU HOMEp MpHUKa3a YMOIHOMOYEHHOTO (penepanbHOro OpraHa HCHOJHUTENBHOM BIAcTH O
TOCYJapCTBEHHON PErucTpalli WU HEPEepEerucTpalvy MPEAeTbHOM OTHYCKHOM 1LIEHbl Ha JIEKapCTBEHHBIN
npemnapar, BKJIIOUECHHBIN B NEpCUCHDb ) KU3HCHHO HCOGXOI[I/IMLIX Y BaXXHEUIIINX JICKApCTBCHHBIX IPCIIaPaATOB;

(B pen. ®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

6.1) mata BCTyIUIEHHMS B CHUJIy MpHKa3a YMOJIHOMOYEHHOTO (elepalbHOIO OpraHa HCHOJHUTEIbHON
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BIaCTH O TOCYAAPCTBEHHOM pPETHCTPallid WM TIePEPETHCTPAllid MNpPEACTbHOW OTIMYCKHOW IIEHBI
MIPOU3BOJIUTENST HA JIGKAPCTBEHHBIA TpenapaT, BKIIOYEHHBIH B IEpeYeHb KM3HEHHO HEOOXOJUMBIX U
BAKHEUILUX JICKAPCTBEHHBIX IIPENIAapaTOB;

(m. 6.1 BBenen denepanbHbiM 3aKkoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJI, HAHECEHHBIH Ha BTOPUUHYIO (NMOTPEOMUTENHCKYIO) YMAKOBKY JIEKApPCTBEHHOTO
npenapara;
(m. 7 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KOA JIeKapCTBEHHOI'O TMpernapara I0 aHAaTOMO-TEpPareBTUYECKO-XUMHUECKOW KITacCU(pUKAINH,
PEKOMEHI0BAaHHOW BceMupHO# opraHu3alnueit 31paBoOXpaHEHNU.
(. 8 BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

3. TocynmapcTBeHHass perucTpauuss WIN [EPEepPerucTpanns NpPeNeIbHbIX OTIYCKHBIX IE€H Ha
JIEKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JeKapCTBEHHbIX IpenapaToB, BEJEHHE TI'OCYJAapCTBEHHOIO peecTpa MpeleNbHbIX OTIYCKHBIX II€H
MIPOU3BOIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
Ba)KHEHIITNX JICKApCTBCHHBIX MPCIapaToB, OCYUICCTBIIAKOTCA B MNMOPAAKEC, YCTAHOBJICHHOM HpaBI/ITeHLCTBOM
Poccuiickoit deneparumn.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNeHue opraHamMum UCNOJSTHUTENLHOW BNacTn cyobLekTtoB Poccumckomn
degepaumn npegenbHbIX pa3MepoB ONTOBbIX Haab6aBOK M npederibHbIX pa3MepoB
PO3HMYHbIX HagbaBOK K  (pakKTU4ECKMM  OTNYCKHbIM  LieHaM, YCTaHOBJIEHHbIM
NPOU3BOAUTENAMM JEeKapCTBEHHbIX TMpenapaTtoB, Ha JeKapCTBEeHHble npenapaTtbl Ans
MeaULMNHCKOro NpUMeHeHus

1. Oprasbl HUCIIOTHUTEIBHOHN BiAacTH cyOBbekTOB Poccuiickoit ®denepanuu yCcTaHaBIMBAIOT MpeeIIbHbIE
pa3Mmepbl ONTOBBIX HaA0aBOK M MpeAeibHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUYECKMM OTITYCKHBIM
LIEHAM, YCTAHOBJIEHHBIM IPOM3BOAMTEISIMU JIEKAPCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHBIC IIpENapaThl,
BKJIIOYCHHBIE B TIepEYeHb >KU3HEHHO HEOOXOJWMBIX W BaXHEWIIMX JIEKAPCTBEHHBIX IIPETapaTroB, B
COOTBETCTBUM C YTBEPKJIECHHON B Mopsake, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoin ®denepanuu,
METOJIMKON YCTAaHOBJICHHWS OpraHaMH WCIOJHUTEIBLHON BiacTH cyObekToB Poccuiickoit deneparuu
npeaeNbHBIX pa3MEpOB ONTOBBIX HAZ0ABOK U NPEAEIbHBIX pa3MEpOB PO3HUYHBIX HA/l0aBOK K (PaKTHUECKUM
OTIIyCKHBIM II€HAM, YCTaHOBJEHHBIM IPOU3BOJUTENSIMM JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE
Mpernaparsl, BKIIOUYEHHBIE B MIEPEYCHb KU3HEHHO HEOOXOAUMBIX U BAKHEHIINX JIEKAPCTBEHHBIX MpENapaToB.
[IpoexThl pemenHuii OpraHoB UCTIOHUTENFHOU BIIacTH cyObekToB Poccuiickoit deneparn 00 ycTaHOBICHUN
u (WIM) U3MEHEHUHU MpelelbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M MPEAETbHBIX Pa3MEPOB PO3HUUHBIX
Hal0aBOK K (aKTHYECKMM OTIIyCKHBIM II€HaM, YCTAQHOBJIECHHBIM IPOU3BOAMTENISMU JIEKAPCTBEHHBIX
npenapaToB, Ha JIEKAPCTBEHHBbIE Mpernaparbl, BKIIOYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOIUMBIX U
BOXHEHIINX JICKAPCTBEHHBIX MpPENaparoB, MOJUIekKAT COMVIACOBAHUIO C  (ellepalbHbBIM  OpPraHOM
WCTIOJHUTEIBHOM  BJIACTH, YMOJIHOMOYEHHBIM OCYLIECTBJISTH IPABOBOE pEryjIMpoBaHuE B  cdepe
TOCYJTApCTBEHHOTO pETyJIupoBaHus LeH (TapudoB) Ha TOBaphl (YCIyTH), B TIOPSIKE, YCTAHOBICHHOM
[IpaBuTenscTBOM Poccuiickoit denepanuu.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. OpFaHI/ISaI_[I/II/I ONTOBOM TOProBjin " (I/IJ'II/I) allTCUHbIC OpraHHU3alnv, HWHIAUBUAYAJIbHBIC
OpeApUHUMATCIIN, UMCIOIINC JIMIICH3UIO Ha (bapMaueBTquCKon ACATCIIbHOCTD, OCYHICCTBIIAIOT PCAIU3al[UI0
JICKAPCTBCHHBIX NPCIaparoB, BKIOYCHHBIX B IICPCUCHbL JKU3HCHHO HCOGXOI[I/IMBIX U BaXKHEHUIIIHX
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JIEKapCTBEHHBIX MPENaparoB, MO II€HaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY (aKTUYECKOW OTIYCKHON
LIEHbl, YCTAaHOBJIEHHOW TPOM3BOJUTENEM  JIEKAPCTBEHHBIX IIPEMapaToB M  HE  IPEBBIMIAIOIIEH
3apETUCTPUPOBAHHON WM MEPEPETUCTPUPOBAHHOM MPEACIbHON OTITYCKHOW IE€HBI MPOU3BOAUTENS (HA AaTy
peanu3alnyy JIEKapCTBEHHOIO IpernapaTa MPOU3BOJUTENEM), U pa3Mep ONTOBOM Haa0aBKu W (WIK) pasMmep
PO3HUYHOIN Haa0aBKH, HE MPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa MpeesIbHON onTOBON Ha/i0aBKU U (MJIH)
pasmepa npeaeIbHOW PO3HUYHOM Ha10aBKH, YCTAaHOBJIECHHBIX B cyObekTe Poccuiickoit deaepanum.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

