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'maBa 1.00mue 0og0KeHust

POCCHUHUCKAS ®EJEPALIUSA
®EJIEPAJIbBHBIN 3AKOH

Ob OBPAIIEHUUA JIEKAPCTBEHHbLIX CPEACTB

(B pen. @enepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3 , or 11.10.2010 N 271-P3, ot
29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3, ot 25.06.2012 N 93-D3, ot 25.12.2012 N 262-
@3, or 02.07.2013 N 185-P3, or 25.11.2013 N 317-P3, ot 12.03.2014 N 33-P3, ot 22.10.2014
N 313-93, or 22.12.2014 N 429-D3 (pex. ot 13.07.2015), ot 08.03.2015 N 34-D3, or
29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, or 13.07.2015 N 241-®3, ot 13.07.2015 N
262-P3, ot 14.12.2015 N 374-P3, ot 29.12.2015 N 389-D3, ot 02.06.2016 N 163-D3, ot
03.07.2016 N 261-D3, ot 03.07.2016 N 305-P3, or 03.07.2016 N 350-P3, ot 29.07.2017 N
242-®3, ot 29.07.2017 N 278-P3, ot 28.12.2017 N 425-D3, ot 04.06.2018 N 140-D3, ot
28.11.2018 N 449-®3, or 27.12.2018 N 511-P3, ot 06.06.2019 N 134-P3, o1 26.07.2019 N
240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-PD3, ot 27.12.2019 N 475-D3, ot
27.12.2019 N 478-P3 ot 27.12.2019 N 481-P3, or 26.03.2020 N 67-P3, ot 01.04.2020 N 98-
D3, or 03.04.2020 N 105-P3, or 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, , ..., or
22.12.2020 N 444-@3, ot 11.06.2021 N 170-D3)cBepHYTHIIOKA3aTh BCE
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I'masa 1. OBIIIUE IHOJOXKXEHU S

Crarps 1. IIpenmeTt peryiupoBanusi HacTosimero MeaepajabHOr0
3aK0HAa



1. Hacrosuuin ®@enepanbHblii 3aKOH pPETYJIUPYET OTHOLICHHUS, BO3HUKAIOIIME B CBA3U C
oOpamieHueM -  pa3pabOTKOM,  JOKJIMHUYECKUMHM  HUCCIECNOBAaHHUSMHU,  KIMHUYECKUMU
HCCIIEOBAHUAMM, JKCIEPTU30M, TOCYJApCTBEHHOW pErucTpaiuen, co cCTaHAapTU3aluend u ¢
KOHTPOJIEM KauecTBa, MPOM3BOJCTBOM, H3TOTOBJICHUEM, XpPAaHEHHMEM, IEpPEBO3KOM, BBO3OM B
Poccuiickyro ®enepannto, BbIBO3oM u3 Poccuiickoii ®enepanuu, pekIaMon, OTILYCKOM,
peanu3auuel, mnepenaueidl, NPUMEHEHHEM, YHUUTOXKEHHMEM JIEKapCTBEHHBIX CPEACTB. (B pex.
®enepanbHoro 3akoHa or 06.12.2011 N 409-P3)

2. Hacrosimuit  ®denepaibHblii 3aKOH  YCTaHAaBIMBAaeT IPHOPUTET  TOCYAAPCTBEHHOI'O
perynupoBaHus 0e30MacHOCTH, KadecTBa M 3()()EKTHBHOCTH JIEKAPCTBEHHBIX CPEICTB HPU UX
oOpamenuu. (B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Crarbd 2. Cdepa npumeHeHust HacTosimero MeepajbHOI0 3aK0OHA

Hacrosmuii ®enepanbHplil 3aKOH IPUMEHSAETCS K OTHOLLIEHUSM, BO3HUKAIOIUM IIpU 00pallleHuu
JIEKapCTBEHHBIX CPelCTB Ha Tepputopun Poccuiickonn Penepanun.

Crartbs 3. 3aK0HOIATEILCTBO 00 00OPAILIEHUH JIEKAPCTBEHHbIX
CpeAcCTB

1. 3akoHomaTenbcTBO 00 OOpalieHUW JIEKAPCTBEHHBIX CPEICTB COCTOMT U3 HACTOSAIIETO
®denepalIbHOTO 3aKOHA, APYTHX (PeaepanbHbIX 3aKOHOB M MHBIX HOPMATHBHBIX MPABOBBIX aKTOB
Poccuiickoit ®enepaunu.

1.1. 3akoHonarenbcTBO 00 OOpallleHUH JIEKAPCTBEHHBIX CPEICTB B OTHOUIEHUM HOPUAMYECKUX
JWI] ¥ WHAWBUAYAIBHBIX MPEANPHHUMATENEH, OCYIIECTBISIONINX AESITeIbHOCTh HA TEPPUTOPHH
MEXIYHApPOJHOTO MEIUIIMHCKOTO  KJacTepa, MPHUMEHSETCS ¢ Y4YeTOM OCOOEHHOCTEH,
ycTaHOBJIEeHHbIX @DenepanbHbiM 3akoHOM "O MeXIyHapoOJHOM MEAMLIMHCKOM KJacTepe u
BHECEHUU HM3MEHEHHUI B OT/AENbHBIE 3aKOHONaTeNbHbIe akThl Poccuiickoit @eneparuu'. (B pen.
®enepanbHoro 3akoHa or 29.06.2015 N 160-93)

2. JleiictBue Hacrosimero @enepanbHOro0 3aKkOHAa pPACIpPOCTpaHseTcss Ha oOpalleHue
HApPKOTUYCCKHUX JICKAPCTBCHHBIX CPCACTB M IMNCUXOTPOIIHBIX JICKAPCTBCHHBLIX CPEACTB C YUCTOM
0COOEHHOCTEH, YCTaHOBIEHHBIX 3aKOHOAATeIbcTBOM Poccuiickoit denepanuu 0 HAPKOTUUECKUX
CpE/CTBaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKYPCOpPax.

3. [e#ictBue Hacrosmero @enepaqbHOrO 3akOHA paclpoCTpaHseTcss Ha oOpaleHue
paarodapmManeBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHozaTenbCcTBOM Poccuiickoit  @enepanun B obmacTu  olecrnedeHMsl  pagualliOHHON
0€30I1aCHOCTH.

4. Ecnun mexayHapoaHbeIM JoroBopoM Poccuiickoit @enepaiiun ycTaHOBIIEHBI WHBIE NPaBUIIA,
4eM Te, KOTOpPbIE IPELyCMOTPEHBI HacToAIUM DenepaibHbIM 3aKOHOM, IIPUMEHSIOTCS IIPABUIIA
MEXIyHapOIHOIO J0roBOpa.

4.1. PemeHuss MeXrocyJapCTBEHHBIX OpraHOB, NPHUHATbIE HA OCHOBAHMU IIOJOXKEHUN
MEXKIYHApOIHBIX 10roBopoB Poccuiickoit ®enepanuu B UX HCTOJKOBAHMM, IIPOTUBOpEYALLEM
Koncrurynuu Pocculickoii denepannu, He noanexar ucnoinHeHuto B Pocculickoit denepanuu.



Takoe mnporuBOopeune MOXKET OBbITh YCTAHOBJIEHO B IOPSAJKE, OMNPEAEICHHOM (eaepaibHbIM
KOHCTUTYIIMOHHBIM 3aKOHOM. (B pen. DenepanbHoro 3akoHa oT 08.12.2020 N 429-3)

5. B Poccuiickoit ®denepany B COOTBETCTBUM € MEXIyHapOAHBIMU Jorosopamu Poccuiickoin
®enepanuyn U (WIKM) HA OCHOBE NPHUHIIMIIA B3aUMHOCTH IPU3HAIOTCS Pe3ysbTaTbl KIMHUYECKUX
HCCJIEZIOBAaHU JIEKApCTBEHHBIX MpEnaparToB JUIsl MEIUIMHCKOTO IPUMEHEHUS, MPOBEICHHbIX 3a
npenenamu teppuropun Poccuiickonn @enepanuu.

Crarbs 4. OCHOBHBIC IOHATHS, MCIIOJIb3yeMbl¢ B HACTOSLLIEM
DenepaibHOM 3aKOHE

Jns ueneit Hacrosimiero @enepanbHOro 3aKOHA UCIOJIb3YIOTCS CIEAYIONINE OCHOBHbBIE TOHATHS:

1) nexkapcTBEHHBbIE CpPEACTBA - BELIECTBA WJIM UX KOMOMHAIMU, BCTYIAIOUIME B KOHTAKT C
OpraHU3MOM YEJIOBEKAa WM KMBOTHOI'O, IIPOHUKAIOIIKME B OPraHbl, TKAHU OpPraHU3Ma 4eJIOBEKa
WIHM >KMUBOTHOT'O, IIPUMEHsIEMbIE JUIsI MPO(UIAKTUKY, TUArHOCTUKHU (32 MCKIIOYEHUEM BELIECTB
WIM UX KOMOMHALMN, HE KOHTAKTUPYIOIIMX C OPraHU3MOM Y€JIOBEKa WJIM KUBOTHOIO), JIEYEHUS
3a0oneBaHus, peaOWIMTAlMM, [ COXPAHEHMs, IPEeJOTBpAIllEHUs MWJIM [pepbIBaHUSA
OEpeMEHHOCTH W TIOJY4YE€HHblE€ W3 KpPOBM, IUIa3Mbl KpOBH, W3 OpPraHOB, TKaHEH OpraHusma
YeJIOBEKA WM >KMBOTHOIO, PACTEHMM, MMHEPAJIOB METOJAaMU CHHTE3a WU C IPUMEHEHHUEM
Ouonormyeckux TexHomorui. K nexapcTBEHHBIM CpeACTBaM OTHOCATCS (hapMaleBTUYECKUE
CyOCTaHIIMU U JIEKAPCTBEHHBIE IIPENapaThl;

2) ¢gapmaneBTuyeckas cyOCTaHIUsS - JIEKAPCTBEHHOE CPEACTBO B BUJE OJHOTO MM HECKOJIBKHUX
oOyanaromux (GapMakoJIOrHUECKOW aKTUBHOCTBIO JACHCTBYIONIUX BEIIECTB BHE 3aBHCHUMOCTH OT
NPUPOIBI  TPOUCXOKJICHUS, KOTOPOE MpPEIHA3HAYCHO Uil TPOM3BOJCTBA, HW3TOTOBJICHUS
JICKApCTBEHHBIX MPEnaparoB u onpeneisiet ux 3hGekruBHOCT; (B pen. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

3) BCIIOMOI'aTCJIbHbIC  BCHICCTBA - BCIICCTBA HCOPTaHHUYCCKOr0 HWJIM  OPraHUYCCKOIO
MPOUCXOXKACHU, HCIIOJIB3YEMBIC B IIPOLECCE IIPOU3BOACTBA, HM3IOTOBJICHHA JICKAPCTBCHHBIX
npenaparoB A NpUuAaHuAa UM HGO6XO)II/IMI)IX (bI/I?:I/IKO—XI/IMI/IUICCKI/IX CBOﬁCTB;

4) nexkapcTBEHHBIE Ipemaparhl - JEKapCTBEHHBIE CPEACTBA B BHUAE JIEKapPCTBEHHBIX (OPM,
NpUMEHsIeMble JUIsl TPOPUIAKTUKY, AUATHOCTUKHU, JEUeHMs 3a00ieBaHMs, peaOuIuTaluu, s
COXpaHEHMUsI, IPEJOTBPAILEHHUS WIN IIPEepPbIBaHUS OEPEMEHHOCTH;

5) nexapcTBeHHas (hOpMa - COCTOSIHUE JIEKAPCTBEHHOTO Mpenapara, COOTBETCTBYIOIIEE CIiocodam
€ro BBEJCHUS W TPUMEHEHHS M O0ECIEYMBAIOIIEE JOCTH)KEHHE HEOOXOAUMOTO JICYeOHOTO

addekra;

5.1) nmo3upoBka - colep)KaHHE OJHOTO WM HECKOJIbKHMX JCHUCTBYIONIMX BEIIECTB B
KOJIMYCCTBCHHOM BLIPAKCHUU HAa CAUHHILY J03bl, WKW CIUHUILLY O6’beMa, WM ¢AUMHUIY MAacCChbl B
COOTBETCTBHHU C JIEKapCTBEHHOH (OpMOil OO i1 HEKOTOPHIX BUJOB JEKapCTBEHHBIX (popMm
KOJIMYECTBO BBICBOOOXKJIAEMOT0 M3 JIEKAPCTBEHHOM (OpMBI ACHCTBYIOLIErO BEIIECTBA 3a
eauHuily Bpemenw; (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pex. or 13.07.2015))

6) mnepeyeHb HKU3ZHEHHO HEOOXOJUMBIX M BWKHEHWIIMX JIEKAPCTBEHHBIX IIpernaparoB -
yrBepknaeMbii  IIpaButensctBoM  Poccuiickoit  @enepanuu  IepedeHb  JIEKAPCTBEHHBIX



npenaparoB i MCAUIUHCKOI'O IIPUMCHCHUS, O6CCHCIII/IBaIOHH/IX IIPUOPUTCTHLIC HOTpC6HOCTI/I
30paBOOXpAaHEHHs B IENIX NpOPUIAKTUKA U JIe4eHUs 3a00JeBaHW, B TOM YHCIE
npeoOnagalonux B CTPYKType 3aboneBaemoct B Poccuiickoin ®epepanuu; (B pen.
®enepanbHoro 3akoHa or 13.07.2020 N 206-D3)

6.1) opdanHble JEKapCTBEHHbIE MNpeMapaThl - JEKapCTBEHHbIC MpemnapaThl, MpeIHa3HAYCHHbIC
UCKJTFOUYUTENILHO JIUIsl IMAarHOCTHKU WJIM TATOTEHETHYECKOTO JIeUeHUsl (JICYCHUs, HAITPaBJICHHOTO
Ha MEXaHU3M pa3BUTHUs 3a00JeBaHus) penkux (opdaHHbIX) 3a0oneBanuii; (B pen. denepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6.2) Ouonoruveckue JeKapCTBEHHbIE IIpernaparhbl - JEKapCTBEHHbIE Ipenaparsl, AeHCTBYOLIEe
BEIIECTBO KOTOPHIX MPOM3BEICHO WM BBICICHO M3 OHONOTMYECKOr0 HMCTOYHHMKA M JUIs
OIpe/ieJIeHNs] CBOMCTB M KauyecTBa KOTOPBIX HEoOxonuMma KOMOMHAIMs OHOJOTMYECKHX U
GU3UKO-XMMUYECKHX MeTooB. K OuomornyeckuM JeKapcTBEHHBIM IIperaparaM OTHOCSATCS
MMMYHOOHOJIOTHYECKUE JIEKaPCTBEHHBIE MPENaparsl, JEKapCTBEHHbIE Ipenaparsl, MOJy4YeHHbIe
U3 KpOBW, IUIa3Mbl KPOBH YEJNOBEKa M JKMBOTHBIX (32 HCKJIIOYEHHEM IIEJIbHOH KpOBH),
OMOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE IMpenaparbl, TIE€HOTEpParneBTHYECKUE JIEKapCTBEHHBIE
npenapartsl; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

7) UMMMYHOOMOJIOTMYECKHME JIEKAapCTBEHHbIE IIpernaparbl - JIEKapCTBEHHbIE Ipenaparsl,
npeqHasHayeHHble JUIsi (OPMHUPOBAHUS AKTMBHOIO MWJM IIaCCUBHOIO MMMYHHTETa JIMOO
JUArHOCTUKM HaJM4YMs MMMYHUTETa WM JUarHOCTUKM CIEeHU(pUUECKOro IMpHOOPETEHHOIro
W3MEHEHUS  MMMYHOJOIMYECKOIrO0  OTBE€Ta  Ha  ajuleprusupyromue  Bemectsa. K
MMMYHOOHOJIOTMYECKUM JIEKAPCTBEHHBIM IIpernaparaM OTHOCATCS BaKLMHbI, aHATOKCHHBI,
TOKCHUHBI, CBIBOPOTKH, UMMYHOIJIOOYJIMHBI M ayjepressl; (B pen. denepaapbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. or 13.07.2015))

7.1) OHOTEXHOJOTMYECKHE JIEKapCTBEHHbIE IIpernaparbl - JIEKAPCTBEHHbIE Ipenaparsl,
IIPOU3BO/ICTBO KOTOPBIX OCYLIECTBIISIETCS C UCIOIB30BaHUEM OMOTEXHOJIIOTMYECKUX MPOLIECCOB U
MetooB (B ToM umcie JIHK-pekomMOMHAHTHOW TEXHOJIOTHHU, TEXHOJIOTHMH KOHTPOJIUPYEMOU
SKCIPECCUH T€HOB, KOJUPYIOIINX OMOJIOTMYECKH aKTHUBHBIE OEJIKU B IPOKAPUOTaX U SyKapHoTax,
BKJIIOYAss HW3MEHEHHbIE KJIETKM MIIEKONMTAIOUIUX), THOPUAOMHOIO MeTojJa M MeTona
MOHOKJIOHaJIbHBIX aHTuTelN; (B pen. deaepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pea. or

13.07.2015))

7.2) TreHoTepaneBTUYECKHE JICKAPCTBEHHbIE IIpernaparbl - JIEKApCTBEHHbIE IIpernaparsl,
(dapMmarieBTHUECKasi CyOCTaHLIMSA KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCIIOTOM
WIM BKJIIOYAET B ce0sl peKOMOMHAHTHYIO HYKJIEHHOBYIO KUCJIOTY, I1O3BOJISIOLIYIO OCYLIECTBIATH
peryaupoBaHue,  penapanuio, 3aMeHy, JoOaBleHHE WIM  YJaJIEHUE TIeHETHUYECKON
nocienoBarenbHoCTH; (B pen. DenepambHoro 3akoHa or 22.12.2014 N 429-®3 (pea. or

13.07.2015))

8) HapKOTUYECKHUE JEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE NpenapaTsl U (papManeBTHUECKHE
cyOCTaHLIMU, COAEPIKALIEe HAPKOTUUECKUE CPEACTBA U BKIIIOUEHHBIE B [lepedeHb HApKOTHUECKUX
CPEICTB, ICUXOTPOIHBIX BEILIECTB U UX MPEKypPCOPOB, MOMIEKAIUX KOHTPOI B Poccuiickoit
®denepanuu, B COOTBETCTBUM C 3aKOHOAATenbCcTBOM Pocculickoit denepannu, Mexx1yHapOAHBIMU
noroBopamu Poccuiickoit @enepannn, B ToM uucie EQWHON KOHBEHIIMEH O HApPKOTUYECKUX
cpenctBax 1961 rona;

9) ncuxoTponHble JeKapCTBEHHbIE CPEJICTBA - JIEKApCTBEHHBIE MpenapaTsl U (apMalieBTUUECKUE



CyOCTaHLIMM, COAEp)KalllMe IICUXOTPOIHbIE BellecTBa W  BKIOueHHble B [lepeueHn
HapKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, MOIEKALINX KOHTPOIIO B
Poccuiickoii ®enepanuu, B COOTBETCTBHM C 3aKOHOAATeslbcTBOM Poccuiickoit ®enepauuu,
MEXIYHAapoIHbIMU goroBopamu Poccuiickonn @enepanuu, B ToM uuciae KoHBeHIUEH o0
IICUXOTPOIHBIX BemecTax 1971 roxa;

10) papnodapmanieBTHYECKUE JIEKapCTBEHHBIE CPEACTBA - JIGKAPCTBEHHBIE CPENICTBA, KOTOPHIE
cojepkar B TOTOBOM JJIsi HCIIOJB30BaHHS (OpME OIMH PATUOHYKIHMI WJIH HECKOJIBKO
PaZMOHYKIUA0B (PagOaKTUBHBIX U30TOIIOB);

10.1) opuruHanbpHBIM JIEKAPCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM Impernapar ¢ HOBBIM
JNEUCTBYIOIMM BELIECTBOM, KOTOPBIM IEPBBIM 3aperucTpupoBad B Pocculickoit @enepanuu win
B MHOCTPAHHBIX TOCYylapcTBaXx HAa OCHOBAHWUU pE3YyJbTATOB JOKIMHUYECKHX HCCIEIOBAaHUIN
JIEKapCTBEHHBIX CPEACTB M KJIMHUYECKUX MCCJIEJOBAHUN JIEKApCTBEHHBIX IIPENaparos,
MOJTBEPKIAIOIIMX €ro KauecTBO, 3(pQPeKTUBHOCTh U Oe3omacHocTh; (B pea. denepanbHoro
3akoHa 0T 27.12.2019 N 475-D3)

11) pedepeHTHBII JEKapCTBEHHBIN Ipemapar - JIEKApCTBEHHBIM Ipemnapar, KOTOpbIH
UCHOJIB3YeTCs ISl OLIEHKM OWOAKBUBAICHTHOCTH WM TEPANeBTUYECKOM AKBUBAJIEHTHOCTH,
KauecTBa, 3(pQeKTUBHOCTH U 0€30I1aCHOCTH BOCIPOM3BEACHHOIO JIEKAPCTBEHHOIO IIperapara
uiau O6moananoroBoro (OMOMOAOOHOTO) JEKapCTBEHHOTro mpemnapara (Omoananora). B kauecte
pedepeHTHOro JIEKApCTBEHHOIO Npernapara Juisi MEIULUHCKOTO IMPUMEHEHUs HCIOJb3yeTCs
OpPUT'MHAJIBHBIN JIEKapCTBEHHbIN Ipenapar 100, eciau OpUrHHAIbHbBIN JI€KapCTBEHHBIH npenapar
HE 3aperucTpUpPOBaH WM HE HaXoauTcsi B 00opote B Poccuiickoit denepanvu U HE HAXOAUTCS B
00opoTe B MHOCTPAHHBIX T'OCYAApPCTBAaX, BOCIHPOMU3BENEHHBIM JIEKApCTBEHHBIM Ipernapar Wiu
OuoaHanoroBslii (OMOMONOOHBIN) JIEKAPCTBEHHBIM Ipenapar (OuoaHaIor), KOTOPBIA IEpBBIM
3aperucTpUpoOBaH M3 4YHClIa Haxomsmmxcs B obGopore B Poccuiickoit  denepanuu,
OMOSKBHBAJICHTHOCTh WM TEPAleBTUYECKAs SKBUBAJICHTHOCTb, KaueCTBO, Y(PPEKTUBHOCTH U
0€30I1aCHOCTh KOTOPOI'O OLIEHUBAINCH I10 OTHOIIEHHIO K OPUIMHAJIBHOMY JIEKAPCTBEHHOMY
mpernapary, a Takke KauecTBO, 3()(EKTHBHOCTh M 0€30MacHOCTh KOTOPOTO IMOATBEPKIAIOTCS
pesyabraTamMu  (apMakoHaa30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX  CPEICTB,
HaXOJMIIMUXCSl B TpakJaHCKOM O0OpOTE, YCTAHOBJIEHHBIM TpeOOBaHUSAM K HX KauecTBy. B
KauecTBe pe(epeHTHOro JeKapCTBEHHOrO Ipenapara Ui BETEpPUHAPHOTO IPUMEHEHUs
HCIIOIb3yeTCs JIeKapCTBEHHBIN npemnapar IS BETEPUHAPHOT'O pPUMEHEHUS,
3aperucTpupoBaHHblii B Poccuiickoil denepanyii Ha OCHOBAaHHUU PE3YJIBTAaTOB JOKJIMHHYECKHX
HCCIIEZIOBAaHUI JIEKAPCTBEHHBIX CPEJICTB M KIMHMYECKUX MCCJIENOBAHUM JIEKapCTBEHHBIX
IIpernaparoB, IOATBEPXKIAIOIIUX €ro KauyecTBO, 3(PQEKTUBHOCTb U 0€30MacHOCTb; (B pel.
®enepanbHoro 3akoHa or 27.12.2019 N 475-93)

12) BOCHpOM3BENECHHBIN JIEKAPCTBEHHBIM Ipemapar - JIEKAapCTBEHHBINM Ipemnapar s
MEIUIIMHCKOTO TPUMEHEHHsI, KOTOPbIii MMEeeT SKBUBAJIICHTHBIH pe)epeHTHOMY JIEKapCTBEHHOMY
Mpernapary KaueCTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTAaB JEWCTBYIOIIMX BELIECTB B
SKBUBAJICHTHON JIEKAPCTBEHHON (opme, JUOO0 JEeKAapCTBEHHBIM Tpernapar Uisi BETEPUHAPHOTO
NIPUMEHEHUs, KOTOPbI HMEEeT TaKhe K€, 4TO U peQepeHTHBIH JIeKapCTBEHHBIH Ipernapar,
KaYECTBEHHBI COCTAaB W KOJMYECTBEHHBIM COCTAB JACWCTBYIOIIMX BEIIECTB B TakKOW ke
JIEKapCTBEHHOU (opMe, OMOAKBUBAIEHTHOCTh WM TepaleBTUYECKasi SKBUBAJEHTHOCTh KOTOPBIX
COOTBETCTBYIOLIEMY pedepeHTHOMY JIEKaPCTBEHHOMY npenapary MIOATBEPKACHA
COOTBETCTBYIOIIMMU HcclieoBanusMy; (B pen. denepansroro 3akona oT 27.12.2019 N 475-D3)




12.1) TtepameBTHYECKas OSKBUBAJIEHTHOCTb JIEKAPCTBEHHBIX IIPENapaTtoB - JOCTH)KEHUE
KJIMHUYECKU COIMOCTAaBUMBIX TepaneBTH4eckoro 3¢ddexra m mnokazarenedt 3ddekTuBHOCTH U
0€30I1aCHOCTH P PUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOIO IPUMEHEHUS,
HMMEIOUINX OJHO MEXIYHapOJHOE HENaTeHTOBAHHOE (WJIM XUMHYECKOE, WM TPYIIUPOBOYHOE)
HAaUMEHOBAHUE, B SKBUBAJICHTHBIX JIO3UPOBKAX 10 OJIHUM U TEM XK€ MOKa3aHUAM K IPUMEHEHUIO
M TpU OJMHAKOBOM CIIOCOOE BBEIEHUS y OJHOM M TOW >K€ Tpynmbl OONbHBIX; (B pem.
®enepanbpHoOro 3akoHa or 27.12.2019 N 475-93)

12.2) GuoananoroBbiii (01ON000HKII) JIeKapCTBEHHBIH Mpenapar (0MoaHanor) - OMOJIOr HIeCKU
JIEKapCTBEHHBIN Mpernapar, CX0XKHI 1o HmapaMeTpaM KadecTBa, YP(PEKTUBHOCTH U OE30MaCHOCTH
C pedepeHTHbIM OHOJIOrMYECKUM JIEKAPCTBEHHBIM IPENaparoM B TaKOM JK€ JIEKapCTBEHHOM
dbopMe ¥ HMEIOIMK MASHTUYHBIA croco0 BBeneHus; (B pea. denepanpbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

12.3) B3aumo3aMeHsieMbli JIeKapCTBEHHBIN Mpenapar - JIEKAPCTBEHHBIN Ipenapar ¢ JOKa3aHHON
TEpareBTUYECKOW IKBUBAJIEHTHOCTHIO UM OMO3KBHUBAJIEHTHOCTHIO B OTHOIIEHUHU pe(EpPEeHTHOrO
JIEKapCTBEHHOI'O Ipernapara, HMMEIOIIMI HSKBHUBAJIEHTHbIE €My KaueCTBEHHBI COCTaB M
KOJIMYECTBEHHBIM COCTaB JIUCTBYIOLUX BEIECTB, COCTAaB BCIIOMOraTejbHbIX BEILECTB,
nekapcTBeHHy0 (opMy u criocoO BBeneHus; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-93 (pen. ot 13.07.2015))

12.4) OMOSKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX IPENaparoB - JOCTH)KEHUE COINOCTaBUMBIX
MOoKa3aTejael CKOPOCTH BCAChIBAHUS, CTENEHU MOCTYIUICHUS K MECTy JIEHCTBUS U CKOPOCTH
BBIBE/ICHUSl OJHOIO MJIM HECKOJIbKUX oOOnajaroummx (apMakoIOru4eckol aKTUBHOCTBIO
JEUCTBYIOIMUX BELIECTB NpPU NPUMEHEHUM JIEKAPCTBEHHBIX IPENaparoB JUIsl MEAULUHCKOIO
NPUMEHEHHUs, MMEIOLMX OJHO MEXAYHApOJHOE HEMAaTeHTOBAaHHOE (MM XUMHMUYECKOe, WIIU
IpYIIUPOBOYHOE) HAMMEHOBAHUE, B AKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCO0OE
BBeneHMs; (B pen. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTENIBHOE ChIPhE - CBEKHME WIIM BBICYIIIEHHBIE PACTeHHsI JTUO0 UX YacCTH,
WCIIOIB3yEeMbIC JIIsl TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OPraHU3alUsIMHU - IPOU3BOTUTEIISIMU
JICKAPCTBCHHLIX  CPCACTB WK WU3TOTOBJICHUSA  JICKAPCTBCHHLIX IMPCIapaToB allTCUYHBIMU
opraHusanusmuy, BCTCPUHAPHBIMU aAlITCUYHbIMHU OpraHu3aluvsaMu, HHIANBUAYAJIbHBIMU
npeaAnpuHUMaTeIIsIMiU, UMCIOIIUMUA JIMIICH3WUIO Ha (bapMaHeBTI/I‘ICCKYIO ACATCIIBbHOCTD,

14) nexapcTBEHHBIH PaCTUTENBHBIN Mpenapar - JIEKApCTBEHHBIN Ipenapar, Npou3BeIeHHbIH WK
WU3TOTOBJICHHBIN U3 OJHOIO BHUJIA JIEKAPCTBEHHOT'O PACTUTEIBHOIO ChIPbs WM HECKOIBKUX BUJIOB
Takoro ChIpbsl U peATU3yeMblii B pacacoBaHHOM BHJE BO BTOPUYHOM (IIOTPEOUTENHCKOM)
YIaKOBKE;

15) romeonarnueckuii JeKapCTBEHHBIN Ipernapar - JIEKApCTBEHHBIM Ipenapar, Npou3BeIeHHbIN
WJIM M3TOTOBJICHHBIN U3 (hapManeBTHUECKO cyOCTaHIMU WK (papMareBTHYeCKUX CyOCTaHIUi B
COOTBETCTBMM C TpeOOBaHUSIMU OOIMX (apMakolneWHbIX cTareil K TIOMeonaTn4ecKuM
JIEKapCTBEHHBIM IpenaparaM WIM B COOTBETCTBUM C TpeOOBaHUSAMHU (apMaKkonen CTpaHbl
IIPOM3BOAMTENS TaKOroO JIEKAPCTBEHHOro Ipenapara; (B pea. DenepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

16) MexayHapoAgHOE HENaTeHTOBAaHHOE HAaWMEHOBAaHUE JIEKAPCTBEHHOIO CpEACTBA -
HAaUMEHOBAaHUE JICMCTBYIOIIEro BEIIECTBAa (papMalleBTUUECKON CyOCTAHLIMH, PEKOMEH]IOBAHHOE
BcemupHoii opranuzamnueil 3apaBooxpaHenus; (B pea. denepanbHoro 3akoHa or 22.12.2014 N




429-®3 (pex. ot 13.07.2015))

17) ToproBoe HaMMEHOBaHME JIEKAPCTBEHHOIO CPEJICTBA - HAMMEHOBAHUE JIEKAPCTBEHHOI'O
CpE€/ACTBA, IPUCBOEHHOE €ro pa3pabOoTUMKOM, JAEpKaTesieM WIM BIaJENblEM PerucTpanoHHOIO
yIAOCTOBEpPEHUS JIEKapCTBEHHOro mpenapara; (B pea. denepanbHoro 3akona or 22.12.2014 N
429-93 (pen. ot 13.07.2015))

17.1) rpynnupoBOYHOE HAMMEHOBaHHME JIEKAPCTBEHHOIO TIpermapara - HauMEHOBaHHE
JIEKapCTBEHHOT'O Tperapara, He UMEIOIIEro MeKAyHapOIHOTO HEMaTeHTOBAHHOTO HAUMEHOBAHHS,
HIIN KOM6I/IHaLII/II/I JICKAPCTBCHHLIX IIPCIaparoB, HCIIOIbB3YEMOC B LECJIAX 06'LCJII/IHCHI/ISI nx B
TpyINy MO €AUHBIM HaMMEHOBAaHHEM HCXOAS M3 OJMHAKOBOT'O COCTaBa JCHCTBYIONIUX BEIIECTB;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

18) obmas ¢dapmakoneliHass cTaTbss - JIOKYMEHT, YTBEP)KICHHbIH YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM MCIOJIHUTENBHON BIACTH W COJEP)KALIUMN TMepeyeHb IoKaszaresei
KauectBa M (WIM) METONOB KOHTPOJISl KayecTBa KOHKPETHOM JIeKapCTBEHHOH (opMBl,
JICKAPCTBEHHOTO  PACTUTENBHOTO  CHIPbS, ONHCAHUS OWOJOrMYECKHX, OWOXMMHUYECKHUX,
MHUKPOOHOTIOTHUECKUX, (PU3MKO-XUMHUUECKUX, (HU3MUYECKHX, XUMUYECKUX U JPYyTrUX METOAOB
aHaJIM3a JIEKAPCTBEHHOTO CPE/ICTBA, a TAaK)Ke TPeOOBaHUS K UCIOJIb3YEMBIM B LIEJISIX IPOBEICHUS
JAHHOT'O aHaJlM3a PeakTHBaM, TUTPOBAHHBIM pacTBOpaM, MHAMKaTopaMm; (B pen. denepanbHoOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

19) ¢dapmakoneiiHas crathsi - JOKYMEHT, YTBEP)KACHHBIH YIOJHOMOUYEHHBIM (eaepaabHbIM
OpPraHOM MCIIOJIHUTEJILHOM BJIACTH M COAEpIKaIllMil MepedeHb MoKa3aTeeil kauecTBa U METO/I0B
KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO CPeACTBa; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N
429-93 (pen. ot 13.07.2015))

19.1) cranaptHble 00pa31bl - BELECTBA, IOCPEACTBOM CPAaBHEHUS C KOTOPBIMU OCYIIIECTBISETCS
KOHTPOJIb Ka4eCTBa MCCIIEIYyEMBbIX JIEKAPCTBEHHBIX CPEACTB C MOMOIIBI0 (PH3UKO-XUMHUUECKUX U
OMOJIOTMYECKUX METOOB B IIESAX MOATBEPXKACHHUS COOTBETCTBHUS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSIM  HOPMATHBHOM  JOKYMEHTAIlMHM, YCTAHOBJIEHHBIM TPH  OCYIIECTBICHHH
TOCYJJapCTBEHHOW PpErucTpaly, W KOTOpble NPUMEHSIOTCS Ui KaJHOpOBKM CTaHIAPTHBIX
00pa3LoB MPOU3BOJUTENS JEKAPCTBEHHBIX CPEICTB, UCIOJIB3YEMBIX Ul KOHTPOJS KauecTBa U
UHBIX LieJedl npu oOpallleHUM JIeKapCTBEHHBbIX cpelcTB; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

19.2) ¢dapmakonelinplii cTaHAApTHBIA 00pasel - CTaHIAapTHBIA oOpa3el, MPOU3BEACHHBIN B
COOTBETCTBHHU € (hapMakomneiHoi crarselt; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

20) HOpMmaTHBHAas JOKYMEHTAlUsi - JOKYMEHT, COAEp)KalUi IepedeHb OIpeesIseMbIX I10
pe3ynbTaTaM COOTBETCTBYIOIIMX OKCIIEPTU3 IOKa3aTeledl KadecTBa JIEKAPCTBEHHOIO CPENCTBa
JUIE MEIMLMHCKOIO MPUMEHEHHs, METOJ0B KOHTpOJIS €ro KadecTBa M YCTaHOBJIEHHBIN €ero
IIPOU3BOIUTENIEM;

21) HOpPMaTHBHBIH JIOKYMEHT - JIOKYMEHT, COJAEp)Kalluil IepeyeHb ONpeAesieMbIX 10
pe3yabraTaM COOTBETCTBYIOIIMX 3KCIEPTU3 IOKas3areneld KayecTBa M (MJIM) METOAOB KOHTPOIS
KauecTBa  JIEKAPCTBEHHOHM  (GOpMbI,  ONMUCAaHUS  OMOJIOTHYECKUX,  OMOXMMHYECKHX,

MUKpPOOHOIOrHYECKUX, (PU3UKO-XUMUYECKHX, (PU3MYECKUX, XUMHYECKUX M APYTUX METOI0B
aHajlu3a JICKQpCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHMs, TpeOOBaHUS K



HCIIOIB3YEMBIM B LIEJIAX IIPOBEACHUA NAHHOIO aHAIM3a PEaKTUBaM, TUTPOBAHHBIM pacTBOpaM,
HMH]JIMKAaTOpaM U YCTAHOBJICHHBIN €r0 IIPOU3BOIUTEIIEM;

21.1) oOmuii TEXHUYECKUH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHallOB, COCTOSIIMNA M3
HECKOJIIbKMX pa3leioB - JIOKYMEHTAlMd aJIMUHUCTPAaTHUBHOIO XapakTepa, XUMHUYECKOH,
(dapmaneBTHUECKON U OH0JIOrHYeCKON JIOKYMEHTALIUH, (hapMakoI0ruuecKoi,
TOKCUKOJIOTMYECKOW  JOKYMEHTAlUH, KIMHUYECKOW JOKYMEHTAalUM M  IPEACTaBISAEMbIN
OJTHOBPEMEHHO C 3asiBJIEHUEM O TOCYJapCTBEHHOW pErucTpalyy JeKapCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO TpPUMEHEHUs B (QopMare, yCTAaHOBIEHHOM YIIOJHOMOYEHHBIM (eaepaabHbIM
OpPraHOM MCIIONHUTENLHON BiacTy; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen.

or 13.07.2015))

22) KaueCcTBO JIEKAPCTBEHHOT'O CPEJCTBA - COOTBETCTBHE JIEKAPCTBEHHOT'O CPEJCTBA TPEOOBAHUSIM
(dapmakoneiiHo cTaTbu JMOO B Cily4ae €€ OTCYTCTBUS HOPMAaTHUBHOW JOKYMEHTAlUU WU
HOPMAaTHBHOT'O JJOKyMEHTA;

23) 06e30macHOCTb JIEKAPCTBEHHOTO CPEICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOT'O CPENCTBA,
OCHOBaHHasl Ha CPAaBHHUTEJIBHOM aHaM3e ero 3(Pp(EeKTHBHOCTHM W pHUCKAa NPUYUHEHHS Bpeaa
3J0POBBIO;

24) 3(ppeKTUBHOCTD JIEKAPCTBEHHOT'O Ipernapara - XapaKTepUCTUKA CTENEHU IOJIO0XKHUTEIbHOIO
BJIMSIHUSL JIEKAPCTBEHHOrO IIpernapara Ha TeYeHHe, IPOJOJKUTEIbHOCTh 3a00J€BaHUs UM €ro
NpEeJOTBpAlllEeHUue, peadWINTalulo, Ha COXpaHEHHWE, IPEJOTBpAlllEHuEe WIH IpepblBaHUE
OepeMEeHHOCTH;

25) cepus JIeKapCTBEHHOTO CPEACTBA - KOJTMYECTBO JIEKAPCTBEHHOT'O CPENICTBA, IPOU3BEACHHOE B
pe3ynbTaTe OHOr0 TeXHOIOTMYECKOTO IIMKIIA €T0 MPOU3BOIUTEIIEM;

26)  perucTpallMOHHOE  YIOCTOBEpEHHE  JIEKApCTBEHHOro  Mpemapara -  JOKYMEHT,
MOJTBEPKIAIONINHN (aKT roCyIapCTBEHHON PEerucTpaliy JeKapCTBEHHOTO penapara;

26.1) nepskarenb WK Biajesel] perucTpallMOHHOrO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara
- pa3pabOTUYMK JEKAPCTBEHHOIO CPECTBA, MPOM3BOIUTEND JIEKAPCTBEHHBIX CPEICTB WM MHOE
IOpUIMYECKOe JIMIIO, OONajaroliee IMPaBOM BIAAEHUS PETHCTPALMOHHBIM YIOCTOBEPEHUEM,
KOTOpBIE HECYT OTBETCTBEHHOCTD 3a KaueCTBO, 3((PEKTUBHOCTh M O€30MaCHOCTh JIEKapCTBEHHOTO
npemnapara; (B pen. PenepaibHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

27) perucTpallMOHHBIH HOMEp - KOIOBO€ O0O3HAaY€HUE, IMPUCBOCHHOE JIEKAPCTBEHHOMY
npenapary Mnpu ero rocy1apcTBEHHOM perucTpaiuu;

28) oOpaieHue JEeKapCTBEHHBIX CPEACTB - pa3padoTKa, TOKIMHUYECKHE HWCCIeOBaHUs,
KJIMHUYECKUE HWCCIIENOBaHUs, SKCIEPTH3a, rOCYIapCTBEHHAs PETUCTpallMs, CTaHAapTH3aLUs U
KOHTPOJIb KauecTBa, MPOU3BOJCTBO, M3TOTOBIEHHE, XpaHEHUE, IIepeBO3Ka, BBO3 B Poccuiickyro
O®epnepanuto, BbIBO3 K3 Poccuiickoit ®Denepauuu, pekiiama, OTIYCK, peanu3auus, Iepenaya,
MPUMEHEHNE, YHUYTOKEHHUE JIEKApCTBEHHBIX cpeAcTB; (B pen. dDeaepaibHOro 3akoHa OT
06.12.2011 N 409-®3)

29) cyObekThl O0OpallleHusl JIEKapCTBEHHBIX CPEACTB - (U3MYECKHe JIMLa, B TOM 4YHUCIIE
UHMBUIyalbHbIE MPEANPUHUMATENN, U IOPUIUYECKUE JIUIA, OCYIIECTBIISIOIINE AEATEIbHOCTh
IIpU 0OpallleHUH JIEKAPCTBEHHBIX CPE/ICTB;



30) pa3paboTUMK JEKapCTBEHHOI'O CpEACTBa - OpraHu3anus, oOmajnaronias MpaBaMd Ha
pe3yabpTaThl  JOKIMHUYECKHX  HWCCIICAOBAHUI  JIEKAPCTBEHHOTO  CPEACTBA, KIMHUYECKHX
UCCIIeIOBaHUM JIEKapCTBEHHOro Tmpemapara W (WIM) Ha TEXHOJOTHIO IPOU3BOJCTBA
JIEKapCTBEHHOTO cpeacTBa; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

31) nmpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - NEATEIHLHOCTH MO MPOU3BOACTBY JIEKAPCTBEHHBIX
CPEICTB OpraHu3alUs MU - TPOU3BOJUTENSMHU JIEKAPCTBEHHBIX CPEICTB HAa OJIHOW CTaauH,
HECKOJIbKMX HJIM BCEX CTAAUAX TEXHOJOIMYECKOIOo IIpolecca, a TakKe II0 XPaHEHHUI0 U
peanu3aury IPOU3BEACHHBIX JEKAPCTBEHHBIX CPENCTB;

31.1) nOpou3BOACTBEHHAs IUIOUIAJKA - TEPPUTOPHAILHO  OOOCOOIEHHBIA  KOMILIEKC
MMPOU3BOAUTECIIA JICKAPCTBCHHBLIX CPEICTB, HpeI[HaSHa‘leHHblf/'I U BBIIIOJIHCHUS BCCTO ITpoLECCa
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB WM €ro OmpeAesaeHHol cranuu; (B pen. denepaabHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

32) npou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB - OpraHU3alUsl, OCYIIECTBIIAIONIAsI MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPENICTB B COOTBETCTBUU C TPEOOBaHUSIMH HacTosiiero deaepaibHOro 3aKOHa;

33) dapmareBTHYECKAs AEATENBHOCTD - IEATEIbHOCTh, BKIIIOUAIONIasi B c€0sl ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU CPEJICTBAMM, MX XpaHEHHE, NEepeBO3Ky MU (WJIM) PO3HUYHYIO TOPrOBIIIO
JIEKapCTBEHHBIMHU IIPENapaTaMu, B TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, MX OTIYCK, XpaHEHHE,
NIEPEBO3KY, H3rOTOBJIEHME JIEKAPCTBEHHBIX IpenaparoB; (B pel. dDenepanbHOro 3akoHa OT
03.04.2020 N 105-93)

34) opraHuzanus ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU CpEICTBAMHM - OpraHu3anus,
OCYILECTBIISIONIAs ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEJICTBAMM, UX XpaHEHUE, IIEPEBO3KY
B COOTBETCTBHUU C TpeOOBaHUSIMU HacTosIiero deaepaabHOro 3aKoHa;

35) amnTeuHass OpraHu3aNMs - OpraHW3alMs, CTPYKTYPHOE TOJPA3JCIICHUE MEIUITMHCKOM
OpraHM3aIlMU, OCYIIECTBIISIFOIINE POZHUYHYIO TOPTOBIIO JICKAPCTBECHHBIMH MpENapaTraMu, B TOM
YUCJIC JUCTAaHIITMOHHBIM CHOCO6OM, XPaHCHUC, IIEPEBO3KY, HU3rOTOBJICHUEC n OTITYCK
JICKAPCTBCHHLIX IIPCHapaToB AJisl MECAUIMUHCKOTO NPUMCHCHHA B COOTBETCTBUHA C TpC6OBaHI/IHMI/I
Hacrosiero deaepanpHoro 3akoHa; (B pea. denepanbubix 3akoHoB oT 25.11.2013 N 317-D3, ot
03.04.2020 N 105-®3)

36) BerepuHapHas anTeyHas OpraHU3alUs - OpraHu3alus, CTPYKTYpHOE NOJpa3JielieHue
BETEPUHAPHON OpraHu3alii, OCYUIECTBISIONIME PO3HUYHYID TOPIOBIIO JIEKAPCTBEHHBIMU
npenaparamMi, B TOM YHUCJIC AUCTAHIIMOHHBIM CHOCO6OM, XpaHCHHUEC, U3rOTOBJICHHUC WU OTIIYCK
JICKAPCTBCHHBLIX IIPCIIAPaTOB AJII BETCPHUHAPHOI'O MPUMEHCHUSA B COOTBETCTBUMU C Tpe6OBaHI/I$IMI/I
Hacrosero @enepanbHoro 3akoHa; (B pen. @enepanbaoro 3akoHa ot 03.04.2020 N 105-D3)

37) ¢danscudunMpoBaHHOE  JIGKAPCTBEHHOE  CPEICTBO -  JIGKAPCTBEHHOE  CPENCTBO,
COMPOBOXKJaeMO€ JIOKHON MHpOpMaLiel 0 ero cocTaBe U (M) TPOU3BOAUTENE;

38) HemoOpoKayeCTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CpPEICTBO, HE
COOTBETCTByIOIIEE TpeOoBaHUSIM (apMakoNeHOW cTaTbu JUOO B Ciydae €€ OTCYyTCTBHS
TpeOOBaHUSIM HOPMATUBHON JJOKYMEHTALMN UM HOPMATUBHOI'O IOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOZsIIeecs B
000poTe ¢ HapyIIeHHEeM I'PaKJAHCKOTO 3aKOHOIAaTeIbCTBA;



40) [OKIMHUYECKOE  MCCIENOBAaHUE  JIEKAPCTBEHHOIO  CpPEACTBAa -  OMOJIOTHYECKHE,
MHUKPOOHOJIOTHUECKHE, HMMYHOJIOTHYECKHE, TOKCHUKOJIIOTHYECKUe,  (papMakolorudeckue,
¢usuueckne, XWMUYECKHE U JpyrHe HCCICAOBAaHMUS JIEKAPCTBEHHOIO CpEICTBA IyTEM
MPUMEHEHUs HAYYHBIX METOIOB OLEHOK B IIEJSIX MOJYYEHHs JOKa3aTelIbCTB OE30MacHOCTH,
KauecTBa U 3(p(hEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA;

4]) KIMHUYECKOE MCCIEOBAHUE JIEKAPCTBEHHOIO IIpernapara - H3yueHHe AWarHOCTUYECKHX,
Je4eOHbIX, MPO(PUIAKTUUECKUX, (ApMAKOJIOIMUECKUX CBOMCTB JIEKApCTBEHHOIO IIpernapara B
Ipolecce €ro MPUMEHEHUs y YeNOBeKa, >KMBOTHOTO, B TOM 4YHCJE IPOLIECCOB BCACBHIBAHUS,
pacnpeneneHus, U3MEHEHHUsI U BbIBEIICHUs, IIyTeM NPUMEHEHHs HayyHbIX METOJOB OLEHOK B
LeJsIX MOJTy4eHHs JI0Ka3aTesIbCTB O€30IIaCHOCTH, KauecTBa U 3(P(PEKTUBHOCTH JEKApCTBEHHOIO
Ipernapara, JaHHBIX O HeXeJaTeJIbHbIX peaklusX OpraHu3Ma 4YelloBeKa, >XUBOTHOIO Ha
NPUMEHEHUE JIEKapCTBEHHOIo npemnapara U o0 3¢¢exTe ero B3auMOACUCTBUA C JIPYyTUMHU
JIeKapCTBEHHBIMHU IIperapaTtaMu U (WIK) MUILIEBbIMU IPOAYKTaMH, KOpMaMH;

42) MHOTOLIGHTPOBOE KIMHHUYECKOE HCCJENOBaHHWE JIGKAPCTBEHHOIrO Iperapara  Jyis
MEJUIIMHCKOTO TPUMEHEHHUS - KJIMHHYECKOE HCCIIeOBAaHME JIEKAPCTBEHHOIO Ipernapara s
MCIUIMHCKOI'O ITPUMCHCHUA, IIPOBOJAUMOC paBpa6OT'-II/IKOM JICKapCTBCHHOI'O IIpCIiapaTra B ABYX U
Ooee MCIUIUMHCKUX OpraHu3alugax 110 CAWMHOMY IIPOTOKOJY KIMHHUYCCKOTO HCCICAOBAHUA
JIEKapCTBEHHOIO IIPernapara;

43) MeXIyHapOJHOE MHOIOIIEHTPOBOE KIMHUYECKOE MCCIIEOBAHHE JIEKAPCTBEHHOrO Iperapara
JUTSE METUITUTHCKOTO TTPUMEHEHUS - KIIMHUYECKOe MCCIISIOBaHNE JIEKAPCTBEHHOTO Iperapara Jijis
MEIUIIMHCKOTO TPUMEHEHUS, TPOBOAMMOE pPa3pabOTUMKOM JICKAPCTBEHHOIO IIperapara B
pa3IMYHBIX CTPaHax IO EIMHOMY IPOTOKOJY KIMHUYECKOTO HCCISIOBAHUS JIEKAPCTBEHHOTO
npemnapara;

44) nDoCTperucTpalMOHHOE KIMHUYECKOE HCCIIENOBAaHUE JIEKApCTBEHHOIO npenapara ajs
MEIULUHCKOIO TNPUMEHEHUs - KIMHHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOrO Ipernapara s
MEIULUHCKOIO HPHUMEHEHHS, IPOBOAMMOE IMPOU3BOJAUTEIEM JIEKAPCTBEHHOrO Ipernapara,
IpaX/JIaHCKUH 000pOT KOTOPOrO OCYILIECTBIISAETCS IOCIE TOCYIapCTBEHHOW perucrpaunuu, B
LEJIX JIOTOJIHUTEIBHOTO0 cOopa JaHHBIX O €ro 0e30macHOCTH M d()(HEKTUBHOCTH, PACIIHMPEHUS
NOKa3aHUM K MPUMEHEHUIO JIaHHOTO JICKApCTBEHHOIO IIpernapara, a TakyKe BbISBICHUS
HEXEJIaTeNIbHBIX PEaKUi aMEHTOB HA €ro JACICTBUE;

45) wuccinenoBaHue OMOAKBHUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara - BUJ KIMHUYECKOTO
WCCIIeIOBaHUs JIEKapCTBEHHOTO IMpenapara, MpOBEICHHE KOTOPOTO OCYIIECTBISETCS s
OIPENETICHNsI CKOPOCTH BCACBIBAaHUS M BBIBEACHUS OIHOTO WM HECKOIBKUX OONaJaromux
(bapMaKoIOruyecKoil AaKTUBHOCTHIO JCHUCTBYIOIIMX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO
npernapara, JOCTHTaloIIero CHCTEMHOTO KPOBOTOKA, M PE3YJIBTaThl KOTOPOTO MO3BOJISIOT CleNaTh
BBIBOA O OMODKBUBAJEHTHOCTH BOCHPOM3BEICHHOIO JIGKAPCTBEHHOTO Ipemapara B
OIPEAETICHHBIX JIEKAPCTBEHHON (opMe M T03MPOBKE, COOTBETCTBYIOIIMX (hOpME U JO3UPOBKE
pedepenTHOro NekapcTBeHHOro npenapara; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

46) wuccienoBaHUE TEPANEBTUYECKOM HSKBUBAJCHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BUJ
KJIMHAYECKOTO  HWCCIEJOBAaHMs  JICKAPCTBEHHBIX  IpENaparoB, IPOBEACHHE  KOTOPOTO
OCYLIECTBISIETCA  JUI  BBISBICHHS ONMHAKOBBIX CBOWCTB JIGKAPCTBEHHBIX IIpENaparoB
OTNPENETICHHOW JIEKapCTBEHHOM (OpPMBI, a TakkKe HaJu4Ms OIMHAKOBBIX IIOKa3arenei



Oe3omacHOCTH M 3(P(EKTUBHOCTH JIEKAPCTBEHHBIX IPENApPaToB, OJMHAKOBBIX KIMHUYECKUX
3 (PEeKTOB MPH UX NPUMEHEHUH;

47) mpOTOKOJ KIIMHUYECKOTO MCCIICAOBAaHUS JISKApCTBEHHOTO Tperapara - JIOKyMEHT, B KOTOPOM
OTIPENEeNAIOTCS 1eJid, (OPMBI OpPraHW3allid W METOAOJIOTHS TPOBEACHHS KIMHUYECKOTO
WCCJICZIOBAHUS, CTATHCTUYECKUE METO/Ibl 00paOOTKU PE3yJIbTaTOB TAKOTO MCCIICIOBAHUS U MEPhI
1o o0ecrnedyeHno 0e30MacHOCTH (PU3MUYECKUX JIUI, YYACTBYIOIIMX B KIMHUYECKOM HCCIIEI0BAaHUU
JIEKapCTBEHHOT'O Mpernapara;

48) Opomrtopa uccienoBarelis - CBOAHOE M3JIOKEHHE Pe3ysbTaTOB  JIOKIMHUYECKOTO
WCCIIeIOBaHUs JIEKAPCTBEHHOTO CPEACTBA W KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
rpenapara st MEIUIMHCKOrO IIPUMEHEHU

49) uH(pOpMaLMOHHBIA JHUCTOK NAIMEHTa - JOKYMEHT, B KOTOPOM COAEP)KaTcs B JOCTYIHOMN
(dopMe cBeleHMs, Kacarollecs MPOBOJMMOIO KIMHUYECKOIO HCCIENOBaHMs JIEKapCTBEHHOI'O
npenapara, U B IMCbMEHHOH QopMe n00pOBOJBHOE cOINIacH€ MAallMeHTa Ha ydacTHE B
KJIMHUYECKOM  HCCIIEJIOBAHMU  JIEKAPCTBEHHOIO  IIperapara IOocCl€  O3HAKOMIIEHUS €
OCOOEHHOCTSIMM KJIIMHUYECKOTO MCCIEOBAHUS, UMEIOIIMMH 3HAY€HUE I BBIPAXKEHUS TaKOI'o
comiacus;

50) moOGouHOEe MAEUCTBHE - peakluus OpraHrM3Ma, BO3HHKIIAS B CBS3M C MPUMEHEHUEM
JIEKAPCTBEHHOTO Tpernapara B J103aX, PEKOMEHAYEMbIX B HHCTPYKIIUHU 1O €ro MPUMEHEHHUIO, JUIs
MpOQHUIAKTUKY, TUATHOCTUKH, JICUEHUs 3a00JI€BaHUS WU ISl peabuIuTallnu;

50.1) HexenarenbHas peakUMsl - HENpPeAHAMEpPEHHas HeOJaronpusiTHas peaklus OpraHu3Ma,
KOTOpasi MOXeT ObITh CBsi3aHa C IIPUMEHEHHEM JIEKapCTBEHHOro Ipemnapara; (B pen.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

51) cepbe3Has HexenaTelIbHas pEakiys - HeKelaTeldbHas peakiys OpraHu3Ma, CBsS3aHHAs C
IPUMEHEHHEM JIKapCTBEHHOTr'0 Mperapara, MpUBeAias K CMEpTH, BPOXKACHHBIM aHOMAIHAM WIIN
MOPOKaM pa3BUTH MO0 MpeacTaBistomas co00i yrpo3y KU3HHU, TpeOyromas ToCnuTaIn3aluu
WIM MpUBeIIast K CTOMKOM yTpaTe Tpy10CoCOOHOCTH U (WJIN) MHBATUIHOCTH;

52) HempeABHIEHHAs HEXeaTelbHas Peaklys - He)KelarelbHas peaklMs OpraHu3Ma, KoTopas
CBsI3aHA C IPUMEHEHUEM JIEKapCTBEHHOIO IIpenapara B 103aX, PEKOMEHYEMBIX B IIPOTOKOJIE €TI0
KJIMHUYECKOI'0 HCCIIE0BaHUs, OpOLIIOpe UCCIenoBaTels, WIN ¢ IPUMEHEHUEM JIEKapCTBEHHOIO
npernapara B 03aX, PEKOMEHIYEMbIX B HHCTPYKIMU 10 €ro MPUMEHEHUIO IS MPO(HUIAKTUKY,
JMAarHOCTUKH, JIEYeHUsI 3a00JI€BaHUs WM METUIIMHCKOW peadMINTaluy MalUeHTa, U CyIHOCTb,
TSKECTh WM HCXOJ KOTOPOM HE COOTBETCTBYET MH(POPMALMU O JIEKApCTBEHHOM Ipenapare,
cojiepKalleicsl B IPOTOKOJIE €ro KIMHUYECKOTO UCCIIEN0BaHUs, OpOILope UCCIe10BaTells WIN B
MHCTPYKIMU IO NMPUMEHEHUIO JIEKapCTBEHHOro mpernapara; (B pea. denepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

52.1) dapmaxkoHan30p - BUJ JAESATEIBHOCTH 110 MOHUTOPUHIY 3((HEKTUBHOCTH M OE30IaCHOCTH
JIEKApCTBEHHBIX IIPENaparoB, HAIPABICHHBI Ha BBISBIECHUE, OLEHKY M INPEIOTBpalICHUE
He)eJaTeIbHbIX MOCIEeICTBUI IPUMEHEHHs JIEKApCTBEHHBIX Ipenaparos; (B pen. denepanbHoOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.2) miaH ymnpaBieHHUs pUCKaMH - MOAPOOHOE ONMMCAHHWE MEPONIPUATHI M0 (papMakoHaA30py,
HalpaBICHHbIX Ha BbISBICHUE, OLIEHKY M TNPENOTBpAIICHUE WM MHHHUMHU3ALUIO PHUCKOB,
CBSI3aHHBIX C JIGKAPCTBEHHBIMHU IpernapaTamy, BKJIIOYas OLEHKY 3(()EKTUBHOCTH JaHHBIX



MeponpusTuii; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. ot 13.07.2015))

53) peuent Ha JIEKapCTBEHHBIM Npenapar - MEIUIMHCKUI TOKYMEHT YyCTaHOBJIEHHOH (OpMBI,
COJEp)Kalluii Ha3HA4YCHHE JIEKapCTBEHHOIO IIpernapara Uil MEIULHUHCKOTO IIPUMEHEHMS,
BBIIAHHBIM MEIMLIMHCKAM PAOOTHUKOM B LIEJSX OTIYCKAa JIEKAPCTBEHHOT'O Ipernapara Uil €ro
M3TOTOBJICHUS U OTITyCKa Ha OyMa)XHOM HOCHTEJIE WIN C COINIACHs MAlMeHTa WK €ro 3aKOHHOI'0
npeacTaBuTenss B (OpME 3IEKTPOHHOIO JIOKYMEHTA, IOJIMMCAHHOTO C HCHOJIb30BAHUEM
YCUICHHOW KBaIM(UIIMPOBAHHON SJIEKTPOHHON MOANUCH MEIUIMHCKOrO paboTHHKaA, JMO0
JOKyMEHT YCTaHOBJIEHHOM (hopMbl, conepxkaiiuii Ha3HaYeHHE JIEKAPCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOIO MPUMEHEHMs], BBbIJIAHHBIA CHEMAINCTOM B 00JacTH BETEpPUHApPUU B IIENIAX
OTILyCKa JIEKAPCTBEHHOTO Ipernapara WK €ro U3roTOBJIEHUs U OTIIyCKa Ha OyMa)kHOM HOCHUTEIIE;
(B pen. @enepanbHbiX 3ak0HOB OT 29.07.2017 N 242-P3, ot 02.08.2019 N 297-D3)

54) TpeOoBaHME MEIUIMHCKON OpraHu3allM, BETEPUHAPHOM OpraHu3aluud - JOKYMEHT
YCTAHOBJIEHHOM (DPOPMBI, KOTOPBIH BBIMMCAH MEIULIUHCKUM PAOOTHUKOM WJIM CIIELUAIUCTOM B
00J1acTH BETEpUHAPUH, UMEIOIIUMHU Ha 3TO MPaBO, U COAEPKUT B MUCbMEHHOU (hopMme yKazaHue
arnTeYHON OpraHM3aluy WIK BEeTEPUHAPHOHN alTeyHoM opraHu3alu 00 OTIYCKe JIEKapCTBEHHOTO
npernapara WM O €ro W3rOTOBIEHHHM M 00 OTIycke Juid oOecnedeHus JiedeOHOro Inporecca B
MEIULMHCKOM OpraHu3allii, BETEpUHAPHOW opraHu3auuu. (B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

55) KOMIUIEKCHas OLEHKAa JIEKapCTBEHHOIO IIperapara - OLEHKa 3aperucTpUpOBAHHOIO
JIEKapCTBEHHOI'0 IIpenapara, BKIouarolas B cedd aHauu3 HMH(OpMalMU O CPaBHUTENBHOM
KIMHUYEeCKOH 3((EeKTUBHOCTM M  0€30IaCHOCTH  JIEKApCTBEHHOI'O IIperapara, OLIEHKY
SKOHOMUYECKUX IOCIEACTBUNH €ro MNPUMEHEHMs, W3yueHHE JONOJHUTEIbHBIX IOCIEACTBUN
NPUMEHEHUsl JIEKApCTBEHHOIO0 IIpernapara B LEJIAX MPUHATHS pPEleHUH O BO3MOXHOCTHU
BKJIFOUYEHHUS JIEKAPCTBEHHOI'O Ipernapara B MEpPeueHb XKM3HEHHO HEOOXOAMMBIX M BaKHEUIIMX
JICKapCTBEHHBIX  IPENaparoB, HOPMAaTUBHbIE IpaBOBbIE AaKThl W  HMHbIE JOKYMEHTHI,
OIpeeNIAIoIINe MOPAJOK OKa3aHUsI MEIUIIMHCKOM IIOMOILHY, HJIM UCKITIOUEHHS €r0 U3 yKa3aHHBIX
NepEeYHsl, akTOB U IOKYMeHTOB. (B pex. denepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pexn. ot

13.07.2015))

56) CUCTCMAa MOHUTOPHUHIA [JABWIKCHHUA JICKAPCTBCHHLIX IIPEIapaTroB MId MCAUIIUMHCKOI'O
npUMeHeHus: - (emepanabHas TOCYJapCTBEHHAs HH(OPMAIMOHHAS CHCTEMa MOHHUTOPHHIA
ABWIKCHUA JICKAPCTBCHHBIX IMPCIAPATOB I MCOAUIMUHCKOTO IMMPHUMCHCHUA OT IMPOU3BOJUTCIIA 10
KOHEYHOTI'O HOTpe6I/ITeJ'I5[ C HUCIIOJIb30BAHUEM B OTHOIICHUHU JICKAPCTBCHHBIX IIPCIIApPATOB JJIsA
MEJUIIMHCKOTO TPUMEHEHUsI CPeACTB HACHTHPUKanuu. (B ped. DeaepaibHOro 3akoHa OT
28.12.2017 N 425-®3)

I'nasa 2. IOJTHOMOYM S ®EJEPAJIBHBIX OPTAHOB
NCHOJHUTEJBHOM BJIACTH, OPTAHOB
NCITIOJJHUTEJBbHOM BJIACTU CYBBEKTOB POCCUNCKOM
®EJEPAIIMU ITPU OBPAILIEHNU JIEKAPCTBEHHBIX
CPEJICTB



Crarps 5. IlonHoMouusi genepajbHbIX OPraHOB MCIOJIHUTEIbHOM
BJIACTH NPH 00pallleHUH JIeKAPCTBEHHBIX CPE/ICTB

K nonHomMouusiM  QenepanbHbIX OpraHOB HCIOJIHUTEIbHOW BIACTH IpU  OOpalleHuu
JIEKAPCTBEHHBIX CPEINCTB OTHOCATCA:

1) mposenenue B Poccuiickoit denepanuu eauHOM rocylapCTBEHHOW MOJUTHKA B 0OIacTH
obecriedyeHMs JIEKAapCTBEHHBIMU Ipenaparamu rpaxnaaH B Poccuiickoit ®enepauuu; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