3. Opranel HUCHOJHUTENBHOW BiacTH cyOwbekTOoB Poccuiickoir ®enepanuu pa3MmemiaroT B CETH
"MHTepHeT" WM OIMyOJUKOBBIBAIOT MH(POPMALIUIO O 3apETUCTPUPOBAHHON NpeAeIbHON OTITyCKHOHM IIeHE Ha
JIEKapCTBEHHBIC TMperaparbl, BKIIOUYEHHBIE B TEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIEKapCTBEHHBIX IMpernapaToB, 00 yCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepannu pasmepe npeneiabHON
OINITOBOM Ha/l0aBKU M (WJIM) pa3Mepe NpeAeabHON PO3HUYHOM Ha0aBKU K YCTAHOBJIEHHBIM IIPOU3BOAUTENISAMU
JIeKapCTBEHHBIX NpenapaToB (PaKTHYECKUM OTITYCKHBIM LI€HaM Ha JIEKapCTBEHHBIE MIPEnapaThl, BKIOUYEHHBIE B
NepevYeHb KU3HEHHO HEOOXOIMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IMPENapaTtoB, U 00 yKa3aHHOM B 4acTH 2
HacTosimed cratbu cymme. VHbopmanus, mpeaycMOTpeHHash HACTOSIIEH YacThio, JOJDKHA Pa3MelaTbes
TaK)Ke€ B aNTEYHBIX OPTaHM3ALUAX B JOCTYNHOW Ui CBEICHHS BCEX 3aMHTEPECOBAHHBIX JHIl (Qopme U
OOHOBIIATBCA IO MEPE €€ OIMyOINKOBAHHUS.

4. IlpunsaTeie C HapylleHHEM 3aKoHojaTenbcTBa Poccuiickoii @Depepanuy pelieHUs OPraHoB
UCTIOMHUTENBHON BiacTu cyObekta Poccuiickoit ®enepani 00 yCTaHOBIEHHH TMPEIEIbHBIX pPa3MepOB
ONTOBBIX HAJ0aBOK W TPEICNbHBIX Pa3MEpPOB PO3HUYHBIX HAI0ABOK K 3apeTrHCTPUPOBAHHBIM MPEIEIbHBIM
OTIIYCKHBIM IICHaM Ha JICKApCTBEHHBIC MpEeraparhl, BKIIOUEHHBIC B MEPEUCHb KU3HEHHO HEOOXOAMMBIX U
BOKHEUIINX JIEKAPCTBEHHBIX MIPEMapaToB, MOAJIEKAT OTMEHE B CYJI€OHOM MOPSIIKE.

nasa 13. MOHUTOPUHI 3®DPEKTUBHOCTU U BE3OINACHOCTHU
NNEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALLUMXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALINA
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbs 64. PapmakoHaa3op
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. HeKapCTBeHHBIe nmpenaparbl, HaXOIAIIUCCA B 06paH_ICHI/II/I B Poccuiickoit (Dez[epaulm, noJJiexKar
MOHHUTOPHUHTY 3(1)(1)€KTI/IBHOCTI/I 1 0€30MacHOCTH B OCJIAX BBIABJICHHUSA BO3MOKHBIX HCTATHBHBIX HOCJIGI[CTBI/Iﬁ
nxX MNPHUMCHCHUA, HHI[PIBI/II[Y&J'IBHO?I HCIICPCHOCUMOCTH, NPCAYINPCIKACHUA MCEAUIUHCKHUX pa6OTHI/IKOB,
BCTCPHHAPHBIX CIICHHUAIIMCTOB, MAIIMCHTOB HUJIM BJIAACIBLEB JKUBOTHBIX UM HUX 3alUTHI OT IMPUMCHCHUA TAKHX
JICKAPCTBCHHBIX IIpC€IIapaToB.

2. ®apMakoOHaI30p OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIIOJHOMOUYEHHBIM (eepabHbIM OpPraHOM
WCTIOJHUTENBHOM BIACTH B YCTAHOBJICHHOM MM IMOpSAKE IyTeM aHaln3a MpPeJoCTaBiIsgeMOi CyObeKTamu
oOpalieHus: JIeKapCTBEHHBIX CPEJICTB MHPOPMALMU O MOOOYHBIX JCHCTBUSAX, HEXKEIATEIbHBIX PEaKIHIX,
CEpbE3HBIX HEXKEJIaTeNbHbIX PEAKIUAX, HENPEABUACHHBIX HEXKENATEeNbHbIX pPEaKUMsIX NpU HPUMEHEHUU
JIEKapCTBEHHBIX IMpernapaToB, 00 WHAMBUAYAJIbHONH HENEPEHOCUMOCTH, OTCYTCTBUHM 3()(PEeKTUBHOCTU
JIEKapCTBEHHBIX IIPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, IPEJICTABIAIONIMX YIPO3y KU3HU
WIN 3710pPOBBIO YEJIOBEKa MO0 dKHUBOTHOTO NMPH MPUMEHEHHUHU JIEKAPCTBEHHBIX MPENapaToB U BHISIBICHHBIX Ha
BCEX ATarnax oOpaleHus JeKapCTBeHHBIX NpenapaTtoB B Poccuiickoit denepaiyu u Ipyrux rocy1apcTpax.

3. CyObekThl 00pallleHHs JEKApCTBEHHBIX CPEACTB B MOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM
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(denepaqbHBIM OPraHOM HCIIOJIHUTENBHON BIACTH, 00s3aHBI COOOIIATh B YIMOJHOMOYEHHBIN (enepanbHbIi
OpraH MHCIOJHHUTEIbHON BIAacTH O TMOOOYHBIX JCHCTBUSAX, HEKENATEIbHBIX pPEaKIMAX, CEPbe3HBIX
HEXEJIaTENbHbIX PEAaKLMSIX, HEIPEABUICHHBIX HEXEJIaTEIbHbIX PEAKIUAX MPU MPUMEHEHUU JIEKapCTBEHHBIX
npenaparoB, 00 WHIMBHIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUH J((EKTUBHOCTH JIEKApCTBEHHBIX
MpernapaToB, a Takke 00 MHBIX QaKTax U 0OCTOATENbCTBAX, MPEACTABIAIONIUX YTPO3Y KU3HU WU 370POBBIO
YesioBeKa JIMOO0 JKMBOTHOTO IPHU MPUMEHEHUU JIEKApCTBEHHBIX IPENapaToB M BbISABICHHBIX HAa BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit denepanyu u Ipyrux rocyapcrpax.