2) yrtBepxkaeHHe oOmMX (QapMakoneHHbIX craTeld, (QapMakoneHHbIX cTaTel, W3JaHue
roCylapCTBEHHOH (hapMakorien, COo31aHue U BeJCHHME peecTpa (papMakoNeHHBIX CTaHIAPTHBIX
o0pa31oB; (B pen. @enepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) ocyuiectBieHHe PeaepabHOrO TOCYIapCTBEHHOTO0 KOHTPOJsS (Haa30pa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CpeACTB; (B pen. denepanbHbix 3akoHOB 0T 25.06.2012 N 93-P3; ot 11.06.2021
N 170-®3)

4) nMUEeH3UpOBaHHWE NPOMU3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB, B TOM 4Hcle QeaepanbHbIi
FOC}’I[apCTBCHHI)II\/II J'IPILICHSI/IOHHLIﬁ KOHTPOJIb ACATCIIBHOCTHU 110 IPOU3BOACTBY JICKAPCTBCHHLIX
CPEJCTB, MEPUOJUYECKOE MOATBEPKACHUE COOTBETCTBUS JIMLIEH3HATa, UMEIOLIETO JIMLEH3HIO Ha
MMPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB, U q)apMaHeBTPI‘ICCKOfI ACATECIBbHOCTH B COOTBETCTBHUU C
3akoHozarenscTBoM Poccuiickoit ®enepanuy; (B pea. PenepanbHoro 3akoHa ot 11.06.2021 N
170-93)

5) opraHu3anus SKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB, 3TUYECKOH SKCIEPTU3bI BO3MOKHOCTH
MNPpOBCACHHUA KIMHUYCCKOI'O MCCICA0BAHUA JICKAPCTBCHHOI'O IIpcriapara il MEAUIHWHCKOI'O
MNPHUMCHCHUS, OKCIICPTHU3bI AOKYMCHTOB, IIPCACTABJICHHBIX [JII OHNPCACIICHHA BO3MOXHOCTHU
paccMarpuBarb HeKapCTBeHHbIﬁ mpernapar JUIA MCOANITMHCKOI'O IMPUMCHCHH S Ipu
rOCYyIapCTBEHHON PpErucTpald B KauyecTBE Op(aHHOrO JICKAPCTBEHHOIO Ipemapara; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

5.1) opranuzanus MpOBENEHUS KOMIUIEKCHOH OLIEHKH JIEKAPCTBEHHOIO Npernapara B IENIX
NPUHITUSL PELICHU O BO3MOXHOCTHM BKJIIOUEHHMS JIEKAPCTBEHHOIO IIpernapara B IEpeyYEHb
KU3HEHHO HEOOXOIMMBIX M BaXHEHIINX JIEKapCTBEHHBIX IMPENapaToB, HOPMATUBHbBIC MTPABOBBIE
aKTbl U WHBIE JOKYMEHTBI, OIpPEAEINSIIOIME TOPSAOK OKa3aHUs MEAUIMHCKON MNOMOIUU WU
WCKITIOYEHUS €ro U3 YKa3aHHBIX MEPeyHs, akKTOB U IOKyMEHTOB; (B pen. denepaibHOro 3aKoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

6) BblAaYa paspellieHu Ha MpOBEJCHHE KIMHUYECKHX MCCIIEIOBAaHUN JIEKAPCTBEHHBIX
[IpenaparoB, BEICHUE peecTpa BBIJAHHBIX pa3pelIeHUN Ha NPOBEIACHUE KIMHUYECKHUX
HCCIIEI0BaHUH JIEKapCTBEHHBIX IIPENAapaToB;

7) TOoCymapCTBEHHasl PErucTpalus JIEKApCTBEHHBIX IMpEnaparoB, BEIEHHWE TOCYIapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPENCTB;

8) opranuzanus u (UiaM) NPOBEIEHNE UHCIEKTUPOBAHUS CYOBEKTOB OOpaICHUsI JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBUE IpaBUiaM HaJylexkallell 1a0opaToOpHONl NpPaKTUKH, MpaBUiIaM
HaJUIe)Kallell KIMHUYECKOM IIPaKTUKM, IIpaBAIaM HaJUIekKalled IMPAaKTUKU XpaHEHUus U
NIEPEBO3KH JIEKAPCTBEHHBIX MpEenapaToB, IpaBUiiaM Hajexalleil 1ucTpuOboTOPCKOM IPAaKTUKY,



IpaBWJIaM HaJulexalleld antedHoil nmpaktuku; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. or 13.07.2015))

8.1) oprammzauuss u (WIKM) TPOBEJEHHE HWHCIEKTUPOBAHUSI CyOBEKTOB  OOpalleHUs
JICKapCTBEHHBIX  CPEACTB  HA  COOTBETCTBME  TpeOOBaHMAM  IpaBWJl  HaJlekalleu
IIPOM3BOJICTBEHHOW IMpPAaKTUKHM, BblJa4a 3aK/IIOYEHUH O COOTBETCTBUM IPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJACTB TPEOOBAHMSM IPABUJ HAJJIEKALIEH NPOU3BOACTBEHHON MPAKTHKU; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

8.2) ycTaHOBJICHHME TOpsAKA BEICHUS W BEIACHHE TOCYJapCTBEHHOIO PEECTpa 3aKIIOUEHUU O
COOTBETCTBMU IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSIM MpaBUI HaJIexalei
IIPOM3BO/ICTBEHHON NpakTuKy; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

9) rocynapcTBeHHass pErucTpauus IMpeaeNbHbIX OTHYCKHBIX LI€H IPOM3BOAUTENEH Ha
JIEKapCTBEHHbBIE IpernapaThbl, BKIOUEHHbIE B NEPEUCHb )KU3HEHHO HEOOXOIUMBIX M BaXHEHUIINX
JIEKAPCTBEHHBIX IIPENapaToB, U BENCHHUE T'OCYAAPCTBEHHOIO PEECTpa IPENCNIBbHBIX OTIYCKHBIX
LIEH IPOM3BOJIUTENIECH HA JIEKaPCTBEHHBIC IIpEnaparbl, BKJIKOUEHHBIE B IEPEYCHb >KU3HEHHO
HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBbIX INpernapaToB; (B pea. PdenepanbHOro 3akoHa OT
06.06.2019 N 134-93)

9.1) cormacoBaHHe TIPOEKTOB pEUICHWH OpPraHOB HCIOJHUTEIBHON BIAaCTH CYOBEKTOB
Poccuiickoii ®enepaiin 06 yCTaHOBICHUH U (MIJIM) U3MEHEHUH TIPENEIbHBIX Pa3MEPOB OMTOBBIX
HaJ0aBOK U IpEeNIbHbIX pa3MepoB PO3HUYHBIX HA/J0aBOK K (PAKTUYECKUM OTIYCKHBIM IIEHAM,
YCTAHOBJIEHHBIM MPOU3BOJUTEISIMH JIEKAPCTBEHHBIX NPENapaToB, Ha JIEKapCTBEHHbIE Mpenaparsl,
BKJIFOYEHHBIE B IIEPEUYECHDb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX JIEKApCTBEHHBIX MpENapaToB;
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-P3)

10) Bblgaya, yCTaHOBJIEHHME NOpSAJKA BbIJAYM pa3pellieHUs Ha BBO3 KOHKPETHOM mapTuu
JeKapcTBEHHOro cpenctBa B Poccuiickyro @enepamuio; (B pen. dDenepalbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) Bblga4a, ycTaHOBIEHHE HOPSAKA BbIIAUYUM U (POPMBI JOKYMEHTA, KOTOPBIM MOJITBEPIKIAET,
YTO MPOU3BOJICTBO JIEKAPCTBEHHOTI'O Ipernapara A MeIUIMHCKOTO MPUMEHEHHUs OCYILECTBICHO
B COOTBETCTBUU C TPeOOBAHMUSAMHU MpaBWJI HajJIeXkKallell MPOM3BOJCTBEHHON MPAKTUKH WM YTO
JIEKapCTBEHHBIA Ipenapar [yl BETEpPUHAPHOTO NPHUMEHEHHMsS [OMNYyIIeH K OOpalleHu0 B
Poccuiickoii ®enepauuu, ¥ MOUIEKUT IMPEICTABIECHUIO MO TPeOOBAHUIO YIOJIHOMOYEHHOIO
OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIH Ipenapar; (B pea. deaepaibHbIX 3aKOHOB
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 02.08.2019 N 297-D3)

10.2) Bbljaya, yCTaHOBJICHHUE MOPSIIKA BbAAYM U (POPMBI JIOKyMEHTA, COEPIKAILIETO CBEACHUS O
CTaJusAX TEXHOJOTMYECKOr0 IIpolecca IPOU3BOACTBA JIEKAPCTBEHHOIO CpEeACTBA  JUIS
MEJUIIUHCKOTO MPUMEHEHUS, OCYILIECTBIIIEMbIX HA TEPPUTOPUU EBPa3uiicKoro sKOHOMHYECKOTO
coro3a; (B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
13.07.2015 N 241-®3)

11) co3manue cOBETOB IO BOMPOCAM, CBA3aHHBIM C OOpallleHUEM JIEKAPCTBEHHBIX CPEJICTB;
12) arrectanus u cepTuUKALMS CIEIHAINCTOB;

13) myHkT yrparun cuiy. (B pen. @eaepanbHoro 3akoHa ot 02.07.2013 N 185-93)




14) ocymectBienue dapmakoHaazopa; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

15) yyactue B MEXyHapOAHOM COTPYAHUYECTBE;

16) noay4yeHue 1o 3anpocam yrnoJIHOMOYEHHOTO (heepasbHOrO OpraHa UCIOJHUTEILHON BIacTH
OT OpraHOB UCIOJHUTEIbHOU BacTu cyobekToB Poccuiickoit denepanum, a Takke 0T CyObEKTOB
oOpamieHusl JIGKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO TPUMEHEHHS WHMOPMAIMH 110
BOIIPpOCaM YCTAHOBJICHUA U MIPUMCHCHUA LICH HA JICKAPCTBCHHLIC NIPCIIapaThbl U Ha)]6aBOK K HUM;

17) npumeHeHue Mep OTBETCTBEHHOCTH 3a HapylleHUEe 3aKoHojarenbcTBa Poccuiickoi
Deaepanum.

18) yTBepkaeHHE NpaBUI HaJyIeXkalled J1aboOpaTOpHOM MPAKTHKM, MpaBUI HaJylexallen
KJIIMHUYECKOW NPAKTUKH, MPaBUJ HaJUIe)Kalleldl IMPOU3BOACTBCHHOM IIPAKTUKH, IIPaBUII
HaJUIe)Kalleyl MPAaKTHUKUM XPAaHEHWS M IIEPEBO3KM JIEKAPCTBEHHBIX IIPENaparoB, IIPAaBHUII
HaJJIexXaleld TUCTpUObIOTOPCKON MPAKTHKK, ITPaBUJI HaJUIeXkKallel anTeqyHO! NMPaKTHUKH, IPABUI
HaJJIexKaled NpakTUKK (apMakoHaA30pa JIEKAPCTBEHHBIX IPENaparoB Ui MEAULUHCKOIO
npumenenus; (B pea. ®enepanbHoro 3akona or 22.12.2014 N 429-93 (pexn. ot 13.07.2015))

19) ycraHoBieHue mnopsiaka (HOPMHUPOBAHUS PETHUCTPALMOHHOTO JOChE HA JIEKapCTBEHHBIN
npenapaT U TpeOOBaHUII K JOKyMEHTaM B ero cocrase; (B pex. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. or 13.07.2015))

20) yTBepKJeHHE MpaBUJl PALIMOHAIBLHOIO BbIOOpa HAMMEHOBAHUM JIEKAPCTBEHHBIX IpEnapaToB
JUIs. MEIMLMHCKOro npumeHenus; (B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

21) yTBep:kIeHHE NIepedHs] HAUMEHOBaHHI JIeKapcTBEHHBIX (hopM; (B pen. DenepanbHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

22) myHKT yTparui cuiy. (B pen. @enepanbHoro 3axoHa ot 27.12.2019 N 475-D3)

23) yTBepkaeHHEe TPeOOBaHUH K MHCTPYKLMU IO MEIUIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX
[IpernapaToB U K MHCTPYKIUH 110 BETEPUHAPHOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX IPEnapaTos; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

24) npuHATUE pELICHUH, SBISIOUIMXCS OCHOBAHUSMMU Ul BKJIIOYEHUS JOMEHHBIX UMEH M (WIN)
yKazareleil CTpaHUIl CaiiToB B MH(OPMAIMOHHO-TEIEKOMMYHUKAIMOHHON cetn "MHTepHet", a
TaKKe CETEBBIX a/IPECOB B €JMHYIO0 aBTOMAaTHU3UPOBaHHYIO0 HH(OpMaAILMOHHYI0 cucteMy "EnnHblii
peecTp  JOMEHHBIX  HMMEH, YyKa3zareled  CTpaHMLl calWToB B HMH(pOPMAIOHHO-
TEJIeKOMMYHHUKAIlMOHHOM  cern  "HTepHer" M ceTeBbIX  aJpPEcOB,  IO3BOJISAIOLIMX
UAEHTU(UIUPOBAaTh CAaWThl B HMH(DOPMAIMOHHO-TEIEKOMMYHHUKallMOHHOW cetu "HHTepHer",
cozieprkaiue nHpopmalmio, pacnpocTpaHeHue Kotopoii B Poccuiickoit @enepanuu 3amnpenieHo",
B OTHOLIEHMM HUHPOpMAlMM, COJepKalled MpemrIoKeHHe O PO3HUYHOM  TOpromie
JIEKapCTBEHHBIMHU IpenapaTamMu, B TOM YHUCJIE€ JUCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAsI TOProOBIIs
KOTOpPBIMU OTpaHMYE€HA WM 3allpellleHa B COOTBETCTBUM ¢ HacTosmuM denepanbHbIM 3aKOHOM,
u (wim) uHGOpMAIUK, COAEpKalled MPeIOKEHHE O PO3HUYHOW TOProBiI€ JEKApCTBEHHBIMU
npernaparaMy, B TOM 4MCJ€ AMCTAHLMOHHBIM CHOCOOOM, JIMLIAMHU, HE UMEIOIIMMHU JIMIEH3UU U
paspellieHus Ha OCYILIECTBICHHWE TaKOH JeATeNbHOCTH, €CIU IOJIy4YeHHE JHULEH3UH U
paspeleHusl NpeayCMOTPEHO 3aKOHOJATENbCTBOM 00 OOpallleHHH JIEKAPCTBEHHBIX CPEJICTB; (B



pen. @eaepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

25) Bbljaua paspeuleHUH Ha BBOA B TPAXAAHCKUH 000pOT HMMMYHOOHOJIOIMYECKUX
JIEKapCTBEHHBIX Mpenaparos. (B pen. PeaepanbHoro 3akoHa oT 28.11.2018 N 449-P3)

Crartbs 5.1. Ilepenaya ocymecTBIeHUS MOJHOMO4YHI (eaepaabHbIX
OPraHoOB UCMOJHUTEJbHON BJIACTH MPHU 00PAlllEeHUN JIEKAPCTBEHHBIX
CpeaCcTB OPraHaM MCIOJHUTEIbHOM BiaacTH cyObekTOB Poccuiickoii
Denepanun (B pea. PexepabHoro 3akona ot 13.07.2015 N 233-D3)

[TonHOMOUMS (enepanbHBIX OPraHOB UCIOJHUTEILHONW BIACTH IIPU OOpALICHUH JIEKAPCTBEHHBIX
CPEICTB, NPELYyCMOTpeHHbIe HacTosAmuM dDenepanbHbIM 3aKOHOM, MOTYT I€penaBarbCs Ul
OCYILECTBJIEHMsI OpraHaM MHCIIOJIHUTENbHON Biactu cyObexkTtoB Poccuiickoit ®enepauuu
nocraHoBieHussmMu  [IpaBurensctBa Poccuiickoii PDenepanuu B MOPSAAKE, YCTAaHOBIEHHOM
®enepanbHbiM  3akoHOM OT 6 okTs0ps 1999 roma N 184-®d3 "OO o00mux npuHIMIAX
OpraHM3allud  3aKOHOAATENbHbIX  (IPEACTABUTENBHBIX) W HUCIOJHUTEIBHBIX  OpPraHOB
rocyJaapcTBeHHOU BiacTu cyobekToB Poccuiickoit @enepanun'.

Crarb 6. [Io1THOMOYMSI OPTaHOB MCIIOJHUTEJIbHON BJIACTH
cyobekTa Poccuiickoil Denepanum npu o0palieHNy JJeKAPCTBEHHbIX
CpeacTB

K nonHomouMsM OpraHoB HCIOJHUTENBbHOM BiacTH cyObekra Poccuiickoit @enepauuu npu
00palIeHNH JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) paspaborka M peanus3alys PpPETHOHAIBHBIX IPOrpaMM  OOECHEeueHUs]  HacelIeHUus
JIeKapCTBEHHBIMU TIperapaTaMu;

2) YyCTaHOBJIIEHHE NPEAEIbHBIX pPAa3MEpPOB ONTOBBIX HAA0AaBOK M MpeleibHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PaKTUUYECKMM OTIIYCKHBIM LI€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMU
JICKapCTBEHHBIX IIpernapaToB, Ha JIEKAPCTBEHHbIE IIpernaparbl, BKJIIOUEHHbIE B IIEpEYEHb
KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB;

3) ocyliecTBIE€HHE PErMOHAIBHOIO T'OCYIAPCTBEHHOI'O KOHTPOJSA 3a IPUMEHEHHEM LIeH Ha
JIEKapCTBEHHBIE TpenapaThl, BKIIOYEHHbIE B MEPEUeHb KU3HEHHO HEOOXOAMMBIX W Ba)KHEHUIITUX
JIEKapCTBEHHBIX IIPENnapaToB, OPraHU3alUsIMHI ONTOBOW TOPIrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMM,
anTeYHBIMU OpPraHU3aIUAMU, WHAUBUIYATbHBIMH MPEANPUHUMATEISIMU, UIMEIOIIMMHU JIMLEH3UIO
Ha (papMaleBTUYECKYIO JEATEIbHOCTh, MEAULIMHCKUMU OpPraHU3aLUsIMH, UMEIOILUMU JTUICH3UI0
Ha  (apManeBTHUYECKyI0  JEATENbHOCTh, U HMX  000COOJNIEHHBIMH  IOJPA3JECIECHUIMHU
(amOynaropusimu, (denpamepckumMu U (QeTbAIMIEePCKO-aKyIlIEpCKUMH  ITYHKTaMH, I[€HTpamMu
(otmenenusimu) oOmIEeH BpaueOHOM (CeMEWHON) MpPaKTHUKU), PACIONOKEHHBIMH B CEIbCKUX
HACeJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTe€yHble OpraHu3aiuu; (B pea. denepanbHbIX
3ak0oHOB 0T 25.06.2012 N 93-®3, ot 27.12.2019 N 475-93)

4) npunsTHe peunieHUs o0 UCHONb30BAHUMU HA TeppuUTopun cyownekra Poccuiickoit denepanuun
Hapsily ¢ peLenTaMH Ha JIEKapCTBEHHbIE Mpenaparbl, 0pOpMICHHBIMU Ha OyMa)KHOM HOCUTEJE,



peLenToB Ha JeKapCTBEHHbIE Mpenaparhl, c(popMUPOBaHHBIX B (HOPME ANEKTPOHHBIX JTOKYMEHTOB.
(B pen. denepanbHoro 3akoHa or 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAAPCTBEHHASA ®APMAKOIIESA

Crarbs 7. Pa3zpaboTka U u31aHue rocyiapcTBeHHOH papmakoneu,
pa3MelIeHre JaHHbIX 0 Hel

1. Tlox rocymapcTBeHHOM (papmakoreeld mOHMMaeTcs CBOJ OOmMX (hapMakONMEHHBIX cTaredl u
(hapmaKonenHbIX cTaTel.

2. Pazpabotka oOwmux (apmakonelHbIx cTaTeil M (QapMakoneHHbIX CTaTed, B TOM 4YHCIE
(dapmakoneiHbIX crareii Ha (apMakorelHble CTaHAapTHbIE OOpa3lbl, W BKJIIOUYEHHE HX B
rOCyJapCTBEHHYI0  (papMakoner0  OCYyIIECTBISIOTCS B MOpSJIKE,  YCTaHOBJIEHHOM
YIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpPraHOM MCHOJIHUTENbHOW BiacTu. (B pexn. denepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Paszpaborka ¢QapmaxoneiiHoil cTaTbu Ha peQepeHTHBIH JIEKApCTBEHHBIM Impenapar u
BKJIIOYCHHE €€ B TOCYJapCTBEHHYIO (apMakonerd B TEUEHHE CpOKa JAEHCTBHSA 3aIlUTHI
UCKJIIOYUTENIFHOTO TIpaBa, YIOCTOBEPEHHOrO MAaTeHTOM Ha pe(epeHTHBIH JeKapCTBEHHBIN
Hpenapar, OCyLIECTBISIOTCA C COIIacHs ero paszpaborduka. (B pen. demeparabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

4. TocynmapctBeHHass (apmakornes U3JAeTCsS YIOJIHOMOYEHHBIM (elepalbHbIM — OpraHOM
UCTIOJIHUTETIHbHOM BJIACTH 3a CYET CPENCTB (eaepasbHOro OIOKETa U MOUICKHUT Tepeu3IaHusIM
HE pPCKEC 4YCM OJUH pa3 B IIAThb JICT, B MEPHUOJ MCKAY KOTOPBIMU H3JAIOTCA MPUIIOKCHUSA K
rocyJapCcTBEHHOU (papMakoriee, coaepxaiiue oOume (apmakoneidHble cTaTbl W (WIH)
(apMakoneiHble CTaThbH, YTBEPXKICHHBIE MOCIE M3JaHUS WU MEpeu3TaHusl ToCydapCTBEHHOU
(dapmaxoneu.

5. YHIonHOMOYEHHBIM (enepanbHblii OpraH HCHOJHUTENBHOM BIACTH pa3MeELaeT JaHHbIE O
TOCY/IapCTBEHHOH (papMmakorniee M NMPHUIOKECHUAX K HEW Ha CBOEM O(UIIMAIBHOM CalWTe B CETH
"MHTepHeT" B yCTAaHOBJICHHOM UM MOPSIIKE.

I'nasa 4. JUHEH3UPOBAHUE ITPONU3BOACTBA
JEKAPCTBEHHBIX CPEJICTB U ®PAPMAIIEBTUYECKOM
JESATEJBHOCTU, TOCYJIAPCTBEHHBIA KOHTPO.Ib
(HAA30P) B COEPE OBPAIIEHUS IEKAPCTBEHHbBIX
CPEACTB (B pea. ®eaepanbHoro 3axkoHa ot 11.06.2021 N 170-D3)

Crarba 8. J/IunieH3upoBaHue NPOU3BOACTBA JeKAPCTBEHHBIX
cpeacTB U ¢papManeBTHYECKOI AesITeJIbHOCTH

1. JlumeHsupoBaHME TPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB M (hapMaleBTUYECKOI



JIEATENLHOCTH OCYLIECTBIISIETCS B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit @enepanui.

2. OOs3aTenbHBIM YCIOBUEM IMPENOCTABICHUS JIMIICH3UHW Ha TMPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB SIBIISIETCA NMPUJIOKEHHE K 3afBIICHUIO COMCKATENs JIMIEH3UHM MEePEUHs JIEKapCTBEHHBIX
dbopM 1 (1K) BUIOB (hapMalleBTHUECKUX CYOCTAHIIMM, KOTOPBIE MPOU3BOAUTEND JIEKAPCTBEHHBIX
CPEICTB HaMEpEH MPOU3BOIAUTD.

3. B cinyuyae HEOOXOOUMOCTH pPACIIMPEHHS MPOMU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB 3a CYET
HOBBIX JIEKAPCTBEHHBIX (OPM U BHJIOB (apMalleBTUYECKMX CyOCTaHLUN NPOU3BOJUTEIH
JICKApPCTBEHHBIX CPEICTB JOJDKEH Mepeo(OPMUTH JIMIICH3UIO Ha MPOU3BOJICTBO JICKAPCTBEHHBIX
cpencts. (B pen. denepansHoro 3akoHa ot 02.08.2019 N 297-D3)

4. JlumeHsuss Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((apMaleBTHUECKOH CyOcTaHIuU
CIHpTa JTUJIOBOTO (ITaHONA) BBIJACTCS IPU YCIOBHM HATW4YWs Yy OpraHM3allud Ha TpaBe
COOCTBEHHOCTH, XO3SIIICTBEHHOTO BEICHHMS WJIM ONEPaTUBHOIO YIPABICHUS OCHOBHOTO
TEXHOJOTMYECKOr0 000pYAOBaHUS AJISl IPOM3BOJCTBA 3TUIIOBOTO CIUPTA, 3aPETHCTPHUPOBAHHOTO
B COOTBETCTBMHU cO cTarbel 14.1 denepanbHoro 3akoHa ot 22 Hos0psa 1995 roga N 171-03 "O
TOCYJapCTBEHHOM DEryJHpOBaHUH HMPOHU3BOACTBA M 000POTa 3THUIIOBOTO CIHPTA, aKOTOJIBHOU U
CIUPTOCOAEPKALIEH MPOAYKUUU M 00 OrpaHHYEHUU MOTpeOneHus (pacluTHs) aJIKOTOJIBbHON
npoaykiuu'". (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-93)

Crarps 8.1. Oco0eHHOCTH JIULIEH3MPOBAHNSA MPOU3BOACTBA
JIEKAPCTBEHHBIX CpeAcTB ((hapManeBTHUYECKOH CyOCTAHIMM CIUPTA
3TUJIOBOTO (3TaHOJ1a) (B pea. @eaepanabHOro 3akona or 27.12.2019 N

481-D3)

1. JleficTBHe /MIEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPenCcTB ((hapMareBTHUECKOI
CyOCTaHIIMU CIIMPTa 3THJIOBOrO (3TaHOJIa) MPUOCTAHABIMBAETCA B YaCTH MpaBa Ha MPOU3BOICTBO
(apmaleBTUUECKON CyOCTaHIIMM CHUpPTa 3THJIOBOrO (3TAHONA) JIMLIEH3UPYIOIIMM OpPraHoOM B
ciyvasix, onpezaeneHHbIx crarbeit 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O
JULEH3UPOBAaHUU OTAEIbHBIX BUJIOB JAEATEIbHOCTH", a TaKXKe Ha CPOK IPUOCTAHOBJICHHUS
AEWCTBHS JIMIICH3UN Ha MPOU3BOJICTBO ATUIIOBOTO CIIMpPTa AJIsl IPOU3BOJICTBA (papMalieBTHYECKOI
CyOCTaHILIMU CIIUPTA 3TUJIOBOTO (3TaHONA), BBIIAHHOW B cOOTBETCTBUU ¢ DenepaibHbIM 3aKOHOM
oT 22 Hos0ps 1995 roma N 171-®3 "O rocyrapcTBEHHOM pETYJIHPOBAHUU IMPOU3BOACTBA U
000pOoTa 3TUIIOBOTO CIIUPTA, AJIKOTOJILHOM M CIMpTOCOAepkKallell MPOAYKLIUU U 00 OrpaHUYEHUN
noTpedneHus (paciuTHs) aJIKOTOIbHONW MPOAyKIUu'".

2. JlelicTBHME JHMIEH3UM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CpeACTB ((apMareBTH4IeCcKoi
CyOCTaHIIMU CNIMPTA 3TUJIOBOTO (3TaHONA) B YAaCTH IpaBa HA MPOM3BOACTBO (hapMaleBTHUECKOM
CyOCTaHIIMU CIHUPTA STUIIOBOrO (3TaHOJA) MPEKPAIAeTCs JIULEH3UPYIOUTUM OPTaHOM B CIIy4asiX,
onpeneneHHblx crarbeil 20 depepanbHoro 3akoHa or 4 wmas 2011 roma N 99-®3 "O
JHUIIEH3UPOBAaHUM OTAETBHBIX BHUJOB JESATEIBHOCTH", a TakKe C JaThl MPEKPaleHUS WIH
aHHYJIMPOBAHUS JEHCTBUS JIMLEH3UH Ha MPOM3BOJICTBO ATHJIOBOTO CHMPTA Ui MPOU3BOACTBA
(dbapmareBTHUECKOi CyOCTaHIIMM CIHpPTa 3TUIOBOTO (3TaHOMA), BBIAAHHOW B COOTBETCTBUU C
®denepanbHbIM  3akOHOM 0T 22 Hosf6ps 1995 roma N 171-®3 "O rocynapcTBEHHOM
peryJupoBaHMM  IPOU3BOJACTBA W 00OpOTa  STWIOBOIO  CHHMPTA,  AJIKOTOJABHOM U
CIUPTOCOAEPKALIEH MPOAYKUUU M 00 OrpaHHYEHUU MOTpeOneHus (pacluTHs) aJIKOTOJBbHON




npoayKuuu".

Crarbs 9. I'ocynapcTBeHHBII KOHTPOJIb (HaaA30p) B chepe

o0paleHus JIeKaPpCTBEHHBIX cpeAcTB (B pen. PenepaibHOIO 3aKOHA
or 11.06.2021 N 170-P3)

1. TocymapcTBeHHBIM KOHTpoOsb (Hag30p) B cdepe oOpalleHusl JeKapCTBEHHBIX CPEICTB
OCYUIECTBJISIETCSI TOCPENCTBOM (PeepaibHOTO TOCYIapCTBEHHOTO0 KOHTpOJs (Haa3opa) B chepe
oOpaleHusl JIEKapCTBEHHBIX CPEACTB M (helepalbHOTO TOCYIAPCTBEHHOTO JIHMIIEH3MOHHOTO
KOHTPOJISL AEATENIbHOCTH TI0 TPOHM3BOJACTBY JIGKAPCTBEHHBIX CPEACTB, OCYIIECTBISEMBIX
¢denepanbHBIMA OpraHaMH HCIOJHUTENBHOW BIIACTH, YIOTHOMOYEHHBIMH [IpaBHTENBCTBOM
Poccuiickoit ®enepannu.

2. Ilpenmerom (enepanbHOrO rocylnapcTBEHHOTO KOHTpOJsi (Ham3opa) B cdepe oOpamieHus
JICKAPCTBCHHBIX CPCACTB SABJIAKOTCA:

1) cobmonenne obs3arenbHBIX TpeOOBaHUI B chepe oOpareHus JeKapCTBEHHBIX CPENICTB, B TOM
qucie:

a) Tpe6OBaHHﬁ K JOKJIMHHUYCCKUM MCCICAOBAHUAM JICKAPCTBCHHBLIX CPCACTB, KIIMHUYCCKHUM
HUCCIICAOBAHUAM JICKAPCTBCHHLIX IIPEIaparoB, M3rOTOBJICHUIO, XPAHCHUIO, IMEPEBO3KEC, BBO3Y B
Poccuiickyto denepanuio, OTMycKy, pean3aliy, nepeaade, npoaaxke JIEKapCTBEHHBIX CPEACTB,
MNPHUMCHCHUIO JICKaAPCTBCHHBIX npemnaparos, YHUYTOXCHUTIO JICKapCTBCHHbBIX CpC€ACTB,
YCTAHOBJICHHUIO TMIPOU3BOAUTCIKIMU  JICKAPCTBCHHBIX IIP€HIaparoB I1LEH Ha JICKAPpCTBCHHLIC
npemnaparbl, BKIIFOYCHHBIC B IICPCYCHb KMU3HCHHO HCO6XO)II/IMLIX U BOKHEHUIINX JICKapCTBCHHBIX
Mpenaparos;

0) TpeOOoBaHMU K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEICTB, HAXOASIIUXCS B OOpalleHUH,
nokazaressiM KadecTBa, 3()(EKTUBHOCTH ¥ O€30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C
HacTosmuM DenepanbHbIM 3aKOHOM;

B) TpeOOBaHUH K COOMIONEHUIO CyObeKTaMU OOpalleHUs! JIEKAPCTBEHHBIX CPEJICTB, YKA3aHHBIX B
yact 1 crateu 67.1 Hacrosuiero denepaabHOTO 3aKOHA, OIPAHUYEHUH, HAJIAra€MbIX CTaThsIMHU
67.1 u 67.2 nactosiiero denepanbHOro 3aKOHA;

2) coOmroneHue JMIEH3HOHHBIX TpeOOBaHUW K  OCYILIECTBJIEHUIO  (apMalleBTUUYECKOMN
JeATEeNIbHOCTH;

3) cobmtoneHue TpeOOBAHUH K NPEAOCTABICHUIO CYObEKTaMH OOpallleHusl JIeKapCTBEHHBIX
CpeIACTB HMH(pOpMAIMU O JIEKapCTBEHHBIX CpENCTBAaX W (WJIM) JIEKAPCTBEHHBIX Iperaparax,
npenycMoTpeHHou ctatbsaMu 9.1, 52.1 u 64 Hacrosero denepaabHOro 3aKOHA.