4. Jlepkarenu WIM BIAAENbLbl PETMCTPALIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparos,
IOpPUINYECKHE JIMIIA, HA UM KOTOPBIX BBIJAHBI pa3pelICHUs HA IPOBEICHUE KIMHUYECKUX HCCICAOBAHUM B
Poccuiickoit deneparyn, 1100 yIMOJIHOMOYEHHBIE UMU ApPYTUe IOPUINYECKUE JIMIA B paMKax OOecTedeHus
0€30MacHOCTH  JICKAPCTBEHHBIX  MpEnapaToB B  MOPAJIKE,  YCTAHOBJIEHHOM  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (peJiepabHbIM OPraHOM HCIOJIHUTENIBHOM BJIACTH, 00s3aHbI OCYILECTBIATh IPUEM, YUET,
00paboTKy, aHAJIN3 U XpaHEHHUE MMOCTYMAIOLINX B UX aJipec 0T CyObEKTOB 0OpaIlleHus JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJapCTBEHHON BIIACTH COOOIIECHMHA O MOOOYHBIX JEHCTBUAX, HEKEIATENbHBIX pPEaKIUsX,
CEPbE3HBIX  HEXKEIATCIIbHBIX M  HENPEABUICHHBIX  HEXKEJATEIbHBIX PEAKUUAX I[PU  IPUMEHEHUU
JIEKapCTBEHHBIX IMpenapaToB, 00 OCOOEHHOCTAX MX B3aHUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamM, WHAMBUAYyaJIbHONH HENEPEeHOCUMOCTH, a Takke 00 HHbIX ¢akTax U OOCTOATENbCTBAX,
NPEACTABIAIOIUX YIPO3Y KU3HU WM 3/I0POBbIO YEJIOBEKA JIMOO KMBOTHOI'O WM BIMSIOIUX HAa U3MEHEHUE
OTHOILIEHUS 0’KHJAEMOM MOJIb3bl K BO3MOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHBIX NIPENIAPATOB.

5. Ilpu BeIABIEHMM HHGOPMAIMA O CEPbE3HBIX HEXKEIATENbHBIX pPEAKUUAX M HENpeaABHICHHBIX
HEXXEJAaTeNbHbIX pEeakIUsAX INpu TNPUMEHEHUH JIEKApCTBEHHBIX IpemnapaToB, 00 O0COOEHHOCTSIX UX
B3aUMOJICUCTBUS C IPYTMMH JICKAPCTBEHHBIMM IIpenapaTaMy, UHANBUAYAJIBHON HEIEPEHOCUMOCTH, a TaKKe
00 wuHBIX (aKTax U OOCTOATENbCTBAX, BIUSIOIIUX HA W3MEHEHHE OTHOILIEHUS OXHJIaeMOM MOJb3bl K
BO3MOXKHOMY  pDHUCKYy IPHUMEHEHHUSA JICKAPCTBEHHBIX  IIPENApaToB, JACp)KaTe€ld WM BIAACINIbLbI
PETMCTPALIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IIPENApaToB, HOPUAUYECKUE JIMIA, HA MM KOTOPBIX
BBIJIaHBl pa3pellieHus Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit ®epepauuu, mubo
YIIOJIHOMOYEHHBIE UMH JPyTUe IOPUAMYECKHUE A 005S3aHbl IPUHATH MEPHI, HAIIPABJICHHbIE HA YCTPaHCHHE
HETAaTUBHBIX ITOCJIEICTBUM NMPUMEHEHHNs TAaKMX JICKAPCTBEHHBIX IPENApPaToOB, MPEIYNPEKICHUE PUUNHEHUS
Bpe/a *U3HU WIN 3J0OPOBBIO YEJOBEKa JINOO KUBOTHOTO, 3aIIUTY UX OT MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
IpenapaToB, Ha JONOJHUTEIbHBIN cOOp JaHHBIX 00 3(h(hEeKTUBHOCTH U GE30MaCHOCTH TaKUX JIEKAPCTBEHHBIX
[IpenaparTosB.

6. 3a HecooOIleHHe WM COKPBITHE HHQPOPMAIMH, NMPETyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
JIepKATEI WIM BIIAJEINIbIbl PErUCTPALMOHHBIX YJIOCTOBEPEHHUI JIEKAPCTBEHHBIX MPENApaToB, IOPUINYECKUE
JYIA, HA UM KOTOPBIX BBIJIAHBI Pa3pelleHUsT HAa MPOBEACHUE KIMHUYECKUX HCCIIEIOBaHUN B Poccuiickon
deaepannn, TMO0 YIOJIHOMOYCHHBIC MU IPYTUE IOPUINICCKUE JIUIA, a TAK)KE TIOJDKHOCTHBIC JINIA, KOTOPHIM
aTa uH(pOpMaIUs cTaja U3BECTHA MO POAY HMX NMPO(EeCCHOHATBLHON ACATEIHPHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickont denepaunu.

7. Ilpu moOJy4YeHHH YTOJIHOMOYEHHBIM (eaepalbHbIM OpPraHOM HCIOJHHUTENbHON BIIACTH B paMKax
ocyliecTBIeHHs UM (papMakoHaA30pa JOKa3aTelbCTB O HECOOTBETCTBUU JICKAPCTBEHHOIO IIperapaTa
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WJIM TIpU TOJNydYeHHH WHPOPMAIMM O HECOOTBETCTBHHM JAaHHBIX 00
3G (GEKTUBHOCTH U O O€30MACHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM IIpernapare,
coJiepXKalMMCs B MHCTPYKLMHU IO €ro NPUMEHEHHUIO (B TOM 4YHCIE BBIABICHHBIX B XOJI€ OCYIIECTBJICHUS
(dapMakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM HHOCTPAHHBIX TOCYAAPCTB), YIOJHOMOUYEHHBIN
(benepanbHBIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM MOPSJIKE pacCMaTpUBAECT BOIPOC O
MIPUOCTAHOBJIEHUHU IIPUMEHEHUS TAKOT'0 JIEKAPCTBEHHOI'O IIperapara.
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Cratbsa 65. NMpuoctaHoBNeHne NpMMeHeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu monyueHun WHGOPMAIIMU O HEXKEIATEIBHBIX PEAKIUAX TMPU NPUMEHEHUHU JIEKAPCTBEHHOTO
mpernapara, HE YyKa3aHHbIX B HMHCTPYKIMU 1O TMPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, Cepbe3HbIX
HEKENaTeNbHbIX peaklusx, 00 OCOOCHHOCTSX €ro B3aUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMHU
npemnapaTamMy, KOTOpble MOTYT MPEICTABIATH yrpo3y *KU3HU WIH 3I0POBBIO YellOBEKa JTHOO >KUBOTHOTO, a
TaK)Ke 0 HECOOTBETCTBUU JAaHHBIX 00 A(P(HEKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara JaHHBIM
0 JIEKQpCTBEHHOM IIpernapare, COJEpX alUMMCS B HHCTPYKIMU MO €ro NPUMEHEHUI0, B TOM YHCJIE OT
YIOJIHOMOYEHHBIX OPTaHOB WHOCTPAHHBIX T'OCYIAapCTB, OOMEH KOTOPOW OCYIIIECTBISIETCS B COOTBETCTBHH C
COTJIAIICHUSIMA ~ MEXIY YIOJHOMOYECHHBIM (eAepabHBIM OPraHOM HCIOJHUTEIBHOM  BJIACTH U
YHIOJHOMOYEHHBIMH OpraHaMH HMHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (enepanbHbIi  OpraH
WCTIOJIHUTENILHON BJIACTH paccMaTpUBaeT BOMPOC O BO3MOXKHOCTH MPUOCTAHOBJIICHHS OOpaIIeHUsT TaKOTro
JICKapCTBEHHOTO TMpemnapara B TMOPSJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (pelepalbHbIM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. llpy HEUCNOJHEHHH WIA HEHAIEKAIEeM HCIOJHEHUH JIepXKaTesIMU WM BIAJENIbIIAMHU
PErHCTPALMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MIPENAPaTOB, IOPUANYECKUMHU JINLAMHU, HA UM KOTOPBIX
BBIIaHbl DPA3pElICHUs Ha IPOBEIEHUE KIMHUYECKUX wuccaenoBanuii B Poccuiickoin denepaunu, uiau
YIOJIHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMH JIMLIAMH 005S3aHHOCTEH, YCTAaHOBIEHHBIX YacTsMH 3 U 4
cratbu 64 Hacrosimero @PenepagbHOr0 3aKoHa, JTUOO B CiIydasx IPEACTABICHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCIIOJHUTEIbHOW BIACTH 3aKIOYEHHUS O HEIOCTOBEPHOCTU
pe3yabTaTOB KIMHUYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO IMpernapara JUisi MEJUIUHCKOrO NPHUMEHEHMS,
KOTOPOE€ OCHOBAHO Ha pe3yibTaTax IPOBEPKHM MEIHMLHUHCKONM OpraHM3aliM, MPOBOIMBIICH YKa3aHHOE
KJIMHUYECKOE HCCIENOBAHUE C HAPYIIEHUEM IpaBWII HaAJEXalleld KIMHUYECKOW NPAKTHKH, U INPUBENIO K
MOJyYEHUIO HEJOCTOBEPHBIX pE3yJbTaToOB, JIMOO B CIydyae HEBBINOJHEHHUS TPEANUCAHUS, BbIIAHHOTO
YIIOJIHOMOYEHHBIM ~ (pe/iepaibHbBIM OpPraHOM HCIIOJHHUTEIBHOH BJIACTH IO MTOraM  OCYUIECTBJICHUS
BBIOOPOYHOIO KOHTpPOJSl KayecTBa JIEKApCTBEHHOrO IIperapara, yHOJHOMOYEHHBIN (efepaibHblii OopraH
WCIIOJTHUTEIBHOW BJACTH B YCTAaHOBJIEHHOM MM TMOPSJKE pPACCMAaTPHUBAET BOIPOC O IMPUOCTAHOBICHHUH
IIPUMEHEHUS TaKOr'0 JIEKAPCTBEHHOIO IIperapara.

3. YnonHOMOYeHHBIH (hefiepaibHbI OpraH UCHOIHUTENBHOM BIACTU MIPU MPEJICTABICHUH MY CBEJCHUN
O HECOOTBETCTBMM MPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB TpeOOBAaHMSAM TpaBWI  HaJUIexKalnen
IIPOU3BOJICTBEHHON NPAKTUKHU U (MJIM) O HApYLIEHUH JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOPbIE OBLIIN BHISBICHBI
B XOJI€ TpPOBENEHUS HWHCHEKTUPOBAHUS NPOU3BOIMUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS
JUIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBETN HIIK MOTYT MPUBECTH K
IPOM3BOJICTBY JIEKAPCTBEHHBIX MIPENApaTOB A MEIAUIMHCKOIO IPUMEHEHUS, IPUYMHUBLIMX WA CIIOCOOHBIX
IPUYUHUTG BPEJl XKU3HU WIN 310POBBIO IPAXKIAH, PACCMATPUBAET BOIPOC O NPHUOCTAHOBICHUM NPUMEHEHUS
JIEKapCTBEHHBIX MPENApaTOB JJIsl MEAULMHCKOIO IPUMEHEHHUS B YCTAHOBJIECHHOM UM IOPSAKE B CIEIYIOIINX
Cllydasix:

1) cocraB u (WIM) TEXHOJOTHS MIPOU3BOJACTBA JIEKAPCTBEHHOr'O TIpemapara isi MEIUIIMHCKOTO
MIPUMEHEHUS (C OTIMCAaHUEM CTaJMK MPOU3BOJICTBA) OTIMYAIOTCS OT 3asIBJICHHBIX B PETUCTPAIIMOHHOM JIOCKE;

2) neKkapCTBEHHBIA Mpernapar A MEIUIUHCKOTO MPUMEHEHHS NpPOU3BE/IEH Ha MPOU3BOACTBEHHOMN
IUIOIIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) Y HOpOU3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB OTCYTCTBYKOT JOKYMCHTBI, IIOATBCPKIAAIOIINC
COOTBCTCTBUC Ka4YCCTBa JICKAPCTBCHHOI'O IIp€napara i1 MCAUIUHCKOIO IMPUMCHCHHA, BBOJHUMOI'O B
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rpaXk1aHCKUI 000poT, TpeOOBaHUSIM, YCTAaHOBIEHHBIM IIPU €0 roCy1apCTBEHHON PEruCTpalluy;

4) npou3BOUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJHUTENILHOW BIIACTH CPOK HE YCTpPaHEHBl HApYLICHUs TPeOOBAHUN IpaBHI
Ha/IJIeKaIIeld POM3BOJICTBEHHOM MPAKTHKH U (WJIN) JTUIICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUIN BBISBIICHBI B
XOZIc TIPOBENEHUS WHCIIEKTUPOBAHUS TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB WM OCYIICCTBIICHUS
JMLEH3HOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB U MPUBEIN MM MOTYT IIPUBECTH K
IPOU3BOJICTBY JIEKAPCTBEHHBIX TPETApaTOB Il MEIUIIMHCKOTO TPUMEHEHHSI, TPUUMHHUBIIMX HIIH CITIOCOOHBIX
MPUYMHNUTE BPE]] )KU3HU WITH 3/10POBBIO TPAXKAAH.