3. Ilpu ocymecTBieHun ¢enepaabHOro TOCYAapCTBEHHOrO KOHTpOJsi (Ham3opa) B cdepe
oOpallleHHsl JTeKapCTBEHHBIX CPEJICTB MPOBOJATCA CIEAYIOUINE BUAbI KOHTPOIbHBIX (HAJA30PHBIX)
MEpOINPUATHHN:

1) nokymeHTapHasi IpOBEPKa;

2) BbI€3/IHAS POBEPKA;



3) BIOOPOYHBIH KOHTPOJIb KaYeCTBA;
4) KOHTpOJIbHAS 3aKyIIKa;
5) MHCTIEKIIMOHHBIN BU3UT;

6) HaOmrofcHHE 3a COONIONCHHEM O0S3aTeNbHBIX TpeOOBaHW (MOHUTOPUHT 0E30MACHOCTH)
(dbapmaxoHamzop).

4. OpraHuzauus ¥ OCYUIECTBJICHHE (PeaepaibHOrO TOCYAapCTBEHHOrO KOHTPOJIS (Haa3opa) B
cdepe oOparieHus JeKapCTBEHHBIX CPEICTB perynmupyrorcs denepanbHbIM 3aKOHOM 0T 31 Mroms
2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpoJie (HaJI30pe) U MYHUIIMIIAIbHOM KOHTPOJIE B
Poccuiickoii ®enepanun.

5. BHenyiaHOBBIN BBIOOPOUYHBIM KOHTPOJb KadecTBa MPOBOAUTCS B TOM 4YHCIE HA OCHOBAHUU
[IPOrpamMMBbl IIPOBEPOK.

6. [11aHOBBIN BEIOOPOUHBINM KOHTPOJIb Ka4eCTBA HE MPOBOAUTCS.

7. Tlo pesynsraraM BbBIOOPDOYHOIO  KOHTpOJISI ~ KayecTBa Hapsay C  PELICHHUSIMH,
npenycMorpeHHsIMU - DenepanbHbiM  3akoHOM OT 31 wmrons 2020 roma N 248-d3 "O
roCcyJapCTBEHHOM KOHTpOJIE (HaJI30pe) U MyHULIUIIaTILHOM KOHTpoje B Poccuiickoit ®deneparun',
(denepalbHBIMM OpraHaMM HCIIOJHUTEIbHOW BJIACTH, YIOJHOMOUYEHHBIMU Ha OCYLIECTBIIEHUE
BBIOOPOYHOIO KOHTPOJIS KaueCTBa, IPUHUMAIOTCS CIIEYIOIINUE PELICHUS:

1) o manpHeieM rpaxxJaHCcKOM 00OpOT€ CepUH, MAPTUU COOTBETCTBYIOLIEIO JIEKAPCTBEHHOI'O
CpEeACTBa B Cilydae NOATBEPXKAEHHUS IO pe3ylbTaraM IMPOBEAECHHBIX HCIBITAHUM COOTBETCTBUS
KaueCTBa JIEKAPCTBEHHOI'O CPE/ICTBA YCTAHOBIECHHBIM TPEOOBAHUSAM;

2) 00 U3BATHM U3 IPAKIAHCKOIO 000poTa Cepuu, NapTUU COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO
CpCaACTBa B CJIydac BbIABJICHHUSA 110 pPE3yJibTaTaM IIPOBCACHHBIX HUCIIBITAHUM HECOOTBETCTBUS
KaueCTBa JIEKAPCTBEHHOI'O CPE/ICTBA YCTAHOBIECHHBIM TPEOOBAHUSAM;

3) o mepeBoJe JIEKAPCTBEHHOTO CPEACTBA HA MOCEPUUHBIA BHIOOPOYHBIH KOHTPOJbL KauecTBa
JIEKAPCTBEHHBIX CPEIACTB B Clydae TOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KauecTBa
JIEKAPCTBEHHOTO CPEJICTBA YCTAHOBJIICHHBIM TPEOOBaHUAM U (IIPU HEOOXOAMMOCTH) O MPOBEPKE
cyObekra oOpalieHusi JIEKApCTBEHHBIX CPEACTB. Pacxoipl, CBSI3aHHbIE C TIPOBEACHHEM
MOCEPUHHOr0 BBIOOPOYHOTO KOHTPOJIS, OIUIAYMBAIOTCS TMPOU3BOAMUTENIEM JIEKApPCTBEHHOTO
cpeactBa JubO  Jep)KaTeleM WM BIAJENbLEM  PEruMCTPallMOHHOIO  yJOCTOBEPEHHS
JIEKapCTBEHHOTO IIpernapara.

8. ®enepaibHbIl TOCYIAPCTBEHHBIHN JMIIEH3UOHHBIM KOHTPOJb JEATEIbHOCTH MO0 MPOU3BOACTBY
JIEKAPCTBEHHBIX CPEACTB OCYILECTBIIAETCS B COOTBETCTBHM C 3aKOHOAATENbCTBOM Poccuiickoi
Deaepanum.

Crarps 9.1. Ilporpamma npoBepok (B pea. @enepajbHOro 3aK0HA 0T
11.06.2021 N 170-D3)

1. B umemsax opraHuzanuud BbIOOPOYHOIO KOHTPOJI KauecTBA JIEKAPCTBEHHBIX CPEICTB
(dopmupyeTcs mporpamma npoBepoK.




2. Jlns ueneil peanusanuy MporpaMMbl IIPOBEPOK MPOU3BOAUTENM JICKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYUIECTBISIONIME BBO3 JIEKAPCTBEHHBIX cpencTtB B Poccuiickyro ®Deaepainuto,
NPEJOCTABISAIOT B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JUIsI MEAMLMHCKOIO NPUMEHEHHs B
YIOJTHOMOYEHHBIN (peepalibHbIil OpraH UCIOMHUTEIBHON BJIACTH, OCYILIECTBISIOMUN (PyHKIUH
[0 KOHTPOJIO U HA/A30py B cdepe 3ApaBOOXpaHEHHUs, B OTHOLICHUH JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOI'0 IPUMEHEHUS B YIIOJTHOMOUEHHBIN (peiepalibHbI OpraH UCHOJIHUTENbHOMN BIIACTH,
OCYILECTBISIOIMUM (PYHKIMM IO KOHTPOJIIO W Haa30py B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB JJIsl BETEPUHAPHOTO IPUMEHEHMs, CBEIEHHUS O CepHsX, MapTUSX JIEKApCTBEHHBIX
CPEICTB, MOCTYMNAIOIIKNX B IpaKaaHCKUi 000poT B Poccuiickoit denepaiiuu, B MOpsIKE, COCTaBe
1 00beMe, YCTaHOBJIEHHBIX YKa3aHHBIMU (heiepajlbHbIMU OpraHaMu UCIOJHUTEIbHOMN BIIACTH B
OTHOILLIEHUM JIEKAPCTBEHHBIX CPEICTB JUIl MEAULMHCKOIO IMPUMEHEHHSs U B OTHOILLEHUU
JIEKapCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO MPUMEHEHUSI COOTBETCTBEHHO.

3. [Iporpamma mpoBepok (GopMuUpyeTCs Ha KaleHAapHBIM rog B cpok g0 30 nmexabpsi rona,
MPEIIECTBYIONIEr0 IOy IPOBEAECHUS BHIOOPOUHOIO KOHTPOJIS.

4. B cinyuyae HacTymsieHMs COOBITMM, yka3aHHBIX B moanyHkrax "0" m "B" myHkra 2 yactu 6
HaCTOsILEH cCTarbH, (QenepaibHbIM OPraHOM MHCIOJIHUTEIbHOW BIIACTH, OCYLIECTBIISIOIINUM
GyHKIMM 10 KOHTPOJIIO M Haa30py B cdepe 3apaBoOXpaHeHHs, (eaepaqbHbIM OpPraHoM
WCIIOJIHUTENILHON BIIACTH, OCYHIECTBIISIONIMM (YHKIIMU 1O KOHTPOJIIO M HaI30py B cdepe
oOpalieHust JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOIO NMPUMEHEHHUs, NP HEOOXOAUMOCTH
BHOCSITCSI COOTBETCTBYIOIIME U3MEHEHMSI B IPOrpaMMy ITPOBEPOK.

5. B nporpamMMmy DpOBEpOK MOIYT BKIIOYATbCS MEPONPUATHS C YYETOM HapyLIECHUH,
BBISIBICHHBIX B PAMKAaX KOHTPOJIbHBIX (HAA30PHBIX) MEpONpUATHI 3a MpenbLaylui
KaJICHJAPHBIN TOJI.

6. [Iporpamma mpoBepoK COAEPIKUT:

1) mepeueHb JEKAPCTBEHHBIX CPEACTB, OTOOpP OOpa3IOB KOTOPHIX OYAET OCYIIECTBISATHCA B
paMKax BBIOOPOYHOTO KOHTPOJS, (OPMHUPYEMBIH C yYE€TOM pe3yJbTaTOB TOCYAapCTBEHHOTO
KOHTposia (Ham3opa) B cdepe oOpallleHus JIEKAPCTBEHHBIX CPEICTB 3a KaJeHAApHBIM TOf,
MPEAIIECTBYIOIIMI TOy MPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) yKazaHue Ha CcOObITHME, HACTYIUICHHE KOTOPOIO SBJIAETCS OCHOBAHUEM IS OCYILECTBICHUS
BbIOOPOYHOTO KOHTPOJIS:

a) NOJyYeHHEe CBEIEHUH, IPECTABISAEMBIX B COCTaBE U 00bEME, YCTaHOBIIEHHBIX (peaepabHbIM
OpPraHOM HCHOJHMUTEIbHON BIIACTH, OCYIIECTBISIIOIIMM (QYHKLUHU 1O KOHTPOJIO M HaA30py B
cdepe 3apaBoOXpaHeHUs], (peaepabHBIM OPraHOM HCIOIHUTEIbHON BIIACTH, OCYIIECTBIISIOLIUM
(GYHKIIMM 1O KOHTPOJI U Ham3opy B cdepe oOpaiieHus JEKapCTBEHHBIX CPEACTB LIS
BETEPUHAPHOIO NPUMEHEHUs, O CEepusiX, MapTUSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOUIUX B
rpaxaaHckuii o6opot B Poccuiickoii ®denepanuu, yka3aHHbIX B IyHKT€ | HacTosied yacTu,
OpraHu3alMsIMHU, OCYIIECTBISIONIMMU IIPOU3BOICTBO JIEKAPCTBEHHBIX CpeAcTB B Poccuiickoit
®dezaepaniu ¥ BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyto Denepaiuto;

0) monydeHuWe TMOCTyHarouieil B TOpPSAAKE, YCTAHOBIEHHOM cTaThell 64 HACTOSLIEro
®denepasibHOrO 3akoHa, WHGOpPMALMKU O TOOOYHBIX JEHUCTBUSX, HEXKENATEIbHBIX PEaKIMIX,
CEPbE3HBIX HEXKENATeJIbHBIX PEAKIUAX, HEMPEIBUACHHBIX HEXENaTeIbHbIX pEaKIUIX IMpHu
MIPUMEHEHHUH JIEKaPCTBEHHBIX MpenaparoB, 00 MHAUBUAYaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBUH



3¢ (HEeKTUBHOCTH JIEKAPCTBEHHBIX IMpPENaparoB, a Takke 00 MHBIX (pakTax U OOCTOSTEIHCTBAX,
NPECTABIAIONUX YIPO3y >KU3HU WUJIM 3[J0POBbIO YEJIOBEKA JMOO KUBOTHOIO MPU MPUMEHEHUHU
JIEKQpCTBEHHBIX IpPENapaToB M BbIABICHHBIX HAa BCEX J3Tanax OOpalleHMs JIEKAPCTBEHHbIX
npenaparos B Poccuiickoii @enepanuu U Apyrux rocyapcrnax;

B) Mody4YeHHe B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 31 mrong 2020 roga N 248-P3 "O
roCcyJapCTBEHHOM KOHTpOJIE (Haa30pe) U MyHULIMIIaTbHOM KOHTposie B Poccuiickoii denepammn"
CBEJIEHUH O MPUYMHEHUU Bpela UM 00 yrpo3e NpUYMHEHUs Bpela KU3HH, 3I0POBBIO I'paXkIaH
WJIH )KUBOTHBIX.

Crarbs 9.2. I'ocynapcTBeHHbIH KOHTPOJIb (HAA30P) 3a peaju3anueit
OpraHaMM MCIOJHHUTEIbHOMN BJIAaCTH Cy0beKTOB Poccuiickoi
Denepanuu NOJTHOMOYMA B cepe oOpanieHUs JIeKAPCTBEHHbIX
CpeacTB JIsi MeAMIIUHCKOT0 nNpuMeHeHus (B pea. PenepajbHOIO
3akoHa ot 11.06.2021 N 170-@3)

1. TocynapcTBeHHBI KOHTPOJIb (HAI30p) 3a peaju3alueil opraHaMH HCIOJHUTEIHLHOM BIIACTH
cyobekroB Poccuiickoit @enepanuy monHOMOo4Hi B cepe oOpalieHus JeKapcTBEHHBIX CPE/ICTB

JUIST  MEIUIIMHCKOTO TPUMEHEHUS OCYIIECTBIISIETCS  YMOJHOMOYeHHBIM [IpaBuTenbcTBOM
Poccuiickoii denepanyu opraHoM UCIOJIHUTEIBHON BIIACTH.

2. IlpeameroM TOCYHapCTBEHHOTO KOHTpoOJs (Haa3opa) 3a peanu3aldeil opraHamu
HCHOJIHUTENIbHOU BJIACTH cyObekToB Poccuiickoit deneparyu noasHoMounii B cepe odpaleHus
JICKAPCTBEHHBIX  CPEACTB  JUIi  MEOUIIMHCKOTO  TNPUMEHECHHS  SBISIETCS — COONMIoeHue
YIOJHOMOYEHHBIMU OpraHaMH HCIIOJMHUTENIbHON BiacTu cyObekToB Poccuiickoit deneparmu
METOJMKH YCTAHOBJICHUS TPEICIbHBIX Pa3MEPOB ONTOBBIX HAA0AaBOK M MPEICIbHBIX Pa3MEpOB
PO3HHYHBIX HAA0aBOK K ()aKTUYECKHM OTITYCKHBIM ILIEHAM, YCTAHOBJICHHBIM MPOU3BOAUTEIISIMH
JICKApPCTBEHHBIX IpEMapaToB, Ha JICKAPCTBEHHBIC Iperaparbl, BKJIIOUEHHBIE B TIEpEYCHb
KU3HEHHO HEOOXOMMBIX ¥ BAKHEHIIINX JICKAPCTBEHHBIX MPENapaToB.

3. Ilpu ocyliecTBI€HUH TOCYIapCTBEHHOTO KOHTPOJs (Haa3opa) 3a peanus3anueil opraHamu
UCTIOJIHUTENHHOH BiacTH cyObekToB Poccuiickoit deneparyy monHoMourii B cepe oOpaiieHns
JICKAPCTBCHHLIX CPCACTB JIsI MCAULMHCKOTO IIPUMCHCHUA TMPOBOAATCA CJICAYIOIIHWE BHIbL
MEpOINPUATHHN:

1) nokyMeHTapHbI€ IPOBEPKH;
2) BbIE3/IHBIE TIPOBEPKHU.

4. Opranuzanysi U OCYIIECTBICHHE TOCYIapCTBEHHOTO KOHTpOJs (Haa3opa) 3a peanu3anuen
OpraHaMH HCIOJHUTENBHON BIacTH cyObekToB Poccuiickoit @enepanyy moiHOMOYH B cdepe
oOpaiieHust JIeKapCTBEHHBIX CPEACTB IS MEAULMHCKOIO IMPUMEHEHMsI PperylupyroTcs
®enepanbHbiM  3akoHOM OT 6 okTs10psa 1999 roma N 184-®d3 "OO o00mux npuHIMIAX
OpraHM3allud  3aKOHOAATENbHBIX  (IPEACTaBUTENbHBIX) W HCHOJIHUTEIbHBIX  OPraHoB
rocyJapCcTBeHHOU BiacTu cyobekToB Poccuiickoit @eneparun'.

5. TlonmoxeHwe O TrOCyIapCTBEHHOM KOHTpoie (Haa3ope) 3a peaju3alueid opraHaMmu
UCTIOJIHUTENHHOH BiacTH cyObekToB Poccuiickoit deneparyy monHoMounii B cepe odpaiieHns



JICKAPCTBCHHLIX CPEACTB JIA MCIUIHUHCKOI'O IPUMCHCHHA YTBCPIKIAACTCA HpaBI/ITeHBCTBOM
Poccuiickoit ®enepaunu.

Crarbs 9.3. PernoHaibHbIi rocy1apCcTBEHHbIH KOHTPOJIb (HAA30P)
3a IPUMEHEHUEM IIeH Ha JIeKapPCTBEeHHbIE NMPenaparbl, BKJIYEHHbIE
B NepeYeHb KU3HEHHO He00X0AMMBbIX 1 BasKHENIIHNX
JIEKAPCTBEHHBIX Npenaparos (B ped. PeaepaabHOro 3aK0HA 0T
11.06.2021 N 170-®3)

1. PeruonanpHbIi TrOCyJapCTBEHHBIH KOHTPOIb (HAA30p) 3a INPUMEHEHHMEM LeH Ha
JIEKapCTBEHHbBIE IpernapaThbl, BKIOUYEHHbIE B NEPEYECHb )KMU3HEHHO HEOOXOIUMBIX M BaKHEHUIINX
JIEKapCTBEHHBIX IIPENaparoB, OCYIIECTBISETCS OPraHOM HCIOJHUTEIbHOW BIAcTH CyObekTa
Poccuiickoii ~ @enepanuu,  YIOJIHOMOYEHHBIM  BBICIIMM  MCIOJHUTEIBHBIM  OPraHOM
rocyaapcTBeHHOM BiacTu cyonbekra Poccuiickoii denepanum.

2. IIpeameTroM pernoHanbHOIO rOCYAapCTBEHHOIO KOHTPOJI (Haa30pa) 3a MIPUMEHEHUEM LIeH Ha
JIEKapCTBEHHBIE TpenapaThl, BKIIOYEHHbIE B MEpPEUeHb KMU3HEHHO HEOOXOAMMBIX W Ba)KHEHUIITUX
JICKApCTBEHHBIX IIpenapaToB, SBISETCS COONIONEHUE OpraHUu3alUs MU ONTOBOW TOPIOBIH
JIeKapCTBEHHBIMU CpeacTBaMH, anTeYHbIMU OpraHu3alusIMu, VHIMBUIYyaJIbHBIMU
NpeIIpUHUMATENs MY, HMMEIOIMMHU  JIMLIEH3UI0 Ha  (apMaleBTUUYECKYI0 JAEATelIbHOCTb,
MEIUIIMHCKAMHU OPTaHU3AIMsIMU, UMEIOIIUMH JIMIEH3HUI0 Ha (apMaleBTUYECKYIO JeSITeIbHOCTD,
U UX 000COONCHHBIMU MOApAa3AeieHUsIMH (aMOyIaTopusMu, GeabAIIepCKUMHA U (PebaIIepcKo-
aKyIIepCKUMH IMyHKTaMHM, IEHTpaMH (OTAeNeHUsIMH) o01el BpaueOHO# (CeMeHOM) MPaKTUKH ),
pacroIO)KEHHBIMU B CEJIbCKMX HACEIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTEUHBIE
OpraHM3alluy, MPU peau3aluyu JEKapCTBEHHbIX MpenapaTtoB TpeOOBaHMN K NPUMEHEHUIO LIEH,
YPOBEHb KOTOPBIX HE JOJDKEH TMpeBbIIaTh CyMMy (AKTUYECKOW OTIYCKHOM II€HBI,
YCTAHOBJICHHOM NpPOU3BOAMUTENEM JIEKAPCTBEHHBIX IIpEnapaToB, M KOTOpPbl€ HE IPEBBIIIAIOT
3apEeruCTPUPOBAHHBIX MPEAETbHBIX OTHYCKHBIX I1I€H, U Pa3MEpPOB OMNTOBBIX HAI0ABOK U (WJIM)
pa3MepoB PO3HUYHBIX HAJ0AaBOK, HE IMPEBBIIAIOIIMX COOTBETCTBEHHO Pa3sMEpOB IPEEsIbHbIX
ONTOBBIX HaI0aBOK U (WJIM) pa3MepoB MPEACIbHBIX PO3HUYHBIX HAJ0ABOK, YCTAaHOBJICHHBIX B
cyowekre Poccuiickoit denepanum.

3. Opranuzanusi ¥ OCYyIIECTBIEHNE PETHOHAIBHOIO TOCYIapCTBEHHOTO KOHTPOJsS (Haz3opa) 3a
NPpUMCHCHUCM [CH Ha JICKAPCTBCHHLIC IIpC€riaparbl, BKIIOYCHHBLIC B IICPCUCHL JKU3HCHHO
HEOOXOAMMBIX M Ba)XHEHMIIMX JIEKAPCTBEHHBIX IpenaparoB, peryiaupyrorcs DenepaibHbIM
3akoHoM OT 31 wmronsa 2020 roma N 248-®3 "O rocynapcTBEHHOM KOHTposie (Haa3ope) u
MYHHMLMIIATBHOM KOHTpose B Poccuiickoit deneparnun'.

4. TTonoxxeHne 0 PErHOHATILHOM TOCYIapCTBEHHOM KOHTpOJIE (Haa30p€e) 32 MPUMEHEHUEM LIeH Ha
JICKAPCTBCHHLIC IPCIIaparbl, BKIIOYCHHBIC B IICPCUCHLb JKU3HCHHO HCO6XO)]I/IMBIX U BaXKHEUIIINX
JICKAPCTBCHHBIX Impenaparos, YTBCPIKAACTCA BBICIHINM HCITOJIHUTCIIBHBIM OpralHom
rocyIapcTBeHHOM BiacTu cyonbekra Poccuiickoii denepanum.

Crartbs 9.4. @enepajibHblii rOCyI1apCTBEHHbIN JIUIEH3UOHHbIN
KOHTPOJIb 1eATeJILHOCTH MO MPOU3BOACTBY JEKAPCTBEHHBIX CPEACTB



(B pen. ®enepanabHoro 3akona ot 11.06.2021 N 170-D3)

1. ®enepanbHbIil TOCYAAPCTBEHHBIN JTMICH3UOHHBIA KOHTPOJIb ACATEIBHOCTH 110 IIPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB OCYLIECTBISIETCS (eepaabHbIMU OpraHaMHM MCIIOJHUTEILHOW BIIACTH,
ynonHoMoueHHbIMU [IpaBurtenscrBoM Poccuiickoit @enepanuu.

2. depepanbHblil roCyJapCTBEHHBIN JTMIIEH3MOHHBIN KOHTPOJIb JESATEIbHOCTH 10 IPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB OCYILIECTBISIETCS. B COOTBETCTBUU ¢ DeepabHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-®3 "O nuuEeH3UpPOBAHUU OTIENbHBIX BUJOB JesTelbHOCTH" U DenepaibHbIM
3akoHoM OT 31 wmrons 2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoJsie (Haa3ope) U
MYyHHIMIIATAHOM KOHTpolie B  Poccuiickoit ®enmepaumu". B pamkax  denepanbHOro
rOCY/IapCTBEHHOI'0 JIMIIEH3MOHHOIO KOHTPOJIS JESITEIbHOCTU IO NMPOU3BOACTBY JIEKAPCTBEHHBIX
CPEACTB IUIAHOBBIE KOHTPOJIbHbIE (HAJ30pHBIE) MEPONpPUSITHS HE MPOBOIATCSA, IPU 3TOM
IIPOBOJIUTCSL TEPUOJMYECKOE IIOATBEP)KJIEHUE COOTBETCTBUS JIMLIEH3UATOB JIMIIEH3MOHHBIM
TpeboBaHusIM B coorBeTcTBUU ¢ DenepanbHbiM 3akoHOM_OT 4 masd 2011 roga N 99-@3 "O
JIMIEH3UPOBAHUU OTIEJIbHBIX BUJIOB JAESATEIbHOCTH" .

I'maBa 5. PASBPABOTKA, JOKJIMHUYECKHE
NCCIEAOBAHUA JIEKAPCTBEHHbBIX CPEACTB, A TAK/KE
KIMHUYECKHUE NCCIEJOBAHUA JTEKAPCTBEHHbBIX
HPEIMAPATOB JJIs1 BETEPUHAPHOI'O IIPUMEHEHUSA

Crarps 10. Pa3padoTka jieKapCTBEHHBIX CPEICTB

1. Pa3pabotka jeKkapcTBEHHBIX CPEICTB BKIIOYAET B Ce0sl MOMCK HOBBIX (PapMaKoIOru4ecKu
AKTUBHBIX BCIICCTB, MOCICAYIOLIECC H3YUCHHUEC HUX JICKAPCTBCHHBIX CBOﬁCTB, JOKJIIMHHUYCCKUEC
WCCIICZIOBAaHUS, Pa3pa0dOTKy TEXHOJOTUH MPOU3BOACTBA (papMaleBTUYECKHX CyOCTaHIIUH,
pa3paboTKy COCTaBOB M TEXHOJIOIUH IIPOU3BO/ICTBA JIEKAPCTBEHHBIX IPENapaToB.

2. @uHaHCcOBOE obecreueHue pa3padoTKH JeKapCTBEHHBIX CPEACTB OCYIIECTBISETCS 3a CYET:
1) cpenctB denepaibHOTO OIOIKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) cpeactB IpPOU3BOAWTENEH  JIEKAPCTBEHHBIX CPEACTB IMPU  BBIIOJHEHUMM  HAy4YHO-
UCCIIEI0BAaTEIbCKUX PAa0OT IO JOrOBOPY MEXKAY pa3pabOTUUKOM JIEKAPCTBEHHBIX CPEACTB U
IIPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPENICTB;

4) UHBIX HE 3aMpenIeHHbIX 3aKOHOAATENLCTBOM Poccuiickoit denepaiiny HCTOUHUKOB.

3. IlpaBa  pa3paboTymMka JICKAPCTBEHHOI'O  CPEICTBA  OXPAHSIOTCA  TPakJaHCKUM
3aKOHOJIATENILCTBOM.

Crarps 11. J[okJINHUYECKOE UCCIET0BAHNE JIEKAPCTBEHHOTO
cpeacTBa JJsi MeAUIUHCKOTO MPUMEHEeHU I



1. JIOKIIMHUYECKOE MCCIICIOBAaHUE JIGKAPCTBEHHOTO CPEJCTBA JUISl MEIUIIMHCKOTO MPUMEHEHUS
IpoBOAUTCA NIYTEM NPHUMCEHCHUS HAYYHBIX MCTOJOB OLICHOK B LEJIAX NOJIYUYCHUA JOKAa3aTCIIbLCTB
0e30macHOCTH, KadecTBa M 3PPEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA.

2. JIOKIMHUYECKOe HCCIIEIOBaHHUE JIEKAPCTBEHHOTO CPEACTBA Ul MEIUIIMHCKOTO NMPUMEHEHUS
IIPOBOJIUTCS. B COOTBETCTBMM C INpaBMJIaMH HaJyulexalled 1a0opaTOpHON  MpaKTHKH,
YTBEPXKACHHBIMH YIIOJTHOMOUYEHHBIM (pefiepaibHbIM OpPraHOM HCIIOJIHUTENBbHOM BiacTu. (B pex.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

3. JIns opraHu3aiy ¥ MPOBEJEHUs JTOKIMHUYECKOrO MCCIIeI0BaHUS JIEKapCTBEHHOIO CPeCTBa
sl MEIUIUHCKOTO MNPUMCHCHHA pa3pa6OTIII/IKI/I JICKaApCTBCHHBIX CPCACTB MOI'YT IIPUBJICKATDH
HAay4YHO-UCCIIEZIOBATEIbCKUE  OpPTraHM3alluy, O0O0pa30BaTeIbHbIE  OPraHU3allMU  BBICIIETO
o0pa3zoBaHus, UMeroIIne HEOOXOAUMYIO MaTepUaIbHO-TEXHUYECKYIO 6a3y U
KBATH(UIIUPOBAHHBIX CIIEIMATNCTOB B COOTBETCTBYIOIIEH OONIacTH HccieqoBaHHs. (B pen.
®enepanbHoro 3akoHa ot 02.07.2013 N 185-P3)

4. JIOKJIIMHUYECKOE MCCIIEeJOBaHUE JIEKAPCTBEHHOI'O CPEACTBA JUISl MEJUIIMHCKOTO NMPUMEHEHUs
IIPOBOJIUTCS IO YTBEPXKAEHHOMY Pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEACTBA IIJIaHY C BEIEHUEM
IIPOTOKOJIA TOTO UCCIENOBAaHUS U COCTABJIECHHEM OTYETA, B KOTOPOM COIEPIKATCS PE3YJIBTATHI
3TOr0 UCCIIEOBAHUS U 3AKIIOUEHHE O BO3MOKHOCTH IPOBEACHUS KIMHUYECKOTO HUCCIIENOBAHUS
JIEKapCTBEHHOIO IIpernapara Jyisi MeIUIUHCKOTO IPUMEHEHHUS.

5. IlpoBenenue mnpoBEpOK COONIONEHUS MPAaBWII HaJIekKallell J1abopaTOpHOM MPaKTUKUA U
MPaBOBBIX HOPM HCIOJIb30BAaHUS KUBOTHBIX MPHU MPOBEACHUH JOKIMHUYECKUX HCCIEIOBAaHUMN
JIEKAPCTBEHHBIX CPEACTB JJI1 MEAUIIMHCKOTO MPUMEHEHHUsI OCYUIECTBISETCS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM MCHOJHUTENBHOM BiacTH. (B pen. denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

6. PesynbraTel JOKIMHUYECKOIO HCCIEJOBAaHMS JIEKAPCTBEHHOIO CPEACTBA Ul MEAUIMHCKOIO
NPUMEHEHUsT MOryT ObITh IpEACTaBIECHbl B YIOJIHOMOYEHHBbIH (enepanbHblii  oprax
HCIIOJIHUTEIIbHOM BJIACTH B YCTAQHOBJICHHOM IOPSAAKE B LEJSIX OCYJapCTBEHHOW pErucrpanuu
JIEKapCTBEHHOIO Ipernapara.

Crarps 12. JlokJIMHAYECKOE HCCJIeI0OBAaHHE JIEKAPCTBEHHOTO
CpeacTBa M KJIMHUYECKOe UCCIeJ0OBAaHME JIEKAPCTBEHHOI0
npemnapara JJjisi BeTepMHAPHOTO NPUMeHEeHUsI

1. JloKIMHUYECKOe UCCIIEI0BAHUE JICKAPCTBEHHOIO CPEACTBA JISI BETEPUHAPHOTO NPUMEHEHHS
IpoBOAUTCA NIYTEM NPUMCEHCHUA HAYYHBIX MCTOJOB OLCHOK B HEIAX MOJIYUYCHUSA JOKA3aTCIILCTB
0e30I1acHOCTH, KauecTBa U A(PQPEKTUBHOCTU JIEKAPCTBEHHOIO CpEICTBA, B TOM 4YHCIE
OIpeAcJICHHUA CpOKa €ro BbIBCACHHA U3 OpraiHu3Ma XKHUBOTHOTO, B LCIAX obecrneueHus
0e30I1acHOCTH MNPOAYKIHUH KUBOTHOI'O MPOUCXOKICHUA IMMOCJIC NPUMCHCHHA COOTBECTCTBYIOICTO
JIEKapCTBEHHOTI'0 IIpernapara.

2. HOKJ'II/IHI/IIICCKOC HCCJIICAOBAHUEC JICKAPCTBCHHOI'0 CPEACTBA M KIIMHUYCCKOC MCCJICIOBAHHEC
JICKAPCTBCHHOI'O Inperapara JUISA BCTCPUHAPHOI'O IIPUMCHCHMU, HUCCIICAOBAHUC
OMO3KBHBAJIEHTHOCTH YKAa3aHHOI'O JICKAPpCTBCHHOI'O IIpcriapara MpoBOAATCA B COOTBETCTBUU C
npaBujiaMH, YTBCPXKICHHBIMH YIIOJIHOMOYCHHBIM (l)enepam,HmM OpraHomM HUCITOJTHUTEIILHOMN



BJIaCTH.

3. JloxIMHHYeCcKOoe HCCIeI0BaHUE JIEKAPCTBEHHOI'O CPEACTBA U KIMHUYECKOE HCCIIE0BaHKE
JIEKaPCTBEHHOIO IIpernapara Uil BETEPHUHAPHOIO IMPUMEHEHUS MPOBOASATCSA IO YTBEPXKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEJICTBA IJIaHY C BEAECHUEM IPOTOKOJIOB ATUX MCCIIEA0BaHUMN U
COCTaBJICHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3yJIbTaThl ITUX UCCIIEIOBAaHU .