(uactp 3 BBeneHa denepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

4. YTIIOTHOMOYEHHBIH (hefepalbHbIid OpTaH MCIIOJHUTENFHON BJIACTH TPU HAJMYWHU Y HETO CBEJCHUU O
HECOOTBETCTBUU  MPOM3BOAMTENS  JIGKAPCTBEHHBIX  CPEACTB  TpeOOBAaHMAM  MpaBWJI  HajJiexaluen
IPOM3BOJICTBEHHOM NPAKTUKU U (UJIM) O HapyLIEHUH JHMLEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBLIM BBISBICHbI
B XOJ€ MpPOBENCHUS HWHCIEKTUPOBAHUSA NPOU3BOIUTENSA JIEKAPCTBEHHBIX CPEIACTB WM OCYIIECTBICHUS
JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MIPUBECTH K
IIPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB JUIi BETEPUHAPHOIO IPUMEHEHMs, IPUYUHUBIINX WIH
CIOCOOHBIX MPUUYMHUTH BPEJ] )KU3HU WIH 3J0POBBIO )KMBOTHBIX, paCCMaTPUBAET BOIIPOC O MPUOCTAHOBIEHUU
peanu3anyuy U NPUMEHEHMS JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHS B YCTAaHOBICHHOM
UM TOPSAKE B CIEAYIOIUX CIydasix:

1) COCTaB H (I/IJ'II/I) TEXHOJIOTHUA MPOU3BOACTBA JICKAPCTBCHHOI'O Ipfrapara sl BETCPHUHAPHOI'O
IPUMCHCHUA (C OIMMCAaHHUEM CTaauit HpOI/I3BOIICTBa) OTJIINYAIOTCA OT 3a4BJICHHBIX B PCTUCTPAIHUOHHOM JOCHE,

2) nexkapCTBEHHBIM IpemnapaT AJii BETEPUHAPHOTO NPUMEHEHHs IPOU3BEACH HAa MPOU3BOACTBEHHON
IJIOIIAIKE, HE YKa3aHHOM B PErUCTPALIMOHHOM JIOChE;

3) y TNOpoOM3BOAMTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEP:KIAOIINE
COOTBETCTBUE KAauecTBa JICKAPCTBCHHOI'O IIpenapara il BETEPUHAPHOIO IPUMEHEHHs, BBOJHMMOIO B
rpaXkIaHCKUI 000poT, TpeOOBaHUSIM, YCTAHOBIEHHBIM IIPU €0 roCy1apCTBEHHON PErnCTpaluy;

4) mpou3BOUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENIFHONW BJIACTH CPOK HE YCTpPaHEHBl HApYLICHUs TPeOOBAHUN IpaBHI
Ha/IJIeKaIIeld IPOM3BOICTBEHHOM MPAKTHKH U (WJIN) JTUICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUIN BBISBIICHBI B
XOZIc TIPOBENEHUS WHCIIEKTHPOBAHUS TPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEIACTB WM OCYIICCTBIICHUS
JMLEH3HOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB U MPUBEIN MM MOTYT IIPUBECTH K
IPOM3BOJICTBY JICKAPCTBEHHBIX MPENapaTtoB s BETEPUHAPHOTO MPUMEHEHHs, MPUYMHUBIIUX WIH
CIOCOOHBIX MPUYMHUTE BPE/] )KU3HU MIIH 310POBBIO )KUBOTHBIX.

(uactp 4 BBeneHa @enepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

CraTtbsa 66. Uncpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

VYTOoTHOMOYEHHBIN (efepalbHblii OpraH HCHOJIHUTENBHOM BIAcTH, OCYIIECTBISIOMUI (papmMakoHaa3op,
Haxoasammxcsi B oOpamenuu B Poccuiickoit Denepanuu, Mo pesynbrataM (apMaKoHaI30pa pa3MeriaeT Ha
cBoeM ounmanbHOM caiite B cetr "MHTepHET" HHPOPMAIHIO O IPUHSTHIX PEUICHUSX O BHECEHUH H3MEHEHUS
B HHCTPYKIMIO TIO0 MPUMEHEHHUIO JIEKAPCTBEHHOrO Ipenapara, O MPHOCTAHOBIEHUU NPUMEHEHUs
JIEKapCTBEHHOT'0 MpenapaTa, 00 W3bATHH U3 OOpallleHus JIEKapCTBEHHOro Mpernapara Wik O BO30OHOBICHUU
IPUMEHEHHs JIEKApCTBEHHOTO Ipernapara.
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

asa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OABUWXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anda MEUUMHCKOIro NnPUMEHEHUA
(B pen. @enepanpHoro 3akona ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NeKapCTBEHHbIX NpenapaToB AN MeAULUMHCKOrOo NPUMEHeHUs
(B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Undopmanus o nekapCTBEHHBIX IpernapaTax, OTIIyCKaeMbIX IO pELEenTy Ha JeKapCTBEHHBII
mpemnapar, AOJDKHA COJEP’KaThCs TOJBKO B CHEHMUAIM3HPOBAHHBIX M3IaHUAX, MPEIHA3HAUYEHHBIX [
MEIMLMHCKUX, (hapMalleBTUYECKHX, BETEPUHAPHBIX paOOTHUKOB. MH(pOpMaIus o JeKapCTBEeHHBIX MpenapaTax
JUI CHELMAIMCTOB B 00JacTu OoOpaleHus JEKapCTBEHHBIX CPEACTB MOXKET COAEPIKAThCS B MOHOTpadusx,
CIPaBOYHHMKAX, HAyUHBIX CTaThsX, B JIOKJIaJaXx Ha KOHIpeccax, KOH(PEepeHUUsX, CUMIIO3UyMax, HayYHBIX
COBETax, a TAKXKe B MHCTPYKIUAX [0 MPUMEHEHUIO JIEKApCTBEHHBIX IperapaTos.

2. Wudopmanus o JIeKapCTBEHHBIX IpenapaTax, OTIYyCKaeMmblXx Oe3 pelenrta Ha JIEKapCTBEHHbIN
mpenapar, MOXeT COJepKaTbCsi B MyONUKalUUAX U OOBSBIEHHUSIX CPEACTB MaccoBOi uHGOpMaIuwy,
CHEIMATM3UPOBAHHBIX W OOIIMX TMEYATHBIX WU3JaHUAX, HHCTPYKIHUSAX MO TPUMEHEHHUIO JIEKapCTBEHHBIX
MpernapaToB, WHBIX W3JIaHUAX CyOBEKTOB OOpAIlleHHs JCKApPCTBEHHBIX CPEICTB. PekiiaMHbIe MaTepuaibl O
JIEKapCTBEHHOM TIpemapare, OTIycKaeMoM ©0e€3 pelenta Ha JIEKapCTBEHHBIM Tpemnapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKITUHU IO MPUMEHEHHUIO JICKAPCTBEHHOTO TIperapara.

3. I[OHYCKaeTCﬂ HCIOJIL30BAHUE  JTIOOBIX MaTCpHralIbHBIX HOCI/ITeJIeﬁ, IMMO3BOJIOIINUX XPAHUTD,
rnepeaaBaTb U UCIIOJIb30BATh I/IHq)OpMaI_II/IIO 0 JICKapCTBCHHBIX IIpCIIapaTax 0e3 ee HCKaKeHUs.

Koncynprantlntoc: npumedanue.
Y. 4 cr. 67 BcTynaer B cuity ¢ | stHBapsa 2020 roga.