4. Jlnst opraHu3alMy U MPOBEACHUS JOKIMHUYECKOTO UCCIE0BAaHUS JIEKAPCTBEHHOIO CPEICTBA U
KJIIMHAYECKOI0 HCCIIENOBAaHUs JIEKAPCTBEHHOrO IIpernapara Uil BETEPUHAPHOIO INPUMEHEHUs
pa3pabOTYMK JIEKAPCTBEHHOI'O CpEJICTBA MOXKET IPUBJIEKATh OpraHu3alud, HMEIOIIHe
HEOOXOAMMYIO MaTepUalbHO-TEXHUYECKYI0 0a3y W KBaJM(UIUPOBAHHBIX CIIELUAINCTOB B
COOTBETCTBYIOILIEH 00JIACTH HCCIIEIOBAHUS.

5. KimmHuueckue uccieoBaHtsl JEKapCTBEHHBIX MPENapaTroB Il BETEPUHAPHOIO NPUMEHEHUs
NIPOBOJATCA B BETCPUHAPHBIX OPraHU3alUAX U B OPraHU3alUsX, OCYILIECTBIIONIUX pa3BEIACHUE,
BBIPAIIBAHUE U CONEPKAHUE KUBOTHBIX, B LIEIIAX:

1) ycraHOBIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENApaTOB 3J0POBBIMU KUBOTHBIMH;

2) nonbopa ONTUMAJbHBIX JIO3UPOBOK JIEKAPCTBEHHBIX IIPENaparoB W Kypca JICUEHHUs Ha
KOHKPETHOH I'pyIIIe )KMBOTHBIX C ONPEIETIEHHBIM 3a00J€BAaHUEM

3) ycraHoBiueHus ~ Oe3omacHOCTH M 3(QPEKTUBHOCTH  JIEKAPCTBEHHOIO  Mpemnapara,
MPEIHA3HAYSHHOTO JIJIS JICYSHUS ONPE/ISIICHHBIX 3a00JIeBaHUI JKUBOTHBIX, WM 3(PPEKTUBHOCTH
JIEKapCTBEHHOT'O Mpernapara Ui NpopHIaKTUKY 3a00JIeBaHU 310POBBIX KUBOTHBIX;

4) n3ydeHuss BO3MOXKHOCTEH pacHIMpEeHMsl MOKa3aHUM K IPUMEHEHHUIO 3aperuCTPHUPOBAHHOIO
JIEKapCTBEHHOT'O MpeTapara U BhISABICHUS paHee HEM3BECTHBIX MOOOYHBIX AEHCTBHIM.

6. Kiinnnyeckoe ucciaeoBaHUE JIEKApPCTBEHHOI'O IIpernapara Juls BETEPUHAPHOIO IPHUMEHEHHS
OCYILIECTBIISIETCA 3a CUET CPEACTB Pa3pabOTUMKA JIEKAPCTBEHHOIO CPEACTBA.

7. Otuersl O pe3yabrarax JAOKIMHMYECKOI'O HCCIENOBAaHUS JIEKAPCTBEHHOIO CpPEJACTBa U
KJIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO Ipernapara JUisi BETEPUHAPHOTO MPUMEHEHUs
COCTABJISIOTCS Pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEACTBA C YUETOM 3aKIIOUEHUI OpraHu3anui,
MPUHUMABIINX YYaCTHE B OPraHU3aIMH U MPOBEICHUH STUX UCCIIEIOBAHUN.

8. Konrponb 3a mnpoBeleHHEM JOKIMHUYECKUX HCCIIEAOBAaHUI JIEKAPCTBEHHBIX CPEACTB U
KJIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX MPENaparoB Ui BETEPUHAPHOIO IPUMEHEHUs
OCYIIECTBIISIETCS YIIOJTHOMOYEHHBIM (heiepalbHbIM OPTaHOM HCIOTHUTENbHOW BIACTH.

I'asa 6. OCYIIECTBJIEHUE 'OCYJIAPCTBEHHOM
PEI'NCTPAIIUU JIEKAPCTBEHHBIX ITPEITAPATOB

Crarbs 13. I'ocynapcTBeHHasi perucTpanus JeKapCTBEeHHbIX
npenaparoB (B pea. @egepanbHOro 3akona ot 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

1. B Poccuiickoit @enepaniuy 10NyCKarTCsl TPOU3BOJICTBO, U3TOTOBIIEHHUE, XPaHEHHE, TIEPEBO3KA,




BB03 B Poccuiickyro ®enepauuro, BbiBO3 U3 Poccuiickorn ®Pexepanuu, pekiiama, OTIIYCK,
pcaimm3anusd, Inepeaadya, MpPpUMEHCHUC, YHHUYTOKCHHC JICKAPCTBCHHBLIX IIPCraparoB, CCJIW OHU
3apCrUuCTPHUPOBAHDBI COOTBETCTBYIOIIUM YIIOJIHOMOYCHHbIM @enepaanHM OpraHom
WCIIOIHUTENBHOM BiiacTu. (B pen. ®eaepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

2. TocynapcTBEHHOM perucTparuu noiexar:

1) Bce nexkapcTBEHHbIE IIpenaparhl, BIEpBble MOJIEXalle BBOAY B oOpaiieHue B Poccuiickoit
ODexnepanui;

2) nexkapCTBEHHbIE Ipemnaparbl, 3aperuCTPUpPOBAHHBIE paHEe, HO IMPOM3BEIEHHBbIE B JPYrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C NEPEYHEM HAUMEHOBAHUM JIEKAPCTBEHHBIX (OpM, B
HOBOI1 JO3MPOBKE MPH JI0KA3aTENbCTBE €€ KIMHMUECKOW 3HAUMMOCTH B 3 PEKTUBHOCTH;

3) HOBBIE KOMOMHAIMY 3apErUCTPUPOBAHHBIX PaHEe JIEKAPCTBEHHbIX [IPENaparosB.

3. l'ocynapcTBeHHast perucTpaliys JeKapCTBEHHBIX MIPENapaToB OCYIIECTBISIETCS 110 pe3yabraraM
OKCIIEPTU3bl  JIEKAPCTBEHHBIX CPENCTB, a TOCYIapCTBEHHAas perucrpanus ophaHHBIX
JIEKAPCTBEHHBIX IIPENaparoB OCYIUECTBIAETCA II0 pPeE3yiabTaraM 3KCIIEPTU3bl JOKYMEHTOB,
IIPEICTABIEHHBIX JUIS ONPEACNICHUs BO3MOXHOCTH pacCMarpuBarh JIEKAPCTBEHHBIN Ipernapar
JUISL MEIOUIIMHCKOIO IPUMEHEHUS IPU OCYIIECTBICHUHM TOCYAAPCTBEHHON PpErucTpalyy B
KauecTBe Op(paHHOTO JIEKAPCTBEHHOrO Ipenapara, W 10 pe3ylbraraM  3KCIEpTU3bI
JIEKaPCTBEHHBIX CPENICTB.

4. locynapctBennas peructpanus  JEKapCTBEHHOI'O mnpemnapara  OCYIIECTBIISIETCS
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pelilepaIbHbIM OPraHOM HMCIIOJIHUTENIBLHON BIaCTH B CPOK,
HE MPEBBIIIAIONINA CTa MIECTUACCITH pPabouMx JHEW CO JIHA MPUHATHS COOTBETCTBYIOILETO
3asBJICHHUS] O TOCYJapCTBEHHOM PErucTpaluu JIEKapCTBEHHOro mpemnapara. B ykazaHHBIN Cpok
BKJIFOYAETCSl BpEMsi, HEOOXOAMMOE ISl MMOBTOPHOTO MPOBEACHMS IKCIEPTU3bI JIEKAPCTBEHHOTO
CpeAcTBa B COOTBETCTBMM €O crarbeil 25 Hactosmero @DenepainbHoro 3akoHa. Cpok
rOCyJapCTBEHHOW DPETUCTpaIlMM JIEKApCTBEHHOI'O IMperapara HUCUYHUCIAETCS CO AHS TMPUHATHUS
COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHbIM ()eiepaIbHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH
COOTBETCTBYIOIIETO 3asBJICHUS O FOCYJApPCTBEHHOW pPErucTpaldy JIEKAPCTBEHHOTO Mperapara ¢
MPUIOKEHUEM HEOOXOAMMBIX JOKYMEHTOB MO JI€Hb BbIJIaYM PETHMCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpenapara. Bpems, HeoOXoauMoe Ui HampaBlIe€HUS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM MCIIOJIHHUTENLHOM BIACTH 3ampoca O MPEJICTaBICHUU HEOOXOAMMBIX
MaTepuasoB M TPEICTaBICHHUS 3asBUTENIEM OTBETAa HAa JaHHBIA 3alpoc B COOTBETCTBUHU CO
crarbsiMu 16, 19 u 23 nactosuiero denepanbHOr0 3aKkOHA, HE YYUTHIBACTCS MPU HMCUHUCICHUU
CpOKa rocyJapCTBEHHOW PErucTpaliy JEKapCTBEHHOTO Ipernapara.

5. T'ocymapCTBEHHOM perucTpalyy He MOAJIeKaT:

1) nexapcTBeHHbIE Ipenaparbl, W3rOTOBJICHHBIE AlITEYHBIMM OpPraHU3alUsIMH, BETEPUHAPHBIMU
anTeYHbIMU OPTraHU3alUAMH, WHIUBUIYAIBHBIMU IPEIIPUHUMATEISAMH, KOTOPBIE HMEIOT
JUIEH3UIO Ha (papMalleBTUUECKYIO JIeATEIbHOCTb, 110 peLeNTaM Ha JeKapCTBEHHbIE Ipenapartsl U
TpeOOBaHUAM MEIUIIMHCKUX OpraHM3allui, BETEpUHAPHBIX OpraHUu3aluii;

2) nexkapCTBEHHbIE Npenaparbl, NPUOOpETeHHBbIE (HU3UUECKUMH JHMLIAMH 33 MpeaeiIaMu
Poccuiickoit denepauuu v npegHa3HAYCHHBIE IJIs1 JUYHOTO UCITOJIb30BaHUS;

3) nekapcTBEHHbIE mpemnaparbl, BBo3uMble B Poccuiickyto ®enepauuio a8 OKazaHHUS



MCI[HHHHCKOﬁ moMomu 1Mo KU3HCHHBIM IIOKa3aHHAM KOHKPETHOI'O IHallMCHTA Ha OCHOBAHWUH
pa3spClIC€HA, BEIIAHHOTO YIIOJIHOMOYCHHBIM (be)lepaJ'IBHBIM OprainomMm HUCIIOJTHUTEIIFHOM BJIaCTH,

4) nekapCTBEHHbIE CPEICTBa, BBO3MMbIE B Poccuiickyro denepaiinio Ha OCHOBAaHUU BBIJAHHOTO
YIOJHOMOYEHHBIM  (pefiepadbHbIM ~ OpraHOM  HMCIIOJHUTEIBHOM  BJIACTH  pa3pelieHHs U
NpeAHa3HayYeHHbIe U1 TPOBEACHUS KIIMHUUYECKUX HCCIIEIOBAHUM JIEKapCTBEHHBIX IIPEnaparoB 1
(mnM) TPOBEACHUS IKCTIEPTU3bBI JIGKAPCTBEHHBIX CPEICTB JJIs OCYIECTBIECHUS TOCYIapCTBEHHOM
perucTpannm JIEKapCTBEHHbBIX PENaparos;

5) dapmaneBTHYECKHE CYOCTAHIINU;

6) paauodapmalieBTHUECKHE JEKapCTBEHHbBIE IMpernapaThbl, U3rOTOBICHHBIE HEMOCPEICTBEHHO B
MEIMIUHCKUAX OPraHu3alusX B MOPSJIKE, YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (eaepaibHbIM
OpPraHOM HCIIOJTHUTEIILHOW BIIACTH;

7) nexapcTBEHHBIE MPENaparkl, MPOU3BOAUMBIE JJIsl HIKCIIOPTA.
6. He nonyckaercs rocygapcTBEHHasi perucTpanus:

1) nexkapCTBEHHBIX MpenaparoB, OTIUYAIOLIMXCS JPYyr OT Jpyra KadeCTBEHHBIM COCTaBOM
JEUCTBYIOIIMX BEUIECTB, I10J OJMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OAHOTO JIEKAPCTBEHHOTO Tpernapara, IpeACTaBIEHHOT0 Ha FOCYIapCTBEHHYIO PETUCTPAIMIO B
OTHOIIEHUHM OJTHOT'O M TOTO K€ Jeprareisi WIK BIaAeiblla PETUCTPALMOHHOTO YIOCTOBEPEHHS
JICKApCTBEHHOTO Mpenapara B BUJE AByX M OoJiee JIEKApCTBEHHBIX MPENapaToB MO Pa3IuYHBIMH
TOProBbIMH HauMeHOBaHUsAMH. (B pen. Denepansroro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B »feKTpoHHOU (opMe WM Ha OyMa)kKHOM HOCUTENE) CyObekTa oOpalieHHs
JICKAPCTBCHHLIX CPEACTB COOTBCTCTBYIOIIHMM  YIIOJIHOMOYCHHBIM (I)e]:[epaJII)HI)IM OprainomMm
HCIOJIHUTEIbHON BJIACTH, OCYIIECTBISIOIIMM TOCYJapCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX
npemnaparoB, B YCTAHOBJICHHOM UM IMOPAAKE OCYHICCTBILICTCA HAYYHOC KOHCYJIBTHUPOBAHUE I10
BOIIpocCaM, CBA3aHHBIM C IIPOBCACHHUCM JOKIIMHUYCCKUX HCCHC}]OBaHHﬁ, KIIMHUYCCKHX
HCCIIEZIOBAaHUI JIEKapCTBEHHBIX IPENaparoB, SKCHEPTH3bl KayecTBa JIEKAPCTBEHHBIX CPEJCTB,
3p¢peKTUBHOCTH U 0€30IIaCHOCTH, C OCYILIECTBIEHHEM TI'OCYIapCTBEHHOM perucTpaunuu
JIEKAPCTBEHHBIX  IpenaparoB. KOHCYIbTUpOBaHHE  OCYLIECTBIISIETCS C  IPUBICUECHUEM
(denepanbHBIX TOCYIApPCTBEHHBIX OIOMHKETHBIX YUYPEKJICHUH, TOABEIOMCTBEHHBIX JAHHOMY
deneparbHOMY OpraHy MCIHOJHUTEIBHOM BIAaCTM M HE YYacTBYIOIIUMX B OpraHU3aluu
MMPOBCACHHA OKCIICPTHU3bl Ka4€CTBa JICKAPCTBCHHBLIX CPCACTB B MLCIAX OCYUICCTBICHHUA HX
rOCyIapCTBEHHON perucTpaluy B COOTBETCTBUU cO cTarheil 16 Hacrosmero denepanbHoro
3aKOHa, B BHUJE OTBeTa B MUCHMEHHOW (OpMe YIOIHOMOYEHHOTO (QeaepaabHOro opraHa
HCIOJTHUTEIbHON BJACTU Ha 3ampoc. Pazmep B3uMaeMoil ¢ 3asBUTENs IUIaThl ONpEAEseTcs B
COOTBETCTBMH C 3aKoHoAarenbcTBoM Poccuiickoit denepanumn 06 opraHusanuy npeaocTaBiIeHUs
rOCYJapCTBEHHbIX M MYyHULIMNAIbHBIX Yyciuyr. WHdopmanus 00 OCyLIECTBIEHUM HAYyYHOI'O
KOHCYJIBTUPOBAHHUS, B TOM YHCJIE CTaThU, 0030pbl, CIIPABOYHBIC MaTepHaibl U WHast HH(opManus
00 OCYyIIECTBICHMM HAyYHOIO KOHCYJIBTUPOBAHUS, pa3MellaeTcs Ha OQHUIMAIbHOM caiTe
YIOJHOMOYEHHOTrO (elepaibHOr0 OpraHa HCIOMHUTENbHOM BiacTh B ceTu "MHTepHer" ¢
COOJIIOZIGHUEM OIpaHUYEHUH, YCTAaHOBJIEHHBIX 3aKOHOAATEIBCTBOM O IEPCOHAIBHBIX JAaHHBIX,
KOMMEpYECKOU U (MJIM) TOCYIapCTBEHHOM TailHe.

8. T'ocynapcTBeHHas perucTpainus JeKapCTBEHHbIX IMPENaparoB, KOTOpPbIE MpeIHA3HAUYEHbl IS
IIPUMEHEHUs B YCIOBUSAX BOCHHBIX JCHCTBUM, UYPE3BBIYANHBIX CUTyalUi, NPEAyIPEKICHUS



Yype3BblYalHbIX CHUTyallMi, NPOQUIAKTUKA M JIedeHHUs 3a00J1€BaHUN, MNPEACTABISIIOIINX
OMACHOCTb JUIsI OKPY)KAIOLIUX, 3a00J€BaHMM M NOpaKEHUH, IONyYEHHBIX B pe3yJbrare
BO3JIEUCTBUS HEONAronpUsATHBIX XUMHUYECKHX, OMOJIOIMYECKHUX, PaJUallMOHHBIX (AKTOpOB, U
KOTOpbl€ pa3paboTaHbl B TOM 4YMCJIE IO 3aJaHUI0 (elepaibHbIX OPraHOB HCHOJHUTEIbHON
BJIAacTH, YIOJHOMOYEHHBIX B 00JacTH OOOpPOHBI CTpaHbl M 0€30I1aCHOCTH TIOCYAApCTBa,
OCYUIECTBJISIETCSl B TIOpsJIKe, ycTaHoBIeHHOM [IpaButenbctBoM Poccuiickoit denepanuu. (B pe.
®enepanbHoro 3akoHa or 01.04.2020 N 98-D3)

Crarbs 14. IIpyHUMIBI IKCHEPTHU3HI JIEKAPCTBEHHBIX CPEACTB (B pel.
DenepaabHOro 3axkona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. 3KCHCpTI/ISa JICKaAPCTBCHHLIX CPEACTB OCHOBBIBACTCA Ha IMPUHIUITIAX 3aKOHHOCTH, CO6J'IIO)1€HI/IH
npaB U CBO6OI[ YCJIOBCKA U TI'paXJdHUHA, IIPpaB IOPUJIUYCCKOTO JIMId, HE3aBUCUMOCTHU IKCIICPTaA,
O6’I)CKTI/IBHOCTI/I, BCCCTOPOHHOCTHU U IMOJIHOTBI I/ICCJ'IC)]OBaHI/If/'I, IMPOBOJUMBIX C HUCIIOJIB30BAHHEM
COBPCMCHHBIX I[OCTI/DI(CHI/Iﬁ HayKn n TCXHUKU, OTBECTCTBCHHOCTH (be)lepa.nLHoro
rocyiapCTBEHHOT'O 6I'OIDKeTHOFO YUPCIKACHHUA II0 IMPOBCACHHUIO OSKCHCPTU3bI JICKAPCTBCHHBIX
CpCACTB M 3KCIICPTOB 3a IMPOBCACHUEC U KaY€CTBO SKCIICPTHU3EI.

2. DKcnepTu3a JeKapCTBEHHBIX MPEnapaToB Il MEIUIUHCKOTO IPUMEHEHHUs BKIIIOYAET B ceOsl:

1) sKcnepTU3y JOKYMEHTOB, MPEACTABICHHBIX Ui ONpEAeSieHNsT BO3MOKHOCTH paccMarpuBarh
JIEKAPCTBEHHBIA  mOpemnapar Jjisi  MEJUIMHCKOTO MPUMEHEHUs [pHU  OCYIIECTBICHUU
rOCY/IapCTBEHHOH perucTpaiuy B KauecTBe ophaHHOTO JICKAPCTBEHHOTO IMpErapara;

2) SKCIepTu3y MPEeAoKEHHBIX METOAOB KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO CPEACTBAa U
KauecTBa IPEACTABIEHHBIX OOpPa3LOB JIEKAPCTBEHHOI'O CPEACTBA C HCIOIb30BAHUEM JTHUX
METO/IOB (ajee - KCIepTr3a KauecTBa JIEKAPCTBEHHOI'O CPEJ/ICTBA);

3) oKcmeprudy OTHOUIEHUS OXMJIAEeMOW TOJdb3bl K BO3MOXKHOMY pPHUCKY IPHUMEHEHHS
JIEKapCTBEHHOIO IIpernapara.

4) sKcmepTU3y PEruCcTPAMOHHOrO JOChE Ha JICKAPCTBEHHBIN Mperapar B LEJSAX ONpeaeicHUs
B3aMMO3aMCHACMOCTHU JICKAPCTBCHHLIX IIPCIIAPATOB AJII MCIUIHMHCKOI'O IMPUMCHCHUA. (B pea.
®enepanbHOro 3akoHa or 27.12.2019 N 475-93)

3. DkcrepTH3a JIeKapCTBEHHBIX MPENaparoB i BETEPUHAPHOTO MPUMEHEHHs BKIIIOYaeT B ce0s
9KCIIEPTU3Yy KAaueCTBa JIGKAPCTBEHHOTO CPECTBA M HKCIIEPTU3Y OTHOLICHUS 0)KHMIAEMOU MOJIb3BI K
BO3MO)KHOMY PHCKY NPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara.

Cratbs 15. @enepajibHOE TOCYyTIapPCTBEHHOE OIOIKETHOE
yupe:xaeHHe Mo MPoBeIeHHI0 IKCIEPTH3bI JIeKAPCTBEHHBIX CPEACTB

Okcneprusza  JIEKApCTBEHHBIX — CPEJICTB  MPOBOAUTCSA  (pefepalibHbIM — T'OCYAApPCTBEHHBIM
OIO/KETHBIM ~ yUPEXKJICHHEM COOTBETCTBYIOLIETO YIOJHOMOUYEHHOro (henepansbHOro opraHa
HUCIOJIHUATEILHON BJIaCTH, CO3JaHHBIM JIA oOecIleueHNsI HCIIOIHEHUS ITOJHOMOYHMI DTOro
(denepabHOrO OpraHa Mo BbIJa4e pa3pellieHUll Ha MPOBEICHHE KIMHHUYECKUX HCCIICIOBaHUMN
JICKApCTBEHHBIX IIpernaparoB U (WJIM) IO TOCYIaPCTBEHHOM pPErucTpaluu JEeKapCTBEHHbIX
MpenaparoB (Jajee - SKCIEPTHOE YUPEKICHUE).



Crarbs 16. Opranu3anusi npoBeAeHUs1 IKCMEPTU3bI JIEKAPCTBEHHbIX
cpenctB (B pea. @egepajbHoro 3axkona or 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. Dxkcnepru3a JEKapCTBEHHBIX CPEICTB IPOBOJUTCS KOMHCCHEH HKCIEPTOB SKCIEPTHOIO
YUPEXKJCHMs, HA3HAUEHHOW €ro pyKOBOJMUTENEM, HAa OCHOBAaHMM 3aJlaHUsl Ha IIPOBEACHUE
9KCIEPTU3bl JIEKAPCTBEHHOI'O CPECTBA, BBIJAHHOIO YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
UCTIOJIHUTEIBHOHN BIacTH. PyKOBOIUTENL SKCIEPTHOIO YUPEKICHUS 00ECIIeUnBAET HaUIeKalllee
IIPOBEJCHUE SKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHM C 3a/laHUEM, BBIJAHHBIM
YIOJIHOMOYEHHBIM (heiepalbHbIM OpraHOM HCIIOJHUTEIbHOW BIIACTH, U OPTaHU3yeT MOAIOTOBKY
CBOJHOI'O 3aKJIIOYEHMs 3TOM KoMHCCHU. B cocTaB 3T0il KOMUCCHM MO PEIIEHUIO0 PYKOBOJUTENS
SKCIIEPTHOI0 YUPEXKIEHHUSI MOTYT ObITh BKJIIOUEHBI B Kau€CTBE IKCIIEPTOB JIMLA, HE padoTarolue
B JAHHOM OKCIIEPTHOM YUPEXKICHHM, €CJIM MX CIELUUAIbHbIE 3HAHUSA HEOOXOOUMBI IS
IIPOBEJCHUS SKCIEPTU3bI U TAKUE SKCIIEPThI OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM YUPEXKICHUU.

2. DKCIEepTOM IO MPOBEACHUIO IKCTIEPTU3BI JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTECTOBAHHBIM
pabOTHHK  DKCHEPTHOTO  YYPEKIACHHS,  KOTOPHI  HMMEET  BBICIIEE  MEIMLUHCKOE,
bapmarieBTHUECKOE, OHOJIOIMUYECKOE, BETEPHUHAPHOE MM XMMHUUYECKOEe 00pa30BaHUE U MPOBOIUT
OKCIICPTHU3Y JICKAPCTBCHHLIX CPEACTB B IMOopAaKe HCITOJTHCHU A CBOHUX  JOJKHOCTHBIX
o0s13aHHOCTEH (anee - FKCIepT).

3. Ilpu mpoBeneHUM SKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB 3KCIEPT HE MOXKET HAXOAUThCA B
KakoW-1M00 3aBUCHMOCTM OT JIMIA, HA3HAYUMBLIETO0 ATy OKCHEpTH3y, pa3paboTuuka
JIEKApCTBEHHOT'O CPEJCTBA WM JPYTUX 3aUHTEPECOBAHHBIX B PE3yJIbTaTaX IKCIEPTU3BI JIUIL.

4. Ilpu npoBeneHHM HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB HE JOMyCKaeTcs UCTpedoBaTh y
3asBUTENS JTMOO MHBIX JIMLl Marepualibl, HEOOXOAUMBIE JUIsl IPOBEIEHMsI 3KCIIepTU3bl. B ciiydae
HEJOCTAaTOYHOCTH IIPEACTABIECHHBIX JKCIEPTY MaTepUaIoB Ul Jadd 3aKIFOYEHHUs DKCIEPT
CTaBUT BONPOC O IMpPEACTABICHUH €My HEOOXOJUMBIX MAaTEpUAIOB Iepel PYKOBOIUTEIEM
OKCIIEPTHOTO  YUPEXKAEHHUS, KOTOpBIM oOOpam@aercs ¢ COOTBETCTBYIOUIMM 3allpOCOM B
YIOJIHOMOYEHHBIM (eaepanbHblii OpraH HCHOJHMTEIbHOW BIIACTH, BBIJABIIMM 3ajaHue Ha
NPOBEJICHHE OKCIEPTU3bl JIEKAPCTBEHHOTO CpeACTBA. YKa3aHHBIA (elnepanbHbIi  Opran
WCIOJIHUTEIbHOW BIIACTH B TEUEHHE NATH paboyux JAHEH cOo JHS MOCTYIUIEHHs 3ampoca
PYKOBOIUTENS 3KCIIEPTHOIO YYPEXKACHHS HANpaBISIET 3asABUTEII0 3alpOC O IPEACTAaBICHUU
HEoOXOAMMBIX MarepuanoB. JlaHHBIM 3ampoc MOXeT ObITh IepelaH YIOITHOMOYEHHOMY
MIPEICTABUTEIIO 3asBUTENS JIMYHO II0J PACIUCKY, HAIIPABJICH 110 MOYTE 3aKa3HbIM ITMCbMOM WX
nepefaH B 3JEKTPOHHOM (opMe MO TeIeKOMMYHUKALMOHHBIM KaHajaM CBsi3u. B ciyudae
HaIIPABJICHUs JTaHHOI'O 3arpoca IO MO0YTE 3aKa3HbIM IMCBbMOM OH CUUTAETCS IOJIyYEHHBIM II0
HCTEUEHUH LIECTH JHEW C JaThl HApaBJICHUs 3aKa3HOTo NuchMa. (B pel. PenepaabHOro 3akoHa
or 25.11.2013 N 317-P3)

4.1. 3asBuTens 0053aH MPEACTAaBUTH OTBET Ha 3alpOC YHOJIHOMOYEHHOTO (eepalbHOro OpraHa
WCIIOJIHUTENILHOM BJIAaCTH B CPOK, HE MPEBBIIIAIONIMN JEBIHOCTa paboOyuMX THEH CO AHS €ro
MOJTyYeHHs. YIOJHOMOUYEHHBIN (eepanbHblii OpraH MCIOJHUTEIBLHOW BJIACTH, BBIJABIINN
3aJlaHiE Ha MPOBEICHUE YKCTIICPTH3BI JICKAPCTBEHHOTO CPEJCTBA, B TCUCHHE ISTH PabOYMX JHEH
CO JHSl MOCTYIUIEHUsI OT 3asBUTES OTBETAa HA JAaHHBIM 3alpoC HANpaBisIeT TAaKOMl OTBET B
AKCIEPTHOE yupexkaeHue. B ciayuae HempeacTaBieHHs MO MUCTEYEHHUU JEBSHOCTA paboyux JHEH



3asBUTEJIEM OTBETA Ha JaHHBIN 3alpOC YIIOJIHOMOYEHHBIN (efiepabHbIN OpTaH UCIIOTHUTEbHON
BJACTH, BBIJABLINI 3a/laHue Ha MPOBEJCHUE SKCIEPTU3bI JIEKAPCTBEHHOIO CPEJCTBA, B TEUEHUE
IATU paboYMX JAHEW HaANpaBisieT B SKCIEPTHOE YUPEKJEHHE YBEAOMIIEHHE O HENpPEICTaBIECHUHU
3asBUTEJIEM OTBETa Ha 3alpoC YKAa3aHHOIO opraHa. Bpems co 1Hs HampaBieHus 3ampoca
9KCIIEPTHOTO YUPEK/CHUS B YIIOJTHOMOUCHHBIH (herepaibHbIi opraH NCIIOJTHUTEIBHOM BIACTH JI0
JHS TOJIy4€HUs OKCIEPTHBIM YUpEXKJCHHEM OTBETa Ha 3alpoc WIM YBEJIOMIIEHUS O
HENpPEeACTABICHUM OTBETAa Ha 3alpOoC HE YUYUTHIBAETCS IPU HMCUUCIEHUU CpOKa IPOBEIEHUS
AKCIEPTU3BI JIEKAPCTBEHHOTO cpencTBa. (B pen. PenepanbHoro 3akoHa oT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe perucTpaloHHOro JOChe Ha JIEKapCTBEHHBIN Mpenapar A MEAULUHCKOrO
NPUMEHEHUsI COJIEPKUTCS MpeycMoTpeHHas crarbeid 18, yacteio 1.1 crateu 30 u crareeit 34
Hacrosiero denepaabHOrO 3aKOHA KOIUS PELIEHHs YHOJIHOMOYEHHOro (efepalbHOro opraHa
HCIOJTHUTEIbHOW BJIACTH O MPOBEJAECHUU HMHCIIEKTUPOBAHUS IPOU3BOIAUTENS JIEKAPCTBEHHBIX
CPEICTB, OJKCIEPTY A0 O(QOPMIECHHUS pE3YJIbTaTOB OSKCIEPTU3bl JIEKAPCTBEHHOI'O CPENCTBA
IIPEJOCTABIACTCS. B MNOPSAJKE W Ha YCIOBUSX, KOTOpblE HpPEeayCMOTpeHbl dacTsamMu 4 u 4.3
HACTOSIILEH CTaThM, KOMMS 3aKIIOUEHUS O COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX
CpEACTB TpeOOBaHUAM MpPaBUJI HaJUIeKalled IPOU3BOACTBEHHOM MpPAaKTHKH, BbIJAHHOTO
YIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpPraHOM MCHOJIHUTENbHOW BiacTu. (B pen. denepanbHoro
3axoHa 0T 04.06.2018 N 140-D3)

4.3. 3asBuTenp 00s13aH MPEICTAaBUTh B YIIOJTHOMOYEHHBIHN (heiepalbHbli OpraH UCHOJHUTEIbHON
BJIACTH KONMIO 3aK/IIOYEHUS O COOTBETCTBUM IPOMU3BOIAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUIM MPaBUIJI HAAJIEKAIIEH NMPOU3BOACTBEHHONW MPAKTUKU B CPOK, HE MPEBBILIAIOIINUN
cTa BOCBMHJECATH pabouux AHEW cO JHS MOJIYy4YeHHsl 3alpoca O €€ IPeIOoCTaBICHUU.
VYnonHoMoueHHbIN (enepabHbIl OpraH HUCIONHUTENbHOM BIACTH, BBIJABILIMN 3aJaHuE Ha
MPOBEJICHHE SKCHEePTH3bl JICKAPCTBEHHOI'O CPEICTBA, B TEUCHHE MATH pabouux AHEH co aHs
MOCTYILIEHUS OT 3asBUTEIIS KOIIMU 3aKIIFOYEHUSI O COOTBETCTBUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHUSAM IMPaBUJ HAAJEKALIEH NPOU3BOJACTBEHHOM INPAKTHKH, HAIpaBiseT €€ B
JKCIIEPTHOE yudpexkaeHHe. B ciydyae HenpencraBlIeHUs 3asBUTEIEM B yYKa3aHHBIA CPOK KOIUU
3aKJIIOYEHUsI O COOTBETCTBUM NPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM IPaBHII
Ha/UIeXKalleil  MPOW3BOJACTBEHHOW  MPAKTUKW  YINOJHOMOYEHHBIH  QerepanbHBIi  OpraH
WCIIOJIHUTEIIbHOM BJIACTH, BBIJABIIMK 33JaHUE HaA IIPOBEICHUE DKCIEPTU3bl JIEKAPCTBEHHOIO
CpE/CTBA, B TEUEHHE MATH PA0OYNX JHEW HANpaBiIseT B KCIEPTHOE YUPEKICHUE YBEIOMICHUE O
HEIPEICTABICHUN  3asBUTEIEM KOIMM 3aKIKYEHHUS O COOTBETCTBUM  IIPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB TPeOOBAHUSAM MpaBUI HaJJIeXKallleld MPOU3BOACTBEHHOM IPAKTUKH.
BpemMsa co [HA HampaBleHHs 3ampoca OKCIEPTHOIO YYPEXKIEHUS B  YIIOJIHOMOYEHHBIN
(denepanbHblii OpraH HMCIOIHUTEIBHOW BJIACTH 1O JHS HNOIYYEHMs SKCIEPTHBIM YUPEXKIECHUEM
KOIIMU 3aKJIIOYEHHUs] O COOTBETCTBUHM IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUAM
IIpaBUJI HAJUIEKAIEH MPOU3BOACTBEHHOM MPAKTUKY MJIM YBEIOMIICHUS O €€ HEIPEACTABICHUU
HE YYUTBIBAETCA MPH UCUUCICHUN CPOKA MPOBENEHUS SKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA. (B
pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5. DkcrnepT mpu MPOBEACHUM HNOPYUYEHHOM €My PpPYKOBOJHUTEIEM 3KCIIEPTHOTO YUPEXJIECHHUS
9KCIIEPTHU3BI JEKAPCTBEHHOI'O CPEACTBA 00sA3aH:

1) mpoBecTH IOIHOE HCCIEIOBAaHME IIPEICTABIECHHBIX €My OOBEKTOB, MAaTEpHAJlOB, IaTh
000CHOBaHHOE€ M OOBEKTHBHOE 3aK/IIOUEHHE IO IOCTaBJICHHBIM IEpe]] HUM BOIPOCAM HIIU
MOTHBHPOBAHHOE 3aKJIIOUYEHHE O HEBO3MOXXHOCTHU MPOBEIEHUS UM SKCIEPTH3bI JEKAPCTBEHHOI'O



CpPE/CTBA, €CIIM MOCTaBJIEHHbIE BONPOCH! BBIXOAAT 32 MPE/eibl CleUaIbHbIX 3HAHUI 3Kcnepra,
OOBEKThl HCCJIEJOBAaHUM M MaTepualibl HENPUIOAHbI WJIM HEAOCTAaTOYHBl Ul IPOBEIEHUS
HCCIJIEZIOBAaHUH U J1aud 3aK/II0YeHUsI TM00 COBPEMEHHBIN YPOBEHb PA3BUTHsI HAyKU HE I103BOJISET
OTBETUTH HA [IOCTABJIEHHBIE BOIIPOCHI;

2) He pasramaTh CBEIEHHs, KOTOPbIE CTAIM €My U3BECTHBI B CBS3H C POBEJCHUEM 3KCIIEPTU3BI
JEKapCTBEHHOI'O  CPEICTBAa, a TaKKe CBEIEHMs, COCTaBIISIONIME TOCYJApCTBEHHYIO,
KOMMEPYECKYI0 UJIM UHYIO OXPaHsEMYIO 3aKOHOM TaiHYy;

3) obecrneunTh COXPAaHHOCTh MPEICTABICHHBIX 00BEKTOB CCIICIOBAHUN U MAaTEPHAJIOB.
6. DKcrnepT He BIIpaBe:

1) npoBOIUTH DKCHEPTU3Y JIEKAPCTBEHHOIO CPECTBA 10 OOPALEHNUIO HEMOCPEACTBEHHO K HEMY
OpraHu3alui Win GU3NYECKUX JIHL;

2) camoOCTOATENbHO COOMpATh MaTepualibl Ui IPOBEIACHUS SKCIEPTU3bl JIEKApCTBEHHOIO
CpEICTBa;

3) IpOBOAUTH IKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAUECTBE HEIOCYJAPCTBEHHOIO SKCIIEPTA.