4. JIns neneil uaeHTUPUKALNN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIMHCKOTO TPUMEHEHHS
MIPOU3BOJUTENN JICKAPCTBEHHBIX CPEICTB B IMOpPsAKe, ycTaHOBIEHHOM IIpaBurensctBom Poccuiickon
@denepali, HAHOCAT Ha TMEPBUYHYIO YIAKOBKY (B OTHOIIEHUHM JIEKApPCTBEHHBIX IIpEmnapaToB Ul
MEIUIIMHCKOTO TPUMEHEHHs, A KOTOpPhIX HE IMpeayCMOTpeHa BTOpPUYHAsl YIMAKOBKA) U BTOPHUYHYIO
(MOTpeOUTENbCKYI0) YMAaKOBKY JIEKAPCTBEHHBIX MpENnaparoB Il MEIUIMHCKOTO IMPUMEHEHUS CpeacTBa
UIEHTU(QUKALMY, 33 MCKIIOYEHHEM JIeKapCTBEHHBIX IIpPEenaparoB Il MEIULMHCKOTO MPUMEHEHUS,
IIPOM3BOJUMBIX JUIsl IPOBENEHUS KIMHUYECKHUX MCCIENOBAHUM, DKCIIOPTA, JIEKAPCTBEHHBIX NPENaparoB Ul
MEJUIIMHCKOrO NPUMEHEHUs, YKa3aHHbIX B yacTsax 5 M 8 crarbu 13 Hacrosero denepalbHOro 3aKOHa,
pannodapManeBTHYeCKUX JIEKapCTBEHHBIX MPENapaToB U MUSIBOK MEAUIIMHCKHUX.

(dactb 4 BBennena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 28.11.2018))

5. XapakTepucTUKU CpeCTBAa WACHTHU(PHUKAIUH, TOPSI0K €ro HaHEeCEHUS! U TPeOOBAaHUS K CTPYKType U
¢dopmary MHDOpMAIMM, KOTOPYIO COAEPXKUT CPENCTBO WACHTU(HKAIMU, ompenenstorcs IIpaBurenbcTBom
Poccuiickoit deneparuu.

(uactb 5 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. HOpSIIIOK CO3daHuAd, Pa3sBUTHA, BBOJAA B SKCILTyaTallUiO, SKCIUIyaTalluhd W BbIBOAA W3 3KCILIyaTalluU
CUCTCMbl MOHUTOPUHIa ABWUXXCHUA JICKAPCTBCHHBLIX IIPEHApaToB I MCAUIMHCKOIO NPHUMCHCHUSA, MMOPAO0K
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npefocTaBleHuss HMH(OpMaIuK, colepKalleiicss B CHCTEME MOHHUTOPHUHIA JBM)KEHHUS JIEKAPCTBEHHBIX
IpenaparoB il MEIULMHCKOTO IPUMEHEHUs, U IMOPSIAOK B3aUMOJCUCTBUS YKa3aHHOW CUCTEMBI C UHBIMU
rOCyIapCTBEHHBIMH MH()OPMAITMOHHBIMU CUCTEMaMHU U MHPOPMALMOHHBIMUA CUCTEMaMHU IOPUINYECKUX JIUL U
WHJVBHUYaIbHBIX NPEANPUHUMATENECH, YKa3aHHbIX B 4acTsAX 7 W 10 HaAcTOsAIIEH CTaTbH, YCTaHABIMBAKOTCA
[IpaBurensctBOM Poccuiickont @enepannn. OneparopaMu CHCTEMbI MOHUTOPHUHTA JIBHKEHHSI JIEKAPCTBEHHBIX
IpenapaToB A MEAMLMHCKOTO MPUMEHEHUsS SBIAIOTCS (efepalibHblii OpraH HCIOJHUTEIBHOW BJIACTH U
(unun) opranuzanus, ynonHomoueHHsie [IpaButensctBom Poccuiickoit denepanuu.

(uactb 6 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynsrantlntoc: mpumeuanue.
Y. 7 ct. 67 Bcrynaer B cuiny ¢ 1 suBaps 2020 rona.

7. KOpuauueckue nMIIAa U WHAMBUAYAIbHbIE NPEANPUHUMATENHN, OCYIIECTBISIOUIME I[POU3BOJCTBO,
XpaHeHue, BBo3 B Poccuiickyro denepanuto, OTIIyCK, peaM3aluio, repeaady, IPUMEHEHUE U YHUYTOKECHHE
JIEKapCTBEHHBIX MpPEnapaTroB s MEIULUHCKOrO MpPUMEHEHHs, oOecreuyuBaroT B IOPSJIKE M B COCTaBe,
KoTopble ycTtaHOBJeHbI IIpaBurenbctBoM Poccuiickoir denepauui ¢ y4eToM BUZIa OCYIIECTBIAEMON HMU
NeSITeIbHOCTH, BHECEHHE MH(OpPMAIMM O JIEKapCTBEHHBIX Ipernaparax A MEAULIUHCKOrO NMPUMEHEHHUs B
CHUCTEMY MOHHUTOPHHTIA IBUKEHUS JIEKAPCTBEHHBIX NMPENapaToB A MEAUIIMHCKOTO IPUMEHEHUS.

(uactp 7 BBeneHa PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Koncynsrantlntoc: mpumeganue.
C 29.11.2019 cr. 67 nononnsiercst 4. 7.1 (O3 ot 28.11.2018 N 449-D3). CMm. Oyay1iyro peaakiuio.

8. Opranmzauus HHGOPMAIMOHHOTO  B3aMMOJEHCTBHS ~ CHCTEMBbl MOHMTOPMHIA  JBM)KCHUS
JEKapCTBEHHbIX  NpEenaparoB s  MEIULIUHCKOTO IPUMEHEHMS C HHBIMH  TOCYAAapCTBEHHBIMU
MH(OPMALIMOHHBIMU ~ CUCTEMaMH  oOecredyuBaeTcs B TOM UHCJIE TOCPEACTBOM  HHQPACTPYKTYpHI,
obecneunBaromeil  MHOPMAILMOHHO-TEXHOJIOTMYECKOE  B3aUMOJECHCTBUE  HMH(OPMALMOHHBIX  CHCTEM,
UCMOJIb3YEMBIX JUISI TPENOCTAaBICHHUS TIOCYJAapCTBEHHBIX M MYHULUIAIBHBIX YCIYT W HUCIOJHEHUS
rOCyJJapCTBEHHBIX U MyHHLIUNIAIBHBIX (QYHKLUI B 3JIEKTPOHHOU (opMme.

(uactb 8 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. O6menoctynHas HHGOPMAIHUS, COAEPIKAIIASICS B CUCTEME MOHUTOPUHTA JIBHKCHHSI JIEKAPCTBEHHBIX
MpenapaToB Ui MEIUIIMHCKOTO MPUMEHEHHUs, pa3MellaeTcss B HH(POPMaIMOHHO-TEIEKOMMYHUKAIMOHHOM
cetu "UuTeprer" (B ToM uucie B opMe OTKPBITHIX JaHHBIX) B TOPSJIKE, YCTaHOBIEHHOM [IpaBUTEIHCTBOM
Poccuiickoit deneparumu.