7. B ciyuae HeoOXOIMMOCTH OJKCIEPT BIPaBE XOAATAlCTBOBAaTb IEPEN PYKOBOIUTEIEM
9KCIIEPTHOIO YUYPEXKIECHHUS O IMPHUBICYEHUH K IIPOBEACHUIO HKCHEPTU3bl JIEKApPCTBEHHOIO
CpeICTBa APYTHX IKCIEPTOB.

8. Kaxaplii sKCcTiepT, BXOJSIINI B COCTaB KOMUCCHU KCIIEPTOB, KOTOPOM MOPYUYEHO MPOBEICHUE
SKCIEPTU3bl  JIEKAPCTBEHHOIO  CPEJICTBA, HE3aBUCUMO UM  CAMOCTOSATENIIbHO  MPOBOAUT
HCCIIEJOBAHUA, OLIEHMBAET PE3YJIBTAThl, MOMYYEHHbIE UM JIMYHO U JPYTUMH SKCIIEpTaMH, U
(dbopMynupyeT BBIBOJIbI OTHOCHUTEIBHO IIOCTaBJIEHHBIX BOMPOCOB B TIPEleiax CBOUX
CllelUAJIbHBIX 3HAHUU.

9. PesynbraThl 3KCHEPTU3bI JEKAPCTBEHHOTO CPEACTBA O(GOPMIIIOTCS 3aKJIIOYEHHEM KOMHCCHH
OKCIIEPTOB. B 3aKIII0Y€HNH KOMHUCCHH DKCIIEPTOB YKA3bIBAIOTCS MEPEUYEHb UCCIIEOBaHUM, 00beM
IIPOBEJCHHBIX Ka)/bIM 3KCIIEPTOM HCCIIEJOBAaHUM, YCTAHOBIEHHbIE KAXKIBIM M3 HUX (DaKThl U
C/IeJIaHHbIE B PE3yJIbTaTe UCCIEJOBAHUN BBIBOJBI. DKCHEPT, MHEHUE KOTOPOTO HE COBMAJAET C
pelIeHneM KOMUCCUU KCIIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHUE B IMCbMEHHO (popMme, KoTopoe
MIPUOOIAETCS K 3aKIIOUEHUI0 KOMUCCUU IKCIIEPTOB.

10. Dkcneprsl, BXOJSIIME B COCTAaB KOMHUCCHM, NPEAyHpexaaroTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBMM C 3aKOHOAArenbCcTBOM Poccuiickoii @exepanuu  3a  Jady  3aKJIIOYCHUS,
coJiepKaliero HeoOOCHOBaHHbIE WM (adbCU(UIUPOBAHHBIE BBIBOJBI, O YE€M OHH JAIOT
MOJITHCKY.

11. Onpenenenue ypoBHs IpoecCHOHATBHOM MOATOTOBKY KCIIEPTOB U aTTECTAIUs UX Ha IIPaBO
IIPOBEICHUS  DJKCIIEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  OCYILECTBISAIOTCS  JKCIIEPTHO-
KBATU(UKAIIMOHHBIMM ~ KOMHUCCHSIMM B TOpSJIKE, YCTAaHOBJIEHHOM  COOTBETCTBYIOIIUM
YIOJIHOMOYEHHbIM  (QefiepajbHbIM  OpPraHOM  HCIOJIHMUTEIbHOW  BIACTH. YposeHb
npo(hecCUOHAIBbHON MOJArOTOBKU 3KCIIEPTOB MNOAJECKUT MEPECMOTPY yKa3aHHBIMU KOMHMCCUSMHU
HE PEXKE YEM OIMH pa3 B IITh JIET.

12. IlpaBuia mpoBeOeHUSI DKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTU JKCIEPTHU3BI
OT/ICTIbHBIX BHJIOB JIGKAPCTBEHHBIX INpenaparoB (peepeHTHBIX JIEKAPCTBEHHBIX IPEIaparoB,



BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX MpEnapaToB, OMOJOrNYECKUX JIEKapCTBEHHBIX IPENaparos,
010aHaIoroBhIX (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHaIOroB), TOMEOMATUYECKUX
JICKApCTBEHHBIX IIpPErnaparoB, JIEKAPCTBEHHBIX PACTUTENbHBIX IPENaparoB, KOMOMHALMM
JIEKapCTBEHHBIX IMpenaparoB), (OpPMbl 3aKIIOUEHUH KOMHMCCUU HKCIIEPTOB YCTaHABIMBAIOTCS
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJIHUTEIbHON BIAcTU. (B pell.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

Crarbs 17. [logaua u paccMoTpeHHe 3asiBJIEHHUS 0 TOCYI1apPCTBEHHOM
perucTpamum JeKapcTBEeHHOI0 Mpenapara JJjisi BeTePUHAPHOIO
npumMeHenus (B pea. @eaepajabHoro 3akona ot 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

1. Jlns rocymapCTBEHHOM perucrpalyu JIEKAPCTBEHHOIO Ipernapara i BETEpUHAPHOIO
NPUMEHEHUs pa3pabOTYMK TAKOIO JIEKAPCTBEHHOIO IIpernapara Uid yIoJIHOMOYEHHOE UM JIpyroe
IOPUANYECKOE JIMIIO (Aajee B HACTOALIECH CTaThe - 3asiBUTEIIb) IPEACTABISAET B YIIOJIHOMOYEHHBIN
(denepanbHbBli  OpraH  WCHOJIHUTEIBHOW  BJACTH, OCYLIECTBISIOIIUN  TOCYIapCTBEHHYIO
pEerucTpalmio JIEKapCTBEHHbIX MpenaparoB JUlsl BETEPUHAPHOIO IPUMEHEHMs, B JIEKTPOHHOM
¢opme wunm Ha OyMaKHOM HOCHUTEJE 3asBICHHE O TOCYIAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOIO IIpemapara Ul BETEPUHAPHOIO IPUMEHEHMS, a TakXke B IOPAIKE,
YCTaHOBJICHHOM COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM denepanbHbIM OpraHom
WCIOJIHUTEIbHON BJIAacTH, B 2JIEKTPOHHOM (opme MM Ha OyMa)kHOM HOCHUTEIE HEOOXOIUMbIE
JOKYMEHTBI, U3 KOTOPBhIX (POPMHUPYETCSl PETUCTPALMOHHOE JI0OChEe Ha JIEKAapCTBEHHBIH Ipenapar
IU1s BETEPUHAPHOI'O IPUMEHEHHUS.

2. B 3asBneHMHM O TOCYHApCTBEHHOW perucTpaluy JIEKApCTBEHHOTO TIperapara s
BETEPUHAPHOIO IPUMEHEHUS YKA3bIBAIOTCS:

1) HamMmeHOBaHME M aJpec 3asBUTENsA, pPa3padOTUMKA U IPOM3BOAUTENS JIEKAPCTBEHHOIO
npenapara Julsi BETEPUHAPHOIO IPUMEHEHHUs U aJpec MeCTa OCYLIECTBIECHHUs IPOU3BOACTBA
JIEKapCTBEHHOIO Mpernapara Juis BeTepUHApHOIO NPUMEHEHUs (B Cilydyae HaJu4Msl HECKOJIBKHUX
YYacCTHHMKOB IIpoliecca MPOU3BOACTBA HEOOXOANMO YKa3aTh KaXJI0TO U3 HUX);

2) HaMMEHOBAaHME JICKAPCTBEHHOrO  Tpemapara g  BETEPUHAPHOTO  MPUMEHEHUS
(MeXIyHApOAHOE HEMaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WM XUMHYECKOE U TOProBOe
HAaWMEHOBAHUS );

3) MEpCUCHb Z[CI\/'ICTBYI-OHII/IX 1 BCIIOMOTI'aTCJIbHBIX BEHIECCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara 1Jjii BETCPUHAPHOTO IPUMCHCHUS, C YKA3aHUCM KOJIMYCCTBA KAXKI0I'0 U3 HUX;

4) nexapctBeHHasi ¢opMma, T03UPOBKA, CIOCOOBI BBEICHUS M TMPUMEHEHHUsS, CPOK TOAHOCTHU
JICKApCTBEHHOTO TIperapara Jjisi BETEpUHAPHOTO MPUMCHCHUS;

5) hapmakoTepaneBTHUECKas IPYIINa;

6) HeoOXOAMMOCTh IIPUMEHEHHSI YCKOPEHHOH MPOLIEAYpPbI 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB B
LEeJAX FTOCYIapCTBEHHOM PEruCTpaliy JIEKapCTBEHHOTO IIPEnapara;

7) KoUK AOKYMEHTOB, MOATBEPHKAAIOIIUX YILIATy rOCyJapCTBEHHON MOLUIMHBIL:



a) 3a IPOBE/EHUE SKCHEPTU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEICTBA U IKCIEPTH3bl OTHOILECHUS
OXKUJAEMOM IIOJIb3bl K BO3MOKHOMY pPHUCKY IIPUMEHEHHs JIEKAPCTBEHHOIO IIpernapara Juis
BETEPUHAPHOI0 IPUMEHEHUS IIPU €r0 TOCYNAPCTBEHHON PErUCTpaLuy;

0) 3a Bbl1auy perucTpalMoOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOT'O NIpernapara;

8) Hamuuue cornacusi, MPeLyCMOTPEHHOTO YacTbio 7 HACTOAIICH CTaThbU, €CIM C MOMEHTa
peructpanuu pedepeHTHOTO JICKAPCTBEHHOI'O IMperapara Jjisi BETEPUHAPHOIO TPUMEHCHHUSI
MIPOIIIJIO MEHEEe YeM IIecTh JieT. (B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpamuoHHoe Jocke B IEIAX OKCHEPTHU3bl JIEKAPCTBEHHOIO IIpemapara Juis
BETEPUHAPHOIO MpPUMEHEHUs] pOpPMUpPYETCsl U3 CIEAYIOIIMX JOKYMEHTOB M CBEICHMI: (B pel.
®enepanbHoro 3akoHa or 27.12.2019 N 478-93)

1) cBeneHus 0 gare MPEJOCTaBICHHS U PETHCTPALIMOHHOM HOMEpe JHUIIEH3UU Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHOMN MPOU3BOIUTEIIO PETUCTPUPYEMOTO JIEKapCTBEHHOTO
npenapaTta Uit BETEPUHApHOTO MPHMEHEHHs, Ui POCCHHUCKUX MpPOU3BOAWTENCH; (B pen.
®denepanbHbix 3ak0HOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2) cBeleHUs O JaTe MPEeJOCTABICHUS U PETHCTPALlMOHHOM HOMEpe JUIEH3UU Ha MPOHU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, MPEIOCTABIEHHON MPOU3BOIUTENIO (DapMalieBTUUECKOH CyOCTaHINH,
BXOJAIIEH B COCTAaB PErHCTPUPYEMOro JIEKAPCTBEHHOIO TIpemapara Jjisi BETEPUHApHOTO
NPUMEHEHUs, I poCCUMCKUX mpou3BoauTenel; (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018
N 140-93, or 27.12.2019 N 478-D3)

2.1) xomus JOKyMEHTA, BBIJAHHOIO YIMOJHOMOUYEHHBIM OPTaHOM CTpaHbl MPOW3BOAMTENS IS
Ka)XJIOM MPOM3BOACTBEHHON IUIOUIAJKH PETUCTPUPYEMOrO JICKAPCTBEHHOIO Ipernapara s
BETEPUHAPHOIO  TNPUMEHEHHS U  TOITBEPXKIAIOLIEr0  COOTBETCTBUE  MPOU3BOIUTEIS
JIEKapCTBEHHOTO Tpernapara TpeOOBaHUAM MPaBWII HaJUIeKaIeH TPOU3BOJCTBEHHON MPAKTUKH, U
€ro MepeBOJ] Ha PYCCKUU $S3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM TMOPSAKE, a TaKKe KOIMHS
3aKJIIOUYEHUS O COOTBETCTBUHU IMPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSM MpPaBUII
HaJyIe)Kalled MpPOU3BOACTBEHHOW MPAKTHUKU, BBIJIAHHOTO YIOJIHOMOYEHHBIM (eaepasbHbIM
OpraHoM  HCHOJHUTEIbHOW  BIACTH  JUISI  KaXJOM  IPOM3BOJACTBEHHOW  IUIOLIAJKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOr'0 Mperapara s BETEPUHAPHOTO MPUMEHEHUS, 00 KOMHS
peuIeHus 0 MPOBEACHUN MHCIIEKTUPOBAHUS TTPOM3BOAUTENS JIEKAPCTBEHHBIX CPENICTB, MPUHSATOTO
YIOJHOMOYEHHBIM  (efiepaibHbIM  OpPraHOM  HCIOJHMUTENbHOM  BIACTH I KaxAOu
MPOU3BOJICTBEHHON  IUIOIIAJKU  PETMCTPUPYEMOro  JIGKApCTBEHHOTO  Mpemapara  Jjis
BETEPUHAPHOIO MPUMEHEHHUA. YKa3aHHbIE JOKYMEHTBHI TMPEACTaBISAIOTCS B Cllydae, €cClH
MPOU3BOJICTBO JICKAPCTBEHHOI'O TIpermapara OCYyIIeCTBIsieTcss 3a Tmpeneiamu Poccuiickoi
®enepanuy; (B pen. Denepanbaoro 3akoHa ot 04.06.2018 N 140-D3)

22) KO HAOOKYMEHTA, BbIJAHHOI'O YIIOJTHOMOYCHHBIM OpPraHOM CTpPaHbl IIPOWU3BOAUTECIIA
(dapmareBTHUECKO  CcyOCTaHIIMM W TOATBEPXKIAIOIIETO0  COOTBETCTBUE  IMPOU3BOIUTEINS
(dapMaleBTHUECKOW CYOCTaHIIMU, BXOASAIIEH B COCTaB PETUCTPHPYEMOrO JICKAPCTBEHHOTO
mpernapara A BETEPUHAPHOIO  INPUMEHEHHUs, TpeOOBaHUSAM  MpaBWJI  HaJylexallen
IIPOU3BOJICTBEHHOMN MPAKTUKHU, U €r0 IEPEBOJ HAa PYCCKUM S3BIK, 3aBEPCHHBIEC B YCTAHOBIEHHOM
MOpsiZIKe, B Clly4yae, €ClId MPOU3BOACTBO (hapMalleBTHUECKOH CyOCTaHIIMU OCYILIECTBISETCS 3a
npenenamu Poccuiickoit @enepanuu; (B pen. @enepanbaoro 3akoHa ot 04.06.2018 N 140-D3)

3) NpoeKT HOPMAaTHUBHOIO JOKyMEHTAa Ha JIEKApCTBEHHBIM mpenapaTr A BETEPUHAPHOIO



MMPUMCHCHU S,

4) NOKyMEHT, COIEepKallui cleayrouyo nHpopmanuio o hapmManeBTHUECKONH CyOCTaHIIUUA WU
(dapMalneBTHUECKUX CYOCTaHIUSAX, BXOAAIIMX B COCTaB JIGKAPCTBEHHOTO Tpernapara s
BETEPUHAPHOI'0 IIPUMEHEHUA:

a) HauMeHOBaHUE (apMalleBTUUECKOW CyOCTaHIMM, €€ CTpPYKTypa, oOiue cBoicTBa (mpu
rOCYJapCTBEHHON perucrpalul HMMYHOOMOJIOTMYECKHX JIEKApPCTBEHHBIX IPENapaTroB s
BCTCPUHAPHOI'O MNPUMCHCHUA NpeaACTaBJIAOTCSA CBCACHU S (0] mTamMme, BKJIFOYas €ro
HAaUMEHOBaHUE, UH(POPMAIIMIO O MPOMCXOXKICHHUH, €r0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE
nenonupoBanusi); (B pen. denepansuoro 3akoHa or 02.08.2019 N 297-03)

0) HaMMEHOBaHUE U aJpeC MPOU3BOIUTEIIS;

B) TEXHOJIOTHUSI TPOU3BOJICTBA C ONMHUCAHUEM CTaJMil MPOU3BOJICTBA U METOJOB KOHTPOJSI HA BCEX
CTaaUAX IIPOU3BOACTBA;

r) uHdopMmanus O TMpuMecsix (HE TMPEICTaBIseTCs IMPU TOCYIapCTBEHHOW perucTpanuu
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparToB AJIs BETEPUHAPHOIO NMPUMEHEHUs); (B pell.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

n) cnenupukamus Ha  (apMaleBTHUYECKYI0 CYOCTaHIMIO (HE TpENCTaBIsieTCs TMpH
rOCyJapCTBEHHOW PETUCTpallMd UMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX TpernaparoB s
BETEPUHAPHOTO TPUMEHEHUS);

€) OIMCaHUe METOAMK KOHTPOJIS KauecTBa;

) pe3ylbTaThl aHainu3a cepui (papmaleBTUYECKOM CyOCTaHIMU (HE MPENCTaBISIOTCS MpU
FOC}’I[apCTBCHHOﬁ perucTpanuu I/IMMYHO6I/IOJ'IOFI/IHCCKI/IX JICKApCTBCHHBIX IIpCIapaTroB IJIsd
BETEpPUHAPHOro npuMeHeHus); (B pea. PenepanbHoro 3akoHa or 02.08.2019 N 297-03)

3) NepeUCHb CTAHAAPTHBIX 06p83LIOB WK BCHICCTB, HCHOJb3YEMbIX IIPpU OCYHICCTBICHUU
KOHTPOJIA Ka4CCTBA,

1) OIMCAHHUE XapaKTEePUCTUK U CBOMCTB YIIAKOBOYHBIX MarepHaoB U YKYIIOPOUHBIX CPENICTB;

K) JaHHbIE O CTa0MJIbHOCTH (HE TMPEACTABIAIOTCS TMPU TOCYJApPCTBEHHOW pErucTpalnuu
MMM YHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparToB Ajs BETEPUHAPHOIO NMPUMEHEHUs); (B pex.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK FOJJTHOCTH, YCJIOBUSI XPaHEHHUS,

5) order o0 pe3ynbTarax JOKJIMHUYECKOTO MCCIEOBAHUS JIEKAPCTBEHHOIO CpPEACTBA JUIS
BCTCPUHAPHOI'0 IMMPUMCHCHMNA, BKJ'II-OLIaI-OHII/II\/'I OIMKMCAHUC METOAOB OHNPCACIICHUA OCTATOYHBIX
KOJIMYECTB JICHCTBYIOIIETO BEIIECTBA (JACMCTBYIONIMX BEIIECTB), JOCTUTAIOUIETO (JIOCTUTAIOIINX)
CUCTCMHOI'O KPOBOTOKA, B MPOAYKIHH KUBOTHOI'O IMPOHUCXOKACHUA IMOCJIC IMPHUMCHCHHA TAKOI'O
JIEKAPCTBEHHOTO CPEICTBA, a TaKXKe JOKYMEHTAIbHOE MOATBEP)KACHUE (BaIMIAlMs) YKA3aHHBIX
MeTon0B; (B pen. denepansHoro 3akoHa ot 02.08.2019 N 297-D3)

6) oruer O pesynsrarax KIMHUYECKOIO MCCIIENOBAHUS JIEKApCTBEHHOIO IIpenapara i
BETEPUHAPHOIO IPUMEHEHUs y KaXIOro BHUJA JKUBOTHBIX, YKA3aHHBIX B HMHCTPYKUHUH IIO
BETEPUHAPHOMY NIPUMEHEHUIO;



7) TpPOEKT MHCTPYKLUMHM IO BETEPUHAPHOMY IMPUMEHEHHMIO JIEKapCTBEHHOI'O IIperapara,
cojiepKallel cleayIone CBEACHUs:

a) HAMMEHOBAaHME JIEKAPCTBEHHOTO  IMpemapara JJig  BETEPUHAPHOIO  NPUMEHEHHS
(MeXIyHApOAHOE HEMaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WM XUMHYECKOE U TOProBOe
HAaWMEHOBAHUS );

0) nekapcTBeHHass (opma ¢ yKa3aHMEM HAWMMEHOBAaHMW M KOJUYECTBEHHOTO COCTaBa
I[eﬁCTB}H-OHIHX BCIICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOT'aTCIIbHBIX BCIICCTB,

B) OIMMCAaHKUEC BHCUIHETO BU A JICKAPCTBCHHOI'O IIpcriapara ajisi BETCPUHAPHOI'O IPUMCHCHHA

r) (apMakoTepaneBTHUYecKasi TIpylla JEKapCTBEHHOro Ipernapara Jjis BETEPUHAPHOIO
IIPUMEHEHUS WIN yKa3aHHe "ToOMeonaTu4ecKuil JekapCcTBEHHBbIN Ipenapar';

n) ¢dapmakoguHamMMKa W (apMakOKMHETHKa (32  MCKIIOUYEHUEM  (apMaKOKWHETHKHU
rOMEONaTUYeCKUX JICKApPCTBEHHBIX MPENapaToB M PACTUTENbHBIX JIEKAPCTBEHHBIX MpPEnapaToB)
WJIU ONKMCAaHNE UMMYHOOMOJIIOTMYECKUX CBOMCTB JIEKAPCTBEHHOTO Mpernapara;

€) MOKa3aHus Ui IPUMEHEHUS;
) MPOTUBOIOKA3aHUS JJIsl IPUMEHEHUS;
3) MephI MPEAOCTOPOKHOCTH TPU MPUMEHEHHUH;

M) YKa3aHHE BO3MOXHOCTH M OCOOEHHOCTEH NIpPUMEHEHUsT Y OEpeMEHHbIX JKUBOTHBIX, Y
JKABOTHBIX B IIEPUOJ JIAKTALUH, Y IIOTOMCTBA KUBOTHBIX;

K) PEeXUM JI03UPOBaHMS, CIOCOO BBEIECHUS U NPUMEHEHUs, IPU HEOOXOAUMOCTH BpeMs IpuemMa
JIEKAPCTBEHHOT'O IIperapara Juisi BETEpUHAPHOI0 IPUMEHEHHU S, [IPOAO/KUTEIBHOCTD JICYCHU;

J) BO3MOXHbBIE TOOOYHbIE JEHUCTBUS, HEXENATeJbHbIE pPEAKUMM TIPU  [PUMEHEHUU
JIEKAPCTBEHHOTO IIperapara Ui BETEpUHApHOI'0 IPUMEHEHNUS;

M) CUMIITOMBI [1€PEI03UPOBKU, MEPHI 110 OKA3aHUIO IIOMOILH MIPU IEPE103UPOBKE;
H) B3aUMOJIEHCTBUE C APYTUMHU JIEKAPCTBEHHBIMU MpenapaTaMu U (WIK1) KOpMaMu;
0) (hopMBI BBIITYCKa JIEKAPCTBEHHOT'O NIpenapara Juis BETEpPUHAPHOIO IPUMEHEHMS;

) ykazaHue (Ipu HEoOXOTUMOCTH) OCOOCHHOCTEW NEHCTBUS JIEKAPCTBEHHOTO Ipernapara s
BETEPUHAPHOI'0 IIPUMEHEHUS IIPU IIEPBOM IIPUEME UJIH IIPA €TO OTMEHE;

p) onucanue (Mpu HEOOXOAUMOCTH) JEHCTBUM CIIeUaIcTa B 00JaCTH BeTepUHApUH, BIIaJeblia
KUBOTHOTO TP MPOITYCKE MPHEMa OJHOM MM HECKOJIIBKHMX /103 JIEKAPCTBEHHOTI'O Ipernapara s
BEeTEpUHApPHOro npumeHeHus; (B pen. PenepanpHoro 3akoHa ot 02.08.2019 N 297-P3)

C) CpOK TOAHOCTHM M YKa3daHHMC Ha 3alpeT NPUMCHCHHA JICKAPCTBCHHOI'O IIpfliapara IJId
BCTCPUHAPHOI'O IPUMECHCHH 110 UCTCUCHHUU CPOKA 'OJJHOCTH ;

T) YCJIOBUS XpaHEHUS;

y) yKazaHue Ha HeoOXOAMMOCTb XpAHEHMs JIEKAPCTBEHHOro Ipenapara Jis BETEpUHApHOIo
IIPUMEHEHUs B MECTaX, HEJOCTYIHbIX IS IETeH;

¢) ykazaHue (Ipu HEOOXOAMMOCTH) CHEUUAIBHBIX MEp HMPEJOCTOPOXKHOCTU MPU YHUUTOKEHUU



HCHUCIIOJIb30BAHHbBIX JICKAPCTBCHHBIX ITPEIIapaTOB JIsI BETCPUHAPHOI'O IIPUMCHCHU

X) CPOKHM BO3MOXHOI'O UCIIOJIb30BaHUs MIPOAYKLUHU HKUBOTHOTO IIPOUCXOMKACHHUS 110CIIE BBEICHUS
YKAUBOTHOMY JIEKAPCTBEHHOTIO IIpeIapara Jyisi BETEPUHAPHOIO IPUMEHEHUA;

1) YCJIOBUS OTITYCKa;

Y) HAaMMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOLIAJ0K IPOU3BOAUTENS JIEKAPCTBEHHOI'O
Ipernapara [Ulsi BETEpUHAPHOIO IIPUMEHEHU;

II) HAaUMEHOBaHME, aJpeC OpraHMU3alUy, YNOJHOMOYEHHOM [ep)KaTelleM WU BIIAAEIbLEM
PETUCTPALIMOHHOIO YAOCTOBEPEHMsI JIEKAPCTBEHHOI'0 Ipenapara Ha NPUHATHE NpPEeTeH3Uud Ot
noTpeouTens;

8) MPOEKTHl MAaKETOB MEPBUYHOM YMAKOBKM M BTOPUYHOM YHNAKOBKM JIEKAPCTBEHHOI'O Ipernapara
JUIsl BETEPUHAPHOI'O IPUMEHEHMUS;

9) cnenmyromire CBEIECHHS O JIEKAPCTBEHHOM TIperapare Ui BETepUHAPHOTO TPUMEHEHUS:
a) ONMCAHME U COCTAaB JICKAPCTBEHHOI'O Mpenapara Jyisi BETepUHAPHOr0 MPUMEHEHHUS,
0) onucanue apMaleBTHUECKON pa3padoTKH;

B) OIMCAHUE MpOoIecca MPOM3BOJCTBA U €r0 KOHTPOJIS, TIOJMUCAHHOE B TIOPSIIKE, YCTAHOBICHHOM
B COOTBETCTBHMHU C 4acThio | HacTosuieil crathy; (B pen. PeaepansHoro 3akoHa ot 02.08.2019 N
297-@3)

I') ONMCaHME KOHTPOJISI KPUTHYECKUX CTaJAui NPOM3BOJACTBA M IPOMEXKYTOUHOH NPOIYKIMH,
MNOAINMMCAHHOC B OPAAKE, YCTAHOBJICHHOM B COOTBCTCTBUH C YACTBIO 1 HaCTOHIlICfI CTaTbH, (B pea.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaUMEHOBaHUS U ajpeca pa3paboTyMka, AeprKarels WIM BIAeiblila PErHCTPALlMOHHOIO
YIOCTOBEpEHHS JIEKAPCTBEHHOI'O IIpernapara, MPOM3BOJCTBEHHBIX IUIOMIAJ0K MPOU3BOAUTENS
JIEKapCTBEHHOTO Tpemapara Uil BETePUHApPHOTO NPUMEHEHUS C YKa3aHHEeM CTaIui
TEXHOJOTMYECKOTO  MpOIecca, OCYIIECTBISEMBIX Ha  MPOM3BOACTBEHHBIX  IUIOMIAJKAX
MPOM3BOAMTENS JIGKAPCTBEHHOTO TIperapara Juisi BeTepHHApPHOTO NpUMEHEHUs; (B pen.
®denepanbbix 3ak0HOB 0T 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

) ¢apMarieBTUYECKass COBMECTUMOCTb;

) MUKPOOHOJIOTHUECKHE XapaKTepUCTHKHY;

3) MaTepHalbHbIA OalaHC JUIs MPOU3BOACTBA CEPUU TOTOBOTO IPOYKTa;

1) OIUCAHHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MarepHajoB U YKYIIOPOUHBIX CPE/ICTB;
K) JJOKyMEHTaJbHOE MOATBEP KACHHE (BaIUAALIUs) IPOLIECCOB U (MIIM) UX OLICHKA;

J) TpeOOoBaHUS K KavyeCTBY BCIIOMOTATEIbHBIX BEIIECTB (CepTU(HKAT, crernupHUKalus Ha
BCIIOMOTaTeNIbHbIE BEUIECTBA U UX 00OOCHOBAHUE);

M) AHAJIUTUYICCKUEC MCTOAUKH, MCIIOJIb3YEMbBIC IIpU OCYUICCTBJICHUM KOHTPOJISI Ka4YCCTBa
BCIIOMOTI'aTCJIbHBIX BE€UICCTB,

H) JOKYMEHTaJbHOE TOATBEPXKIACHUE (BAJIUIAIMS) aHATUTHUYECKUX METOAMK, UCTIOIb3YEMbBIX TIPH



OCYHICCTBJICHUU KOHTPOJIA Ka4YC€CTBA BCIIOMOI'aTCJIbHBIX BCIICCTB,

O) I/IH(I)OpMaLII/ISI 00 MCHONB30BAHMM BCIIOMOTaTeIbHBIX BCIICCTB YCJIOBCYCCKOI'O M KHMBOTHOI'O
MMPOUCXOXKIACHUA,

1) MOJMYHKT. - YTparui cuiy. (B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

p) TpeOoBaHMS K KauyecTBY JIEKAPCTBEHHOIO IIpernapara sl BETEPUHAPHOIO IMPUMEHEHUs
(ceprudukar, cnennduKanys Ha JeKapCTBEHHBIH MpenapaT U 1X 000CHOBaHHE);

C) AHAIMUTHYCCKUC MCTOAWKH, MCIIOJIb3YEMbIC IIPpU OCYIICCTBJICHHU KOHTPOJISI KadeCTBa
JICKApPCTBCHHOTI'O ITperiapara AJjis1 BETCPUHAPHOTO IPUMEHCHU A

T) TOKYMEHTaJIbHOE MOATBEPKACHHUE (BaTUIAIMS ) AHATMTUYECKUX METOJUK, UCIIOIb3yEeMbIX TPU
OCYIIECTBJIEHUM KOHTPOJS KauyecTBa JICKAPCTBEHHOIO IIpemapara il BETEPUHAPHOIO
MPUMEHEHUS;

y) JOKYMEHT, MOJTBEP>KIAIOLINII KaueCTBO JEKapCTBEHHOIo Iperapara TPeX HMpPOMBIIUIEHHBIX
cepuil (IPOTOKOJ aHAIN3a WK CEePTU(UKAT aHAIN3a), OJJHA CEPUsi KOTOPOTO J0JDKHA COBNAAATh C
cepueil 0Opasia JIekapcTBEHHOro mpenapara, oJaHHOTO Ha PETUCTPALHIO;

¢) xapakTepucTuka npumecei;

X) MepedeHb CTAaHAAPTHBIX 00pa3lloB, UCIHOIb3YEMBIX IIPU OCYLIECTBICHUH KOHTPOJIS KauecTBa
JIEKAPCTBEHHOTO IIperapara Uit BETEpUHAPHOI0 IPUMEHEHNUS;

11) JaHHBIE O CTAOMIILHOCTH JIEKAPCTBEHHOI'O Mpenapara Jyis BETepUHAPHOr0 IPUMEHEHMS;

10) xomus AOKyMEHTa, coAeprKallero MH(GOpMaLuil O HaJUYUU UM 00 OTCYTCTBUH (DAKTOB
perucTpauuy JIEKapCTBEHHOrO Ipernapara Jjs BeTEepUHApPHOIO NPUMEHEHHsS 3a IpelesiaMu
Poccuiickoii ®enepaunu;

11) comacue B NUCbMEHHOHN (popMe, IPEeAyCMOTPEHHOE YacThi0 7 HACTOALIEH CTaThH, B Cllydae
perucTpainyy BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOTO Npenapara; (B pen. PeaepanbHOro 3akoHa oT
13.07.2015 N 241-P3)

12) xomusi JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJICHHOM MOpSAJKE U
MOJATBEPKIAIOIIET0  MPAaBOMOYHOCTh  3asBJIEHMS O  TOCYIapCTBEHHOM  perucrpaunuu
JIEKapCTBEHHOIO IIpernapara /il BeTepUHAPHOr0 MPUMEHEHUS (JIOBEPEHHOCTb ).

13) cBemeHuss O TOCyJapCTBEHHOW pPETUCTPALMM T'€HHO-MHKEHEPHO-MOAU(PUIIMPOBAHHBIX
OpPTraHU3MOB, TpeIHA3HAYEHHBIX JUIS BBIMYCKa B OKPYXAIONIyl0 cpeay (Ipu TocyaapCTBEHHON
perucTpanyy JIEKapCTBEHHBIX MPENaparoB Uil BETEPHHAPHOTO MPUMEHEHUS, MOIYYEHHBIX C
IPUMEHEHHEM TeHHO-WH)KEHEPHO-MOAN(GUIIMPOBAHHBIX OPraHU3MOB WM COAEPKAIUX TaKue
opranusmsl). (B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4. Tlpu npoBeACHHHM YCKOPEHHOM MpoLeaypbl SKCIEPTU3bl JIEKAPCTBEHHOrO Mpernapara ajs
BETEPUHAPHOIO TMPUMEHEHUsSI B LEISAX €ro TroCyJapCTBEHHOW PETUCTpallii BMECTO OT4YeTa
pa3paloTurka O pe3yabrarax JOKIMHUYECKOI'O HCCIENOBAaHUS JIEKAPCTBEHHOI'O CPEJCTBA JUIs
BETEPUHAPHOIO NMPUMEHEHHUS MOXKET OBbITh MpPENCTaBiIeH 0030p HAayyHBIX padOT O pe3ylbTarax
JOKIIMHUYECKOTO UCCIIeI0BaHUs pe(epEeHTHOTO JIEKAPCTBEHHOT'O Npenapara A1 BEeTepUHapHOro
MPUMEHEHHUs, a BMECTO OTYEeTa O pe3yibrarax KIMHUYECKOrO HMCCIIEIOBAHMS JIEKApPCTBEHHOTO
mnpenapara Uil  BETEPUHAPHOIO TPUMEHEHHS OTYeT O pe3yjbrarax HCCIeI0BaHUMN



OMOAPKBUBAJICHTHOCTH BOCIIPOM3BECHHOTO JIEKAPCTBEHHOrO Tpenapara JUisi BETEPUHAPHOTO
npumeHenus. (B pen. PenepanpHoro 3akona oT 02.08.2019 N 297-D3)

5. Ha »skcneprusy pasinyHbIX JIEKAPCTBEHHBIX (OPM OJHOTO U TOrO K€ JIEKAPCTBEHHOI'O
rpenapara Juisi BETEpUHapHOTrO IIPUMEHEHMS 3asiBUTEIb NIPEACTABIISIET OTACIbHBIE 3asBIICHUS U
pEerUCTpallMOHHbIE J10Che Ha KAyl JIEKapCTBEHHYIO (Gopmy. Ilpu ycnoBum onHOBpeMeHHON
MOJa4d Ha OKCIEPTU3y OJHOH JIeKapCTBEHHOH (OPMBI C pa3lIWYHBIMU JIO3HPOBKOM,
KOHLIEHTpauuen, 00beMOM 3asBUTEb IPEACTABISAET OHO 3asBJICHUE U PErMCTPALMIOHHOE J10Che
C IPWIOKEHUEM MAKETOB IIEPBUYHON YIIAKOBKM U BTOPUYHOM ynakoBku. Ha Makerax nepBuyHou
YIAKOBKU Y BTOPUYHOM YIIAKOBKM YKa3bIBalOTCSl BCE IIPOU3BOAUMBIE TO3UPOBKH, KOHIICHTPALIUH,
00beMbl M KOJIMYECTBO JI03 B YIMAKOBKE JIEKAPCTBEHHOIO Ipenapara JUisi BETEPUHAPHOIO
npumeHenus. (B pen. enepanpHoro 3akona o1 02.08.2019 N 297-D3)

6. B ciyuae HenpeCTaBIIEHUS € 3asBJICHUEM O T'OCYIapCTBEHHOM PErucTpaluy JeKapCcTBEHHOIO
mpernapara s BETEPUHAPHOIO IPUMEHEHUs JIOKYMEHTOB, IOATBEPXKIAIOMIMX  YILIaTy
rOCy/IapCTBEHHOH MONUIMHBI U YKa3aHHBIX B IIYHKT€ 7 4acTW 2 HACTOsILIEN CTaTbH, CBEICHUM O
JULEH3UAX, YKa3aHHBIX B MyHKTaX 1 ¥ 2 yactu 3 HacTosIIed CTaTbM, a TAKXKe BbIIABAEMBIX
(mpenocTaBiseMbIX) YIOJIHOMOYEHHBIMU (pefiepanbHbBIMI OpraHaMU HCIOJHUTENBHON BIIACTH
JOKyMEHTOB (CBEIEHMI), YyKa3aHHbIX B MyHKTe 2.1 wdyactu 3 Hacrosuied cTaThH,
YIOJIHOMOYEHHBIM (elepanbHblii OpraH HCHOJIHUTENbHOM BIACTH 3alpallllBaeT yKa3aHHbIE
TOKYMEHTHI (CBEIEHHS) B TIOPSAKE MEXBEJOMCTBEHHOTO HH(OPMALIMOHHOTO B3aUMO/IeHCcTBUS. (B
pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaeTcsi MCHONb30BaHHME B KOMMEPYECKHX MLeNsiX HHGPOpMalUd O pe3ylbTarax
JOKIIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB W KIMHUYCCKUX I/ICCJ'ICI[OB&HI/IIZ
JICKAPCTBCHHLIX IIpC€raparoB i1 BETCPHUHAPHOTO IPUMCHCHMUA, HpCI[CTaBHeHHOI\/JI 3as1BUTCIICM
Il TOCYJapCTBEHHOW perucTpanyy JIEKapCTBEHHBIX MpenaparoB, 0€3 €ro comiacusi B TEUCHUE
LIECTH JIET C JaThl TOCYJApCTBEHHOW perucrpanuu pe(epeHTHOro JeKapCcTBEHHOro Ipenapara B
Poccuiickoit ®enepaunu.

8. JleprkaTenp WM Biajeliel] PErMCTPALMOHHOIO YIAOCTOBEPEHMs JIEKaPCTBEHHOIO IIperapara
IJI. BETEPUHAPHOTO TNPUMEHEHHS MPEACTaBIseT B YIOITHOMOUYCHHBIH (QeaepanbHblii OpraH
UCIIOJIHUTEIBHOM BIACTH OTYET IO pe3yabraraM (papMakoHaA30pa ONUH pa3 B IIECTb MECSIEB B
TEYeHHe JBYX JIET IOCI€ TOCYAapCTBEHHOM pErucTpalMy JIEKapCTBEHHOIO IIpenapara B
Pocculickoii @enepanuu, 3aTeM €KErOIHO B TEYEHHUE MOCIEAYIOIUX TPEX JIET U B JAJIbHEHUIIEM
OZIMH pa3 B Tpu roja. (B pen. ®eaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

Crarba 18. Ilogaua u paccMoTpeHne 3asiBJICHHS 0 TOCYIaPCTBEHHOM
perucTpanum JeKapcTBEeHHOI0 Mpenapara J1Jjisi MeIuIuHCKOTo
npumMeHeHus (B pea. @enepajabHoro 3akoxa or 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

1. Jlig rocynapCTBEHHOM pEruCTpauuu JIEKApCTBEHHOrO IIpernapara Uuisi MEIULIMHCKOIO
NPUMEHEHUsl OpUAMYECKOe JIMLO, JeHcTByrolee B  COOCTBEHHBIX HMHTEpecax WIU
YIOJHOMOYEHHOE MPEACTABIISITh HHTEPECHl APYroro IOPUAMYECKOrO JULA M 3asBIIIOLIEE
JIEKapCTBEHHBIN Ipernapar Ha rOCyJapCTBEHHYIO perucTpanuio (anee B HACTOSILEH cTaTbe -
3asiBUTENIb), MPEICTABISIET B YIOJIHOMOYEHHBIN (efepaibHblii OpraH MCIOIHUTEIbHON BIIACTH,




OCYILECTBISIOIIMM  TOCYJapCTBEHHYIO PEruCTpallMi0  JIEKAPCTBEHHBIX IpernaparoB s
MEIUIIMHCKOTO TMPUMEHEHUS, B JJIEKTPOHHOH (opMe M Ha OyMa)KHOM HOCHTENE 3asBICHUE O
rOCy/IapCTBEHHOH perucrpanuy JeKapcTBEHHOro Mpenapara /Ui MEIULUHCKOIO IIPUMEHEHMs], a
TaKKe B MOPSAJIKE, YCTAHOBIIEHHOM YIIOJJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTENbHOM
BJIACTH, B DJJIEKTPOHHOW (opMe M Ha OyMaKHOM HOCHTENe HEOOXOAUMBbIE IOKYMEHTHI, W3
KOTOpBIX  (OPMHUpYETCSl pPEruCTpallMOHHOE JIOCh€ Ha JIEKApCTBEHHBIH Ipemnapar s
MEAULMHCKOTrO npuMeHeHus. (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-D3 (pen. or

13.07.2015))

2. B 3agBieHMHM O TOCYIapCTBEHHOM perucTpaly JIEKapCTBEHHOTO Ipemapara s
MEIULIMHCKOTO MPUMEHEHHUs yKa3biBatoTcs: (B pen. denepanbHoro 3axona or 22.12.2014 N 429-
®3 (pex. or 13.07.2015))

1) HauMmeHOBaHMe, ajpec 3asBUTEN M IPOU3BOAUTENS JIEKAPCTBEHHOIO IIpernapara s
MEJULUHCKOIO NMPUMEHEHHUs, CBEACHUS 00 UX perucrpanuy B KaueCTBE HAJOrOIUIATENIbLINKA B
CTpaHe perucrpanuu (A POCCUICKUX IOPUAWYECKUX JHI - HAECHTU(PUKALMOHHBIM HOMEp
Hanoromiarensika (MHH), nis MHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa PEerucTpaluy,
HAaUMEHOBAHUE PErMCTPUPYIOIIEr0 OpraHa, perucTpPallMOHHbIA HOMEpP, KO/l HaJIOTOIJIaTebIIKa
B CTpaHEe pPErucTpauuyu (MHKOPIIOpALMU) WIM €ro aHajlor) M aJpec MecTa OCYLIECTBICHHS
IIPOM3BO/ICTBA JIEKAPCTBEHHOI'O Ipernapara (B ClIy4ae HaJIM4YUsl HECKOJIBKMX YYaCTHHKOB
mpolecca ero IMpOU3BOACTBA HEOOXOIMMO YyKa3zaThb KaKJOIO Y4YaCTHMKA B COOTBETCTBHM C
OCYUIECTBJISIEMOM cTaaueit npou3BoacTBa); (B pen. denepanpHoro 3akoHa ot 28.12.2017 N 425-
®3)

2) HauMMEHOBAaHME JIEKAPCTBEHHOIO  Ipemnapara sl MEJUIMHCKOTO  NPUMEHEHHUs
(MEeXIyHapOoAHOE HENAaTeHTOBAHHOE, WM TIPYNIMPOBOYHOE, WM XUMHUYECKOE U TOProBO€
HauMeHoBaHus); (B pen. @enepanbHoro 3akoHa otT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) MEpCUCHb ﬂeﬁCTByIOHIHX 1 BCIIOMOTI'aTCJIbHBIX BEHICCTB, BXOAAIIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara mjst MCAUIUHCKOIO IMPUMCHCHUA, C YKA3aHHUEM KOJIMYECTBA KAKA0I'0O U3 HUX; (B pea.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

4) nexapctBeHHasi ¢opMma, T03UPOBKA, CIIOCOOBI BBEICHUS M TMPUMEHEHHUS, CPOK TOIHOCTH
JICKApCTBEHHOTO Tperapara jisi MeIUIIMHCKOTO MpuMeHeHus; (B pea. denepaabHOro 3aKoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

5) (apMakoTepaneBTHUECKast rpymnmna, K071 aHaTOMO-TEPaNEeBTUYECKO-XUMHUUECKOU
KJIaccu(UKalUY, PeKOMEHJ0BaHHOW BcemupHoi opranusanueil 31paBoOXpaHEHUs], 3asBIseMble
MOKa3aHMsl JUIsl IPUMEHEHMsI JIEKapCTBEHHOIO Ipernapara JUlsi MEJUIIMHCKOTO NMpUMEHEHus; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

6) OTCyTCTBHE HEOOXOAMMOCTH TMPEAOCTaBICHUS OTYeTa O pe3ylbraTax KIMHUYECKOTO
HCCIIEZIOBAHUS, UCCIIEIOBaHNsI OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpenapara, pa3peleHHOro
JUIsl MEIMIIMHCKOTO TpuMeHeHus1 B Poccuiickoii @enepamu Gosee ABajaLiaTH JIET, C yYKa3aHUEM
HOPMATUBHBIX TPABOBBIX aKTOB, IOATBEPKAAIOIINX JAHHBIA CpPOK TNPUMEHEHUs; (B pen.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

7) HeobxoauMOCTh oopmileHus pasperieHus Ha BBO3 B Poccuiickyto denepaninio KOHKpETHOM
MapTUM 3apeTUCTPUPOBAHHBIX M (MJIM) HE3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
NpeaAHa3HAYCHHbBIX JJIsA MMPOBCACHUA OKCIICPTHU3bI JICKAPCTBCHHBIX CpCacCTB B neiax



rocyaapcTBeHHou peructpanuy; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

8) HEoOXOIUMOCTh MPOBEIACHUS IKCIEPTU3bI JOKYMEHTOB, MPEACTABICHHBIX YIS OMpPEICICHUs
BO3MOXXHOCTH PACCMarpuBaTh JIEKAPCTBEHHBIM IIpenapar Uil MEIULUHCKOrO IPUMEHEHUS IpU
OCYIIECTBJICHUH TOCYAapPCTBEHHOM pErucTpalMd B KauecTBe OpP(AHHOrO JIEKapCTBEHHOIO
npenapara; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-93 (pex. ot 13.07.2015))

9) HEOOXOAMMOCTH IPUMEHEHHSI YCKOPEHHOH MPOLIEAYPhI 3KCIIEPTU3bI JICKAPCTBECHHBIX CPEICTB B
[EeNX TOCYJIApCTBEHHON perucrpainuy JeKapcTBEHHOro mpemnapara; (B pea. DemepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) xomuM JOKYMEHTOB, MOJATBEPKAAIOLIUX YIIATy TOCYAapCTBEHHOM MONUIMHBI: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

a) 3a MPOBEAEHUE SKCIEPTU3bl JOKYMEHTOB, NMPEICTABICHHBIX JJISI ONMpPEAEICHUS BO3MOKHOCTH
paccMarpuBarb JICKapCTBeHHBIﬁ npenapar il MEAUIHUHCKOI0 IPUMCHCHUA ITPU OCYIICCTBICHU A
rOCYyIapCTBEHHON PpErHCTpalid B KauecTBe Op(aHHOro JICKAPCTBEHHOTO Ipernapara; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

0) 3a MpoBeIEHUE PKCIEPTU3bl KAa4eCTBA JIEKAPCTBEHHOI'O CPEICTBA M IKCIEPTHU3bl OTHOILIEHUS
OXKHMJaeMOM MOJb3bl K BO3MOXHOMY pHUCKYy IPUMEHEHHs JIEKAPCTBEHHOIO IIperapara,
pa3penieHHoro s MeIUIMHCKoro npuMeHnenus B Poccuiickoit denepannu 6omee ABaaLaT JeT,
IIPU OCYIIECTBICHUM TI'OCYIapCTBEHHON pPETUCTpalMu JIEKapCTBEHHOro Ipenapara; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

B) 3a NPOBEIEHHUE DKCIEPTH3bI KAYECTBA JIEKAPCTBEHHOIO CPEACTBA M DKCIEPTU3BI OTHOLIEHHS
O)KHI[aeMOfI MMOJIb3bl K BO3MOXHOMY PHUCKY HNPHMCHCHHS JICKAPCTBCHHOI'O IIp€riapara mjisd
MEIMIIMHCKOTO MPUMEHEHHS NPU €ro ToCyJapCTBEHHOM perucrpanuu; (B pea. DenepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. or 13.07.2015))

') 32 MPOBEIECHUE IKCIEPTU3Bl KaueCcTBa JEKAPCTBEHHOTO CPEICTBA M AKCIEPTU3bl OTHOIICHUS
OKM/IA€MOM MOJB3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHMs JIEKApCTBEHHOIO IIpernapara A
MEIUIIMHCKOTO  TMPUMEHEHHs, B OTHOIIEHUHM KOTOPOrO TPOBEACHBI  MEXKIyHApOIHbBIC
MHOTOLIEHTPOBBIE KIIMHUYECKUE HCCIEIOBAHUS, YACTh W3 KOTOPBIX IpoBeaeHa B Poccuiickoit
®denepanyu, Mpyu OCYLIECTBIEHUU TOCYAAPCTBEHHON PErMCTpalvy JIEKAPCTBEHHOIO Mpenapara;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

11) Hanuume comiacusi MPOU3BOAUTENS JIEKAPCTBEHHOIO Ipernapara, IPOM3BOJCTBO KOTOPOIO
ocyuiecTBisieTcss 3a npeaenamu Pocculickoir denepanyy, Ha NPOBENCHHUE HHCIIEKTHUPOBAHUS
IIPOM3BOAUTENSI HA COOTBETCTBHE TPEOOBAHMSAM NPABWI HAAJEKALIEH IPOU3BOACTBEHHON
npaktuku; (B pen. DenepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

12) nHanumume comiacus, IPEeIyCMOTPEHHOro 4acThio 18 Hacrosameil crarbu; (B pen.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

13) yka3aHnue BHAA JIGKAPCTBEHHOIO IIpernapara, TMPEACTaBICHHOTO Ha PEruCTpaIuio
(petdepeHTHBIN JIeKapCTBEHHBIM IpenapaT, BOCHPOM3BEICHHBIM JIEKAapCTBEHHBIN Mpenapar,
OMOJIOTMYEeCKUN JIEKapCTBEHHBIN mpernapar, OnoaHaloroBbiii (OMOMOMOOHBIN) JIEKAPCTBEHHBIN
npernapar  (OmoaHasor), TOMEONAaTW4YecKHil JIeKapCTBEHHBIM Mpenapar, JIeKapCTBEHHBIN
pactuTenbHbI npenapar). (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot




13.07.2015))

3. PerucrtpanmoHHOE [0Ch€ Ha JICKAPCTBEHHBIA MpernapaTr s METUIIMHCKOTO TPUMEHEHHS
npenocTasisieTcs B gopMe O0IIero TEXHUUECKOro JokyMeHTa. (B pen. denepanbHoro 3akoHa ot
22.12.2014 N 429-®3 (pea. or 13.07.2015))

4. Pazgen mOKyMeHTAllMM aJIMMHHCTPATUBHOTO XapakTepa BKJIO4aeT B ceds: (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) 3asBnIEHME O rOCYyAapCTBEHHOM perucTpalnyy JeKapcTBEHHOIo Ipemnapara Juisi MEAULUHCKOIO
NIPUMEHEHUs B EKTPOHHOU (hopme 1 Ha OymakHOM Hocutedne; (B pen. deaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

2) KONHI0O JOKyMEHTa Ha pYCCKOM SI3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSAKE U
MOJTBEPKIAIOIIET0 IIPABOMOYHOCTh 3asBUTENS IOJaBaTh 3asiBIEHUE O TOCYIApCTBEHHON
perucTpanuy JeKapCTBEHHOTO Ipenapara Julsi MEIUIMHCKOTO MPUMEHEHUs! (JIOBEpEHHOCTD); (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3) cBeneHUs O Jare MPEJOCTABICHUS] M PETUCTPALIMIOHHOM HOMEpE JIMIIEH3UH Ha MPOU3BOJICTBO
JICKAPCTBCHHLIX CPCACTB WM CBCACHUA O HAATC IMPECAOCTABJICHHUA W PETrUCTPAlMOHHOM HOMEPEC
3aKJIIOYEHUS O COOTBETCTBUHU IMPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM MpPaBUII
HaZ[HC)I(aHICﬁ HpOHSBOI[CTBCHHOﬁ IMPAKTUKH, BbBIAAHHBIX (HpeIIOCTaBJ'IeHHbIX) YIOJHOMOYCHHbBIM
(I)ellepaJH)HI)IM Opranom HUCIOJHUTEIILHON BJIACTU B OTHOILIEHUN HpOI/I3BOI[CTBeHHOI71 JIomaakKn
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'0 IIpernapara, B ciyyae, €clid MPOU3BOJCTBO JIEKAPCTBEHHOTO
npenapara ocyuiectBiusiercss B Poccuiickoit ®denepauun; (B pea. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

4) KONHUIO MPEOCTaBIEHHONW YIOJIHOMOYEHHBIM OpIaHOM CTpPaHbl IIPOU3BOAUTEINS JMIIEH3UH Ha
IIPOM3BO/ICTBO JIEKAPCTBEHHOI'O Ipenapara M €€ IMepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHbIE B
YCTAaHOBJICHHOM IIOpPSAJKE, a TaKKe KOIUIO 3aKIIOUYEHUS O COOTBETCTBUU IMPOM3BOJIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUSAM IpaBWI HaJIeXallell MPOU3BOACTBEHHOM IPAKTUKH,
BBIIAHHOT'O YIIOJTHOMOYEHHBIM (hefiepajlbHbIM OPraHOM HCIIOJIHUTEJIbHOM BJIACTH B OTHOIIEHUU
IIPOM3BO/ICTBEHHON IUIOIIAJKU PETrUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara, WM KOIUIO
pellieHusl yNOJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJIHMUTEIbHOM BIACTH O IPOBEACHUU
MHCIEKTUPOBAHUSI IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB, B Cilydae, €ClIM IPOU3BOACTBO
JIEKapCTBEHHOT'O TIperapara ocyllecTBisercs 3a npeneiamu Poccuiickoit denepauun; (B pei.
®denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3 (pea. ot 13.07.2015), ot 04.06.2018 N 140-P3,
or 27.12.2019 N 478-93)

5) MNpOeKT MHCTPYKUMH [0 MEJUIIMHCKOMY IIPUMEHEHHUIO JIEKapCTBEHHOIO IIpernapara,
cozepskaiiel cienymoomue cBeneHus: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

a) HAaMMEHOBAaHUE JIEKAPCTBEHHOrO Ipenapara (MEeXIyHApOAHOE HEMaTeHTOBAaHHOE, WU
IPyNIMPOBOYHOE, UM XMMHUECKOE U TOProBO€ HaMMEHOBaHUs); (B pea. DenepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

0) nekapcTtBeHHass (opma ¢ yKazaHMEM HAWMMEHOBAaHMW M KOJUYECTBEHHOTO COCTaBa
Z[eﬁCTBymHIHX BCIIECCTB MW KAYECTBCHHOI'O COCTaBa BCIIOMOI'aTCIIBHBIX BC€HICCTB (HpI/I
HEOOXOJMMOCTH KOJMUYECTBEHHOTO COCTaBa BCIIOMOTaTENbHBIX BEIIECTB); (B pen. denepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))




B) OIMMUMCAaHMUC BHCIIHCI'O BHJlA JICKAPCTBCHHOI'O IIpfriapara I MCAULUHCKOIO IMPUMCHCHMU, (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

) pu3nKo-xMMHUECcKHe cBOMCTBa (15 paarodapMaleBTUUECKUX JIEKApCTBEHHBIX MpPENnapaToB);
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

n) (apmakorepaneBTHUECKas TpyIma, KOJA JEKapCTBEHHOIO IIpernapara Uisi MEIUIIMHCKOrO
MPUMEHEHUs TI0 AaHATOMO-TEPANEBTUYECKO-XUMHYECKOM KiacCU(pUKAllUd, PEKOMEHIOBaHHON
BcemupHoit  opranuzauueil  3ApaBOOXpaHEHHs, MM yKa3aHUE  'TOMEeOomaThyeCKUit
JeKkapcTBeHHBIN mpenapar"; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®D3 (pen. ot

13.07.2015))

e) dapmakomuHamMuka W (QapMaKOKMHETHKAa (32  UCKJIIOUCHHEM  (apMaKOKWHETHKHU
TOMEOTAaTHYECKUX JICKAPCTBEHHBIX IPENaparoB M PaCTUTENBHBIX JIEKAPCTBEHHBIX IPENapaToB);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

) MOKa3aHus 1 npuMeHeHus; (B pell. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot

13.07.2015))

3) NPOTUBOIOKA3aHUs Ul IpuMeHeHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pen. or 13.07.2015))

1) Mepbl NIPEIOCTOPOKHOCTH IIPpU NpuMeHeHuH; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. or 13.07.2015))

K) yKa3aHHE€ BO3MOXXHOCTH M OCOOCHHOCTEH NpPHUMEHEHHS JIeKapCTBEHHOro Ipenapara s
MCIUIHUHCKOI'O IMPHUMCHCHUSA 6epeMeHHLIMI/I JKCHIIMHAMH, XCHIIMHAMW B IICpUOJ TI'PYAHOIO
BCKapMJIMBaHUsS, JETbMH, B3pPOCIBIMH, MMEIOIIMMH XpOHUYECKHE 3aboineBaHus; (B pem.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

J) peXXUM JO3UPOBaHUsL, CIIOCOOBI BBEICHUS M IPUMEHEHHU S, IPU HEOOXOAUMOCTH BpeMsl IprueMa
JICKApCTBCHHOI'O IIp€riapara JJIsI MCAUIUHCKOTO IMPUMCHCHHA, NPOAOIKUTCIbHOCTD JICUCHUS, B
TOM YHCII€ y AeTed J0 U mociie oaHoro rozaa; (B pea. ®@enepanbHoro 3akona ot 22.12.2014 N
429-@3 (pexn. ot 13.07.2015))

M) BO3MO)KHBIE HEXEJaTeJbHbIe pPEaKkMH MpU MPUMEHEHUU JIEKApCTBEHHOTO Iperapara s
MEAULIMHCKOTO MpUMeHeHus; (B pen. ®enepanpHoro 3akoHa or 22.12.2014 N 429-93 (pen. or

13.07.2015))

H) CHMIITOMBI MEPEIO3UPOBKH, MEpHl MO OKA3aHUIO IMOMOIIU MpPU IEPero3UpPOBKE; (B pE.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

0) B3aMMOJENUCTBUE C APYTMMHU JIEKAPCTBEHHBIMHU IIperapataMy U (WIn) MUIEBbIMU MTPOAYKTaMHU;
(B pen. @enepanbHoro 3axkona ot 22.12.2014 N 429-®3 (pex. or 13.07.2015))

1) (hopMbI BBITyCKa JIEKAPCTBEHHOTO npenapara; (B ped. ®eaepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. or 13.07.2015))

p) ykazaHue (Ipu HEOOXOIUMOCTH) OCOOCHHOCTEW NEHWCTBHS JIEKAPCTBEHHOIO Ipernapara Jyist
MEIULMHCKOIO IPUMEHEHUs IpU NEpBOM MpUeMe WU npu ero ormexe; (B pen. denepanbHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

c) omnucaHue (Mpu HEOOXOAMMOCTH) JeHCTBUH Bpada (denpamiepa) u (WiM) HanUeHTa IMpU



MPOIyCKe MpHeMa OAHOM MM HECKOJIBKUX 103 JIEKAPCTBEHHOTO Ipernapara Uil MEAUIMHCKOTO
npumenenus; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-93 (pen. ot 13.07.2015))

T) BO3MOXKHOE BIIMSHUE JIGKAPCTBEHHOTO Iperapara i MEAUIHUHCKOTO TPUMEHEHHs Ha
CIOCOOHOCTH YIPaBIISATh TPAHCIIOPTHBIMU CPEICTBaMHU, MexaHu3Mmamu; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

y) CpPOK TOJHOCTM M YyKa3aHHE Ha 3alpeT NPUMEHEHMs JIEKapCTBEHHOIO Ipemnapara s
MEJULUHCKOIO NMPUMEHEHHUS 110 UCTEYEHUH CpOKa rofHocTH; (B pen. DenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

¢) ycnoBus xpanenus; (B pen. deaepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

X) yKa3zaHHe Ha HEOOXOAWMOCTh XpaHEHHs JIEKApCTBEHHOrO Mperapara Uil MEIUITHCKOTO
NPUMEHEHUs B MeCTax, HeIOCTYHbIX JUIsl ieTei; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-P3 (pen. or 13.07.2015))

1) yka3zaHue (Ipu HEoOXOJMMOCTH) CHELMAIbHBIX MEp MPEJOCTOPOKHOCTU NMPU YHUUTOKEHUU
HEHUCIOIb30BAHHBIX JIEKAPCTBEHHBIX MPENaparoB JUIsi MEIUIMHCKOTO INPUMEHEHMs; (B pex.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

q) ycinoBusi ornycka; (B pea. PemepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

) HAUMEHOBAHUS U ajpeca MPOHM3BOACTBEHHBIX IUIOIIAJ0K MPOU3BOAMUTENS JICKAPCTBEHHOTO
npenapara; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pex. ot 13.07.2015))