(dactp 9 BBenena denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

10. IlpousBoauTenu JIEKapCTBEHHBIX CPEJCTB MOJYYAIOT COJEPXKAILIYIOCS B CHUCTEME MOHHMTOPHUHIA
JBUKCHHSI JIEKAPCTBCHHBIX MPETApaTOB ISl MEIUIIUHCKOTO MPUMEHEHUS HHPOPMAIINIO O CEpUSX M MapPTHSIX
JIEKapCTBEHHBIX TPENapaToB, MPOU3BOJAUMBIX UMHU M HaXOJAIIUXCS B TpakJaHCKOM obOopore B Poccuiickoii
denepannn, 6€3B03ME3THO.

(gactp 10 BBenena denepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

Koncynprantllotoc: npumeuanue.
Y. 11 ct. 67 Bcrynaer B cuiy ¢ 01.01.2020.
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11. 3a mpou3BOACTBO WX MPOJAXKY JEKAPCTBEHHBIX MPENapaToB AJIs MEIUIIMHCKOTO MPUMEHEHUs 0e3
HaHECEHHs CPEJICTB MICHTU(UKALIUY, C HAPYIIEHHEM YCTAaHOBIEHHOTO TOPSAKAa UX HAaHECEHWS, a TaKkke 3a
HECBOEBPEMEHHOE BHECEHHME JAaHHBIX B CUCTEMY MOHUTOPHUHIA JABUKEHUS JICKAPCTBEHHBIX NpPENapaTroB AJis
MEIUIIMHCKOTO TIPUMEHEHUs] WM BHECEHME B HEE HEAOCTOBEPHBIX [AHHBIX HOPHAWYECKHE JIUIA W
WHIMBHIyATbHBIC TIPEINPUHAMATEIH, YKa3aHHBIC B YacTAX 4 U 7 HACTOSAIIEH CTaThU, HECYT OTBETCTBEHHOCTD
B COOTBETCTBUHM C 3aKOHO1aTelIbcTBOM Poccuiickoit deneparium.

(uacts 11 BBenena deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoit dexepanuu BrpaBe YCTAaHOBUTh OCOOCHHOCTH BHEJPEHUS] CHCTEMBI
MOHUTOPHUHTA JBMKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEAULIMHCKOTO NMPUMEHEHUs, BKIIOYas CPOKU ee
BHE/IPEHUS, B OTHOLICHHWU JICKAPCTBEHHBIX IPEMApaToB IS MEIUIIMHCKOTO MPUMEHEHHS, BKIIOYCHHBIX B
MepevYeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEHININX JICKAPCTBEHHBIX MPEMapaToB, JEKapCTBEHHBIX MPENnapaToB,
IpefHa3HAYCHHBIX JUIS O0eCHedYeHus: JHL, OONbHBIX TreModuinedl, MyKOBHCIHMIO30M, T'HIIO(HU3apHBIM
HaHU3MOM, Ooyie3HbIO [omie, 3/I0KaYECTBEHHBHIMH HOBOOOPa30BaHHAMHU JMMQPOUIHOW, KPOBETBOPHOW W
POICTBEHHBIX MM TKaHEW, pacCEsIHHBIM CKJIEPO30M, JIMII MOCJE TPAHCIUIAHTALMU OPraHoB M (WJIM) TKaHEH,
WHBIX JICKAPCTBEHHBIX MPENApaTOB /Ui MEIUIIUHCKOTO IPUMEHEHUSI.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Naea 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPTAHU3AUWUU, OCYLLECTBNAOLWWUE OEATEJNIbHOCTb
MO OBPALLUEHUIO NNIEKAPCTBEHHbLIX CPEACTB
(BBeneHna denepanbHbM 3akoHOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHnyeHus, Hanaraemble NpU OCYLIECTBNEHUN OeATeNIbHOCTU B cdepe
obpalieHns nekapCcTBeHHbIX CpeaAcTB

1. Opr aHu3a1u, 3aHUMaromuecAa pa3pa60TK0171, MIPpOU3BOJACTBOM U (I/IJ'II/I) peanmauneﬁ JICKApCTBCHHBIX
npenaparoB AJid MCOAUIUHCKOI'O IMMPUMCHCHUSA, OpraHu3alvu, O6HaﬂaIOH_II/Ie npaBaM Ha HCIIOJIB30BaHUC
TOProBOoro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpriapara Ajd MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHUu3alvun
OIITOBOM TOProBJIW JICKAPCTBCHHBIMU CpPCACTBAMH, allTCYHBIC OpraHu3anuu (I/IX MNpEaACTAaBUTECIN, HWHBIC
(1)I/ISI/I‘I€CKI/Ie U IOPUIAUYCCKHUE JIMIA, OCYIICCTBIIAOIINE CBOKO ACATCIBHOCTE OT UMCHH 3THUX OpFaHHSaHHﬁ) B
OTHOIICHUHN MCONITMHCKHUX pa6OTHI/IKOB n pYKOBO,Z[I/ITeJIeﬁ MCAHMIIMHCKHNX OpFaHI/I3aI_[I/Iﬁ HC BIIpaBC:

1) Bpy4aThb MOJapKH, BBIIUIAYMBATH JCHEKHBIE CpEACTBA (3a HUCKIIOYEHHEM BO3HATrPaKICHUN IO
JIOTOBOPAM IIpU MPOBEJCHUN KIMHUYECKUX HMCCIECIOBAaHUMN JICKAPCTBEHHBIX IPENAPATOB I MEAULMHCKOIO
MIPUMEHEHHUS, BO3HATPaXK/ICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIULUHCKUM PaOOTHUKOM I€1aroru4ecKon
U (MJIM) HAay4YHOU JEeSATENIbHOCTH), B TOM UYHMCIIE OIIaYMBaTh Pa3BICUEHHUs, OTABIX, IPOE3]l K MECTY OTAbIXa, a
TaK)Ke IIPUBJIEKATH K YYaCTUIO B PAa3BJICKATEIbHBIX MEPOIPUATHUAX, IPOBOAUMBIX 3a CYET CBOUX CPENCTB;

2) 3aKJII049aTh COTJIAICHUS O HA3HAYCHUUN WJIM PECKOMCHIAAINHN IMTAIUCHTAaM JICKAPCTBCHHLIX IIPCIIapaToB
AJIE MCOAUIIUHCKOTO MMPUMCHCHHA (33 HUCKIIFOYCHUCM OOr0OBOPOB O MPOBCACHUU KIIMHHUYCCKUX HCCIIeI0BaHUM
JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/ISI);

3) mpenocTaBisATh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEAMIIMHCKOTO MPUMEHEHUS B IENSIX
BpYUYCHUS MalMeHTaM (32 MCKIIFOUCHUEM CJIydaceB, CBS3aHHBIX C MPOBEJCHUEM KIIMHUYCCKUX HCCIICIOBAHUN
JICKApCTBEHHBIX TPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHHUS);

4) mpenoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOJIHYI0 MH(MOPMAIIUIO O JIEKapCTBEHHBIX Mpenaparax JUls
MEUIIMHCKOTO IPUMEHEHMS,
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5) mocemate WX B pabodee BpeMs Ha pabOYMX MeCTaxX, 3a HUCKIIOYEHHEM CIyuyaeB, CBS3aHHBIX C
MPOBEACHUEM KIMHUYECKUX HUCCIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB IS MEAUIIMHCKOTO MPUMEHEHHUS, C
ydacTUEM B TIOPSAIKE, YCTAHOBJICHHOM pPYKOBOJIUTEIEM MEIUIIMHCKOW OpraHu3anud, B COOpaHHsIX
MEJIMIIMHCKUX Pa0OTHUKOB U MHBIX MEPONPHUATHUSIX, HAMPABIECHHBIX HA MOBBIIIEHNE UX MPO(PECCHOHATIBHOTO
YPOBHSI WJIM Ha MPEAO0CTaBlIeHHEe MHPOPMAIINH, CBA3aHHOW C OCYIIECTBIEHHEM MOHHMTOPHHTA 0€30MacHOCTH
JIEKapCTBEHHBIX IPENapaToB;

6) HO6y>KI[aTb K BBIIIUCBIBAHUIO JICKAPCTBCHHBIX IIPCIapaToB IAJId MCEAULIUMHCKOTO INPUMCHCHHA Ha
6J'IaHKaX, COACPpKaAIINX I/IH(I)OpMaI_II/IIO PCKIIAMHOT'0 XapaKTepa, a TaKKEC Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPLIX 3apaHCC HAIICUaATaHO HAMMCHOBAHUEC JICKAPCTBCHHOI'O IIpCriapaTta Ajid MEAUIMHCKOTO IIPUMCHCHU.

2. Opranusanuu, ykazaHHble B a03alle MepBoM 4acTh | HacToslled CTaTbH, U MX IMPEACTaBUTEIN B
OTHOIIEHUH (hapMalleBTHUECKUX paOOTHUKOB U PyKOBOJIUTENEH aNTeUHbIX OpraHU3alliii He BIIpaBe:

1) Bpy4daTh IOAapKHu, BEIIVIAYHMBATE ACHCKHBIC CPEACTBA, B TOM YHCJIC OIIJIaYWBATh Pa3BJICUCHUA, OTAbIX,
Impoe3a K MECTY OTAbIXa, U ITPUBJICKATb K YYACTHIO B PA3BJICKATCIIBHBIX MEPOIPUATUAX, IIPOBOJUMBIX 34 CHCT
CBOHUX CPCACTB,

2) nmpenocTaBiATh 00pa3Libl JEKAPCTBEHHBIX NIPENApaTOB /Il MEAULIMHCKOTIO IPUMEHEHUS AJIs BPYUEHUS
HACEJICHHUIO;

3) 3aK/II0YaTh COTJIAICHUA O MPEATIOKCHHUHN HACCIICHHUIO OIPCACIICHHBIX JICKAPCTBCHHBLIX IPCIIapaToOB
A1 MEAUITUHCKOT'O ITPUMCHCHUS

4) nmpenoCTaBIATh HEJOCTOBEPHYIO M (MJIM) HETIOJIHYI0 MH(MOPMAIIUIO O JIEKapCTBEHHBIX Mpenaparax JUls
MEIUIIMHCKOTO NPUMEHEHHs, B TOM 4YHCIE HMMEIOIIHUX OJMHAKOBOE MEXKIYHAapOJHOE HEMATEHTOBAaHHOE
HauMEHOBaHMUE.

CraTtba 67.2. TpeboBaHMA K OpraHM3aumm 1 NPoBeAeHUI0 Hay4YHbIX MEePONPUATUMN, UHbIX
MeponpuaTUA, HanpaBfieHHbIX Ha NOBbIWeEHUe NpPo¢ecCUoHaNbHOro YpoBHA MeAULMHCKUX
paboOTHMKOB uNM Ha npefocTtaBrieHMe UWHoOpMaLuMKU, CBA3AHHOW C OCYLUECTBIIEHUEM
MOHUTOpPUHra 6e30MNacHOCTU fieKapCTBEHHbIX NpenapaToB

1. Ilpy mpoBeneHMH HAY4YHBIX MEPOIPHUATUH, WHBIX MEPOIPUATHN, HANPABICHHBIX Ha ITOBBILICHHE
npoeccHoOHabHOTO  YPOBHSA ~MEAMIMHCKMX pa0OTHUKOB WJIM Ha MPEIOCTaBI€HUE CBS3aHHOM C
OCYILECTBJICHUEM MOHHUTOPHMHIA O€30IIaCHOCTH JIEKAPCTBEHHBIX IpernapaTroB MH(OpMAIMM, OpraHU3yeMbIX
OpraHu3alsIMM, YKa3aHHbIMU B a03aie nepBoM yactu 1 crathu 67.1 HacTosmero denepanbHOro 3aKoHa, UX
NpeaCTaBUTENAMU M (MJM) (UHAHCHPYEMBIX 3a CUET CPEJICTB 3TUX OpPraHU3alMil M MX MpencTaBUTENCH,
3alpellaeTcs MpernATCTBOBaTh YYaCTHIO B YKA3aHHBIX MEPOIPUATUAX HHBIX OpraHU3alldi, KOTOpPBIE
MPOU3BOJAT WM PEAIM3YIOT JIEKApCTBEHHBIC IIpenaparsl Uil MEIULHUHCKOTO IPUMEHEHUS CO CXOKHUM
MEXaHU3MOM (apMaKOJIOTHYECKOro NEHCTBUS, JIMOO CO3/1aBaTh JUCKPUMHHALIMOHHBIE YCIIOBUS Ul OIHHX
YYaCTHUKOB 110 CPABHEHMIO C IPYTMMH Y4aCTHUKAMM, & UMEHHO:

1) mpenocTaBisATh pa3nUYHOE KOJIMYECTBO BPEMEHM Ui BBICTYIJIEHUH YYaCTHUKOB, PA3JIMYHBIE IO
pasmepy 3aHMMaeMoOM IUIONAJAM MecTa JJs JIEMOHCTpAlMM 00pa3IoB JIEKApCTBEHHBIX MpenapaToB JUis
MEJMLIUHCKOrO NIPUMEHEHHUs] WU PEKIIAMHBIX MAaTEPUAJIOB O JIEKAPCTBEHHBIX IIpenaparax s MEAULMHCKOIO
IIPUMEHEHHsT HAa JKCIO3MLMUAX, CTEHAAX, 34 HMCKIOYEHUEM CJIydaeB, €CIM TaKHE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAILIEHUSIX ATHX OpraHu3alui, UX MpeAcTaBUTeNed O (UHAHCUPOBAHWHU YKa3aHHBIX MEPONPHUITHA U
00yCJIOBJIEHbI pa3IMYHBIMU 3aTpaTaMy YYaCTHUKOB Ha MX OPraHU3alMIo;
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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.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 06.06.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 18.07.2019
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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