1) HAaUMEHOBAHHUE, aJpPeC OPraHU3alMM, YIOJHOMOYEHHOH JepkaTeslieM WIM BIAJAENbIEM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOT'0 Mpernapara Ui MeIUIIHHCKOTO IIPUMEH CHUS
Ha MPUHATHE NpeTeH3ul oT norpeduteins; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

6) HMHCTPYKLIHIO TIO MEIUIIMHCKOMY TPHMEHEHUI0O WM KPArKyl0  XapaKTePUCTUKY
JIEKapCTBEHHOT'O Tpernapara, YTBEpXKAEeHHbIE B CTpaHe mpousBonutens; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) IpOEKThl MAKETOB MEPBUYHON YIAKOBKU M BTOPUYHOM YIAKOBKH JIEKAPCTBEHHOIO Ipernapara
JUIs. MEIMLMHCKOro npumeHenus; (B pex. deaepanbHoro 3axoHa ot 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

8) NpOEKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMATHUBHOIO JOKYMEHTAa Ha JIEKapCTBEHHBIN
npenapar Ui MEAUIMHCKOTO MPUMEHEHUs T00 yKa3aHHe COOTBETCTBYIOIIEH (hapMakoreiHon
crarby; (B pen. @enepanbaoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9) nokyMmeHT, coaepKauuii HGOPMALUIO 0 HAIWMYMHU WK 00 OTCYTCTBUM (DAaKTOB pEerucCTpaIuu
JIEKAPCTBEHHOI'0 TIpernapara Uil MEAUIMHCKOIO NpPUMEHEHHs] 3a Ipenenamu Poccuiickoi
®denepanuy; (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-93 (pex. ot 13.07.2015))

10) xonmuM AOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IOPSJIKE M MOATBEPKAAOMUX (haKT
perucTpanmm JIEKapcTBEHHOro Ipenapara B MHOCTPaHHbBIX T'OCYIapCcTBaxX B KayecTBe Op(haHHOro
JIeKapCTBEHHOTro mnpenapara; (B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-93 (pen. ot




13.07.2015))

11) nnaH ynpaBieHUs pUCKaMH s OHOJOIMUECKHUX JIEKAPCTBEHHBIX IIPENaparoB s
MEAULIMHCKOTO NMpuMeHeHus; (B pen. denepaibHoro 3akoHa or 22.12.2014 N 429-93 (pen. or

13.07.2015))

12) nokymeHT o cucteMe (apMakoHaa30pa JepKareis WM BiaJeiblla PEerucTPariOHHOTO
yIAOCTOBEpPEHUS JIEKapCTBEHHOro mpenapara; (B pea. denepanbHoro 3akona or 22.12.2014 N
429-93 (pen. ot 13.07.2015))

13) nOKyMeHT, MOATBEPKIAAIOIUN KaueCTBO JIEKAPCTBEHHOIO Ipernapara TPeX MPOMBIIIIEHHBIX
cepuil (IIPOTOKOJ aHAJIM3a UM CepTU(UKAT aHAJIN3a), OJIHA CEpUsi KOTOPOTO J0JIKHA COBIIAAATh C
cepueil oOpas1a JIeKapCcTBEHHOr0 Npenapara Jyuisi MEAULIMHCKOTO IPUMEHEHHUs, IIPEACTaBICHHOIO
Ha TOCYJapCTBEHHYIO peructpauuio. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®D3
(pen. ot 13.07.2015))

5. Paznen xumudeckoi, papMarieBTHUECKOH M OMOIOrMUeCKON TOKyMEHTAllUU BKIIOYaeT B ce0s
JOKYMEHTBI, Cojep alire UHPpopMaIuoo o0 (GpapMaleBTUYECKOW CyOCTaHUIMU U JIEKapCTBEHHOM
npernapare il MEAULUHCKOIO IPUMEHEHHUs, IIPOLeCCe ero MPOU3BOACTBA U METOaX KOHTPOJISA
KauecTBa, B ToM uucie: (B pen. DenmepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) xomuio [OKyMEHTa, COJEpKallero cleayollyo uHdopManuoo o (apmaleBTHIeCKO
CcyOCTaHIIMM WM (papMaleBTUUYECKUX CYOCTaHIMAX, BXOAAIIUX B COCTAaB JIEKAPCTBEHHOI'O
npenapara, 3a UCKJItoueHneM HH(opMauu o ¢papMaleBTUYECKUX CYOCTAHIIMIX, BKIFOYCHHBIX B
rOCyJapCTBEHHBI PEECTP JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHUU CO CTaThel 34 HACTOSILETO
®enepanbHoro 3akoHa: (B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3 (pea. ot
13.07.2015), o1 27.12.2019 N 462-D3)

a) HauMEHOBaHME (hapMalleBTHUECKO CyOCTaHIIMM, €€ CTPyKTypa, oOIliue CBOKCTBa; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

0) HauMeHOBaHue U ajpec npousBoautens; (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-
@3 (pexn. or 13.07.2015))

B) TEXHOJIOI'MA MPOU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ MMPOU3BOJACTBA U MCTOJOB KOHTPOJII Ha BCEX
craausax mnpousBojcTBa; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

I') olMcaHue pa3paboTKu mpolecca Npou3BoAcTBa; (B pen. denepanbHoro 3akona or 22.12.2014
N 429-03 (pen. or 13.07.2015))

1) ONMCAHWE KOHTPOJII KPUTHUECKUX CTaJUN MPOU3BOJACTBA U IMPOMEKYTOUHOW MpOAyKUUU; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

€) JTOKYMEHTaJbHOE MOATBEpPKIACHUE (Baluaalusi) MpoueccoB W (WiIM) UX OIeHKa; (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

) CBOMCTBA U CTPYKTypa JEHCTBYIOIIMX BelecTB; (B pex. PenepanbHoro 3akoHa ot 22.12.2014
N 429-03 (pen. or 13.07.2015))

3) xapakTepucTHka npumeceit; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot




13.07.2015))

n) crneuuduxanus Ha (QapManEeBTHYECKYI0 CyOCTaHIMIO M ee 00OocHOBaHuWE; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

K) AHAIMTHYCCKUC MCTOAWKH, MCIIOJIB3YCMBIC IIpU OCYUICCTBJICHUHW KOHTPOJA KaduceCTBa
(dapmareBTrueckoil cyoctanimy; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

J1) TOKYMEHTaJIbHOE MOATBEPKICHUE (BATMIALMS) aHATUTUYECKUX METOAMK, UCIIONIb3YEMBIX MTPU
OCYIIECTBJICHUN KOHTpOJISI KadyecTBa (apmarieBTHUeckoil cyOctanuuu; (B pen. denepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3yJbTarhl aHajau3a cepuil ¢apmaneBTHUecKkor cyOocranuuy; (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

H) IepeYeHb CTaHAAPTHBIX OOpPAa3l0B WM BELIECTB, MCIIOIb3YEMbIX IIPU OCYIIECTBICHUU
KOHTpoist kKadectBa; (B pen. depepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

0) OIMCaHUE XAPAKTEPUCTHK U CBOMCTB YIIaKOBOYHBIX MAaTEPHUAJIOB U YKYIOPOUYHBIX CPEACTB; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

) JaHHbIe O CTAOMIBLHOCTU (hapMaleBTHUECKON cyOcTaHuuy; (B pea. PenepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

p) cpok rogHocTy; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

1.1) B orHomieHMH (papMaLEeBTUUYECKUX CYOCTaHLMN, BXOJAIIMX B COCTaB JIEKAPCTBEHHOI'O
Ipernapara U BKIIOYEHHbIX B TOCYapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU
co crareedl 34 Hacrosuiero @PenepanbHOro 3aKOHA, - KOMUSA JIOKYMEHTa, CoOJepiKallero
cienyronnyto uaopmanuio: (B pen. denepanbHoro 3akoHa oT 27.12.2019 N 462-D3)

a) HauMEHOBaHME (hapMalleBTHUECKO CyOCTaHIIMM, €€ CTPyKTypa, oOliue CBOKCTBa; (B pem.
®enepanbHoro 3akoHa or 27.12.2019 N 462-03)

0) HauMeHOBaHuUeE U ajpec npousBoautens; (B pen. denepanbHoro 3akoHa ot 27.12.2019 N 462-
®3)

B) pe3ynbTaThl aHaiu3a cepuil (apmaneBTHueckoi cyOcraniuy; (B pen. denepaibHOro 3akoHa
or 27.12.2019 N 462-®3)

I') CpOK rogHocTH; (B pen. denepanpHoro 3akoHa ot 27.12.2019 N 462-D3)

2) J[OKyMEHT, COAepXallMii CIeyIollMe CBEeIEHUs O JICKAPCTBEHHOM IIpenapare Juis
MEAULIMHCKOTO NMpuMeHeHus: (B pen. PenepanpHoro 3akoHa or 22.12.2014 N 429-93 (pen. or

13.07.2015))

a) omHMcaHHEe M COCTaB JICKAPCTBEHHOIO Mpernapara [Uis MEIUIMHCKOIO NMpUMEHEHUs; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

0) omucanue (apmareBTUYECKONH pa3paboTku (00OCHOBaHHE BBIOOpA COCTaBa, MEPBUYHOMN
ynakoBKU M uHOro); (B pen. ®epepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. or

13.07.2015))




B) TEXHOJIOI'MA MPOU3BOJACTBA C OIIMCAHHUEM CTaI[I/Iﬁ MMPpOU3BOJACTBA U MCTOJOB KOHTPOJIA Ha BCEX
craausax mNpousBojcTBa; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

I) ONHMCaHHE KOHTPOJIS KPUTHYECKHX CTaaWii Ipolecca MPOU3BOJICTBA W MPOMEKYTOUHOU
npoaykuuy; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-3 (pexn. or 13.07.2015))

1) HaUMEHOBAHUE M aJpec MecTa OCYLIECTBIECHHUS IPOU3BOJACTBA JIEKAPCTBEHHOIO Ipernapara
JUIs MEAMLMHCKOIO NPUMEHEHUs (B clyyae HaJIMuus HECKOJIbKMX YYaCTHHKOB IIpolecca
IIPOM3BOACTBA HEOOXOAMMO yKa3aThb KakIoro M3 HuX); (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

e) apmaneBTHYECKasi COBMECTUMOCTh; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

) MUKpOOHOJIOTHYECKUE XapaKTepucTUkH; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

3) MaTepualbHbIN OajaHC AJIs MPOM3BOJCTBA CEPUM FOTOBOTO MPOAYKTa; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OIMCAHUE XapaKTEPUCTUK U CBOMCTB YIaKOBOYHBIX MAaT€pHaJIOB U YKYIOPOUYHBIX CPEACTB; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

K) IOKYMEHTaJIbHOE TIOJTBEPIKIeHUE (BaIMAALINs) [IPOLIECCOB MPOU3BOJCTBA U (MJIM) UX OLIEHKA;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

J) TpeOOoBaHUS K KavyeCTBY BCIIOMOTATEIbHBIX BEIIECTB (CepTU(HKAT, crenupUKaus Ha
BCIIOMOraTeNIbHbIE BElIECTBA U UX 00ocHOBaHue); (B pen. denepansHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

M) AHAJIUTUYICCKUEC MCTOAUKH, MCIIOJIb3YCMbBIC IIpU OCYUICCTBJICHUM KOHTPOJISI Ka4YC€CTBa
BCIIOMOraTeNbHbIX BewecTs; (B pea. denepanbHoro 3axoHa or 22.12.2014 N 429-D3 (pen. or

13.07.2015))

H) JOKYMEHTaJbHOE TOATBEPKACHUE (BAIMIAINS) aHATUTHUYECKUX METOAMK, UCTIOIb3YEMBIX TIPH
OCYIIECTBJICHUH KOHTPOJISI Ka4yeCTBa BCIIOMOTaTesIbHBIX BelIeCTB; (B pen. denepanbHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

O) I/IH(I)OpMaLII/IH 00 MCHONB30BAHMM BCIIOMOTaTeIbHBIX BCIICCTB YCJIOBCYCCKOI'O M KHMBOTHOI'O
npoucxoxaeHus; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. ot 13.07.2015))

1) uHdopmanus o0 MCIOJIb30BAHUM HOBBIX BCIIOMOTaTeabHbIX BelecTB; (B pen. denepanbHoOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeOOBaHMS K KauecTBy JICKAPCTBEHHOIO IMpernapara Uil MEIUIMHCKOTO INPUMEHEHHUS
(ceprudukar, crnenuduKanus Ha JEKapCTBEHHBIH IpemapaT M UX OOOCHOBaHHE); (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

C) aHATUTUYECKHE METOJUKH, MHCIOIb3yeMble IPU OCYUIECTBICHUM KOHTPOJISI KadecTBa
JIEKapCTBEHHOTO Tpernapara Jijisi MEIUIMHCKOTO pUuMeHeHus; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))




T) JOKYMEHTaJIbHOE TOATBEPKACHHE (BATUAALNS ) aHATUTUYECKUX METOHK, HCIOIb3YeMbIX IPH
OCYILIECTBJICHUM KOHTPOJS KadecTBa JIEKAPCTBEHHOTO IMpemapara Ui  MEIUIMHCKOTO
npumenenus; (B pea. @enepanbHoro 3akona or 22.12.2014 N 429-93 (pexn. ot 13.07.2015))

y) pe3yJbTaThl aHAJIM30B CEPHI JISKAPCTBEHHOI'O Mpernapara Jyisi MEIUIIMHCKOTO IpUMEeHeHus; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

¢) xapakrepuctuka npumecei; (B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. ot

13.07.2015))

X) MepedeHb CTaHAApPTHBIX 00pa3lloB, UCHOJIb3YEMBIX IIPU OCYLIECTBIEHUU KOHTPOJS KauecTBa
JIEKapCTBEHHOIO IIpernapara il MeIUIMHCKOTO NMpUMeHeHus; (B pea. denepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

1) JIaHHbBIE O CTAOMJILHOCTH JIEKAPCTBEHHOTO Tpenapara Jjis MEAUIUHCKOro IpUMeHeHus. (B pell.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

6. Paznen apmakonornyeckon, TOKCUKOIOTUUECKON IOKYMEHTAIIMM BKJIIOYAeT B ce0sl OTYETHI O
pesyabrarax JOKIMHUYECKUX HCCIEIOBAaHUN JIEKApPCTBEHHOIO CpEACTBA Ui MEIUIIMHCKOTO
npUMeHeHus, B ToM uucie: (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-03 (pea. or

13.07.2015))

1) oryer o ¢apMakogMHaMHUYECKUX HCClenoBaHuAX; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

2) oryer o0 (hapMaKOKMHETHYECKHUX HCclenoBanusx; (B pea. deaepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3) OTUeT O TOKCUKOJIOIMUYECKUX HccliefioBaHusX. (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. or 13.07.2015))

7. Pa3znen KIMHUYECKOM OKYMEHTAlMM BKJIIOYAeT B ce0sl OTYETHI O Pe3ylbTarax KIMHUYECKUX
HCCIIEZIOBAaHUI JIEKapCTBEHHOIO Ipernapara i MEeIULUHCKOTO NMPUMEHEHHUs, B TOM uucie: (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

1) oruersl 00 WHCCIEIOBAHUIX OMOJOCTYMHOCTH M OWOSKBUBAJICHTHOCTH, HCCIIEIOBAHMSIX,
yCTaHABJIMBAIOUIUX KOPPEISLMIO PE3yJbTaToOB, MOIYYEHHBIX B YCIOBHSX In Vitro W in vivo; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

2) oruersl O (apMaKOKMHETHUYECKUX HccaenoBaHusx; (B pen. dexepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

3) oruerel O (¢apMakoAMHAMHYECKUX HcchenoBanusx; (B pen. demepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

4) orueTsl O KJIMHUYECKMX HCCIEAOBAaHUAX 3(P(PEeKTUBHOCTH U 0€30MacHOCTH; (B pel.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

5) OTYET O MOCTPETrMCTPAIIOHHOM OIbITE MpUMeHeHus (Tpu Hamu4uK). (B pea. denepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

8. TpeboBanus Kk 006beMy MHPOPMAIINH, TPETOCTABISEMOM B COCTaBE PETUCTPAIIMOHHOIO JIOCKE,
Uil OTACJIBHBIX BHJOB JICKAPCTBCHHBIX IPCIIapaToB A MCIUIIUHCKOIO IIPHUMCHCHUSA



YCTaHaBJIMBAKOTCA YIIOJJHOMOYCHHBIM ¢)ejlepaJ'IbeIM OpraHoM HCIIOJIHUTEIBHOMN BJIACTH. (B pea.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

9. B oTHOMLIEHUH JIEKAPCTBEHHBIX NPENApaToB, PA3pEeIICHHbIX U MEIUIIMHCKOTO IPUMEHEHUSI B
Poccuiickoii ®epepauuu Oonee [BaJuUaTH JET U B OTHOLIEHUM KOTOPHIX HEBO3MOXHO
MPOBEICHUE MCCIEIOBAHUM WX OHMOIKBUBAJIEHTHOCTH (32 MCKIIOYEHHEM OHOJIOTMYECKHX
JIEKapCTBEHHBIX MpEnapaToB), JOMyCKaeTCs BKIIOYEHUE B COCTaB pasjelia (papMakoIorMuecKon,
TOKCHKOJIOTHYECKOM JTOKYMEHTAllMu W pasjelia KIMHUYECKOW TOKyMEHTallMM BMECTO OT4YeTa
pa3paboTuvka O pe3yibTaTraX COOCTBEHHBIX JOKIMHHYECKUX HCCIIENOBAHUM JIEKapCTBEHHBIX
CPEACTB M KIMHUYECKUX MHCCIIEAOBAHUN JIEKAPCTBEHHBIX IMIPENapaToB Uil MEAULUHCKOTO
IpUMEHEHuss o0030pa HayuyHbIX paboT o0 pe3ynbTarax JOKIMHUYECKHX HCCIEIOBaHUMN
JIEKApCTBEHHBIX CPEJCTB U KIMHUYECKUX MCCIIEOBAaHUIN JaHHBIX JIEKAPCTBEHHBIX MpEnapaToB, B
TOM YHCIJI€ BKJIOYAs ONBIT MX IOCTPETMCTPALMOHHOro npumeHeHus. (B pen. denepanbHbIx
3ak0HOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-D3)

10. IIpu rocynapCTBEHHOM perucTpanvy BOCHPOM3BEAECHHBIX JIEKAPCTBEHHBIX MpenaparoB Ajs
MEIUIIMHCKOTO MPUMEHEHHSI JIOMYyCKAeTCsS BKIIOYEHUE B COCTaB pasjiesia (hapMaKoJIOrHYECKOH,
TOKCHKOJIOT Y€ CKOM JOKYMCHTALIUKU W pasaciia KJIIMHUYECKOUN AOKYMCHTAIIUMU BMCCTO OTUYCTA
pa3paboTyrika O pe3yibraTax COOCTBEHHBIX JIOKIMHHYECKUX HCCIICIOBAaHUHN JIEKApCTBEHHBIX
cpencTB 0030pa HAy4YHBIX PabOT O pe3yibrarax JOKIMHUYECKUX HCCIENOBaHHMNA peepeHTHOTro
JICKQpCTBEHHOT'O TIperapara M MPeICTaBICHUE BMECTO KIMHUYECKUX HCCIICAOBAHHWI B IOJIHOM
o0beMe, YCTaHOBIIEHHOM pa3lesioM KIMHUYECKOW JOKyMEHTAIlMH, OT4eTa O pe3yjibTarax
UCCIIeIOBaHU OMOAPKBHBAJICHTHOCTH BOCIPOU3BEICHHOIO JIEKApCTBEHHOIO TIpemapara s
MEIMIMHCKOTO TpuMeHeHus. He TpeOyercs TpeAcCTaBIeHHE OTYeTa O pe3yjbrarax
UCCIIeJOBaHNM OMOAKBHBAJICHTHOCTH BOCIPOU3BEIECHHOTO JIEKAPCTBEHHOIO TIperapara s
MCIUIMHCKOI'O HNPUMCHCHUA, CCIHU PCrUCTPUPYIOTCA BOCIPOU3BCIACHHLIC JICKAPCTBCHHLIC
npernaparbl il MEIUIUHCKOTO TNpPUMEHEHHs, Koropeie: (B pea. dDemepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

1) mpenHa3zHaueHb! JUIsl MAPEHTEPAIBLHOrO (IIOJKOKHOTO, BHYTPHUMBIIIEYHOIO, BHYTPHUBEHHOTO,
BHYTPUIVIA3HOTO, BHYTPHUIIOJIOCTHOIO, BHYTPHCYCTaBHOI'O, BHYTPHUKOPOHApHOI'O) BBEAEHUS U
IIPEJCTABIAIOT COO0M BOHBIE pacTBOPSI; (B penl. denepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

2) MpeACTaBISIOT COOOM pacTBOpHI JIsl MEPOPaTbHOTO MpUMeHeHus; (B pea. denepalibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) mpowusBeneHbl B popMe MOPOIIKOB WIIH JIMO(PHUIM3ATOB ISl IPUTOTOBICHHS PACTBOPOB; (B pexl.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

4) snstorcs razamu; (B pea. PenepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or

13.07.2015))

5) SIBJIAKOTCA YHIHBIMW HJIA TJIA3HBIMU JICKAPCTBCHHBIMH IIPCIIapaTaMy, MNPOU3BCIACHHLIMU B
(dbopMe BOAHBIX pacTBOpPOB; (B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6) mpeaHa3HAYeHbI ISl MECTHOTO IIPUMEHEHHSI ¥ IPUTOTOBIIEHBI B (hOpME BOTHBIX PacTBOPOB; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

7) mnpencTaBisOT COOOM BOJHBIE PACTBOPHI JUIsl HMCHOIB30BaHUS B (OpME HWHTAIALMA C



noMouplo HeOynaif3epa WM B KayecTBE HA3aIbHBIX CIIPEEB, NPHMEHSIEMBIX C ITOMOIIBIO
CXOAHBIX ycTpolcTB. (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

11. Jns cnyvaeB, yka3aHHbIX B TyHktax 1 - 3, 5 - 7 uactu 10 Hactosuied crarbu,
BOCIIPOM3BEJICHHBIM JICKAPCTBEHHBIN Mpenapar uisi MEIUIIMHCKOTO TMPUMEHEHHS JOJDKEH
COJIEp)KaTh TaKuWe >K€ BCIOMOrarejbHbIE BEUIECTBA B TaKUX K€ KOJIMYECTBaX, KakK U
pedepeHTHBIM  JIeKapCTBEHHBINM mpemapar. Ecnum  cocTaBbl  BCIOMOTaTelbHBIX — BEIIECTB
pas3nuyaroTcs, 3asBUTEIb JODKEH MPEACTAaBUTh J0Ka3aTelbCTBAa TOTO, YTO MCIOJIb3yeMble B
JAHHBIX KOHIIGHTPAIMSAX BCIIOMOTaTelIbHBIE BELIECTBA HE BJIMSIOT Ha 0€30MacHOCTh U (WJIH)
3¢ (HeKTUBHOCTH JIEKAPCTBEHHOTO Mpemnapara Jyuisi MEIMIIMHCKOTO NMpuMeHeHus. B cimydae, ecnu
3asBUTE]IL HE MOXET NpPEICTaBUTh TaKuWe JI0OKa3arelnbCcTBAa M (WMJIM) HE HMEET J0CTyma K
COOTBETCTBYIOIIMM JIaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOLIUE MCCIICAOBAHUS JUIS
JIOKa3aTebCcTBa  OTCYTCTBHMSI ~ BJMSIHMSL ~ pPa3HBIX  BCIIOMOTaTENIbHBIX  BEHIECTB  WIIH
BCIIOMOTaTeNIbHBIX YCTPOWCTB Ha Oe30macHOCTh W (WiM) 3(PPEeKTUBHOCTH JEKapCTBEHHOIO
npenapara st MEAUIIMHCKOTO IPUMEHEHHSI B COOTBETCTBUU C aKTaMH, COCTABJISIONIUMU TTPABO
EBpasuiickoro 3KoHOMHU4€eCKOro coro3a. (B pea. denepanbHbIX 3ak0HOB 0T 22.12.2014 N 429-D3
(pen. or 13.07.2015), ot 22.12.2020 N 444-D3)

12. Ilpu rocymapCcTBEHHOW perucTpauuu KOMOMHAIMM  paHee 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENaparoB JUIsl MEIUIMHCKOTO IPUMEHEHHUS 10Ty CKAeTCsl BKIIOUEHUE B COCTAB
pa3znena (papMakKoJIOrHYeCKoM, TOKCHKOJIOTMYECKOM JOKyMEHTAllMW M pasfjena KIMHUYECKON
JOKyMEHTALMK BMECTO OTyeTa pa3paloTdyvKa O pe3ysibTarax COOCTBEHHBIX JOKIMHUYECKHUX
HCCIIEZIOBAaHUH JIEKAPCTBEHHBIX CPEACTB 0030pa HayuHBIX pabOT O pe3yibrarax JOKIMHUYECKUX
uccleIoBaHUM pedepeHTHBIX JIEKAPCTBEHHBIX IPENapaTroB, BXOIAIIMX B COCTaB KOMOWHAIMU
JIEKapCTBEHHBIX IpenaparoB, 1 00 OTCYTCTBUM UX B3aUMOJCHCTBMSI B OJHOW JIEKapCTBEHHOMU
dopme. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

13. Ha skcneptu3y pas3iMyHbIX JIEKAPCTBEHHBIX (POPM OIHOrO U TOrO K€ JIEKAPCTBEHHOI'O
npernapara Jjasi MEAULMHCKOIO NPUMEHEHUs 3asBUTENb MPEICTaBISET OTJE/IbHbIE 3asBICHUS U
pErUCTpallMOHHbIE J10Che Ha KAyl JIEKapCTBEHHYIO (Gopmy. Ilpu ycnoBum onHOBpeMeHHON
MOJa4d Ha OKCIEPTU3y OJHOH JIeKapCTBEHHOH (OPMBI C pa3NIUYHBIMU JO3UPOBKOM,
KOHLIEHTpauuen, 00beMOM 3asBUTEb IPEACTABIACT OHO 3asBJICHUE U PErMCTPALMIOHHOE 10Che
C MPWIOKEHUEM MAKETOB YIAKOBOK Ha Ka)/AyIO JO3UPOBKY, KOKIYIO KOHLEHTPALUIO, KaXIbIi
00BbEM M Ka)KJ0€ KOJIMYECTBO /103 B ymakoBke. (B pen. dexepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

14. Tlpu rocymapcTBEHHOM perucrpanuu opgaHHOrO JIEKAPCTBEHHOIO IMpenapara 3asiBUTENb
IpeacTaBIsieT HMHPOPMALMIO, HEOOXOAUMYIO s (GOpPMHUpPOBaHMUS pasena KIMHUYECKON
JOKyMEHTaluHU, B 0O0bEMe, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (pefepaibHbIM  OpraHOM
WCIIONHUTENBHOM BiacTu. (B pen. denepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

15. Tlpu peructpanuu OHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperapara, MOJyYeHHOrO U3 KPOBH,
IU1a3Mbl KPOBH YEJIOBEKA, B COCTABE PETMCTPALMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIH Mpenapar a1
MEAULUHCKOIO TMPUMEHEHUs JOKHBI OBITh IPEACTaBIEHbl JOMOJHUTENIBHO: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) B pasgene MAOKyMEHTallMM aJMHUHUCTPATHUBHOIO XapakTepa JOKYMEHT, Cojep Kaiuil



uH(pOpMaIHIO 0 CyObeKTax oOpalleHHs] JOHOPCKOM KpOBH U (MJIM) €€ KOMIIOHEHTOB, O TOM, IJIe
Obula oOcyllecTBICHa JAoHanus (KpoBM UM (WiIM) IJIa3Mbl KpPOBH), a Takke JaHHbIE 00
MHQEKIMOHHBIX 3a00J1€BaHUsIX, MNEPENAIOIINXCsA MapeHTepAlbHBIM IyTeM, HHpOpMarms o
cyObeKkTax OOpalleHHs] JOHOPCKOW KpPOBU M (WJIM) €€ KOMIIOHEHTOB, B OTHOLIEHUM KOTOPBIX
OCYILECTBIISIETCS] KOHTPOJIb JJOHOPCKOW KPOBM U (MJIM) €e KOMIIOHEHTOB; (B pen. denepanbHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B pa3zzmene XUMHUUYECKOHM, (apMalleBTHUECKOH M OHOJIOrMYecKkod JOKyMEHTanuu: (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

a) KpUTEPUH U CcrIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS U XPAaHEHMsI JOHOPCKOM KpoBH U (WIn) ee
KOMIIOHEHTOB; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or 13.07.2015))

0) pe3ysbTaThl UCCIEIOBAHUN OTOOPAHHBIX JOHOPCKOM KPOBU M (WJIM) IIa3Mbl KPOBU U IIYJIOB Ha
Haimuue Bo3Oynurenell MHQeKuui, BKIoYas HMHGOPMALHUI0 00 HCIIOIH30BAHHBIX METOJHKAX
HCCIIEZIOBAaHUI U B Ciy4ae MCCIEIOBaHHUs IIyJIOB IUIa3Mbl KPOBU pPe3yibTaThl JOKYMEHTAJIbHOIO
MOATBEPKIACHUS (BaJMJallMK) HUCIOJIB30BaHHBIX MeTonuk; (B pea. denepaibHOr0 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

B) TEXHMUYECKHE XapaAKTEPUCTUKHU YMAKOBKU s OTOOpa JAOHOPCKOM KpOBU M (MJIM) IIa3Mbl
KpOBH, BKJIIOYasi HH(OpMaiuioo 00 MCMHOIb30BaHHBIX PACTBOpPAaX AHTHKOATYJISHTOB. (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

16. Knuauueckue ucciaenoBaHus JIGKAPCTBEHHOTO Mpenapara Jjsi MEIUIIMHCKOTO MPUMEHEHUSI B
LIEJIAX €ro TOCyapCTBEHHOW peructpauuu npoonsitcs B Poccuiickoin denepanuu B MOPSIKE,
yCTaHOBJICHHOM cTaThsiMu 38 - 44 nHacrosimero ®enepanbHoro 3akoHa. OTU4eT O MPOBENCHHBIX
HCCIIEOBAHUAX BKIIFOYAETCSI B COCTAB pa3/enia KIMHUYECKON JOKYMEHTALMU PEruCTPalMOHHOIO
JIOCbE€ Ha JIEKApCTBEHHBIM Mpemnapar Jyisi MEIUUMHCKOrO MpUMEHEeHUs. [[s JekapCcTBEHHBIX
MpenapaToB AJii MEULUHCKOTO MPUMEHEHUS, B OTHOUIEHUH KOTOPBIX B PE3YJIBTATE KCIEPTU3BI
JIOKyMEHTOB, MPEJCTABICHHBIX IJIs ONPEIEICHUs BO3MOXHOCTH pacCMarpuBaTh JIEKAPCTBEHHbII
npenapar i MeIMIIMHCKOTO MPUMEHEHHUs B KauyecTBe opaHHOro JEKapCTBEHHOTO Mpernapara,
Takasg BO3MOXHOCTb TIPU3HAHA M B OTHOIIEHMH KOTOPBIX TIPOBENEHBI KIWHUYECKHUE
HCCIIEJOBaHUsA, BBINOJMHEHHbIE 3a mpenenamu Poccuiickoii ®denepaunn B COOTBETCTBUM C
MpaBUjaMu HaJUIeKaled 1abopaTopHON MPAKTUKU W MpaBHIIaMHU HaAJeKalled KIMHUYECKOU
MPaKTUKU, JIONYCKAETCAd BKJIIOUEHHWE B COCTaB pa3zelia KIMHUYECKON JOKYMEHTAluh BMECTO
oTyeTa O pe3yjbrarax KIWMHUYECKUX MCCIEIOBAHUM JIEKAPCTBEHHOIO Ipernapara s
MEIMLIMHCKOTO MPUMEHEHHUs], POBEJAEHHbIX B Poccuiickoit Denepaiuu, oT4eTa O pe3ysibrarax
KJIMHUYECKUX MCCIE0BaHUM, BBIMOJHEHHBIX 3a mpenenamu Poccuiickoit ®@enepanuu. (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

17. B cnoy4ae HempeacTaBlAeHUs C 3asABJIE€HHMEM O TOCYJapCTBEHHOM perucrpaunuu
JIEKapCTBEHHOIO Ipernapara JUisi MEJUIMHCKOTO NMPUMEHEHMs JTOKYMEHTOB, MOJATBEPKAAIOLINX
yIUIaTy TOCYAApCTBEHHOM IMOLUIMHBI U yKa3aHHbIX B myHKTe 10 yacTu 2 Hacrosieil crarbu, a
TaKKe BbIJABAEMbIX (MPEIOCTABIAEMbIX) YIOJIHOMOYEHHBIMH (PefepaibHBIMH  OpraHaMu
HCHOJTHUTEIbHONU BIIACTH JIOKYMEHTOB (CBEICHMI), YKa3aHHbIX B NyHKTax 3 u 4 uactu 4
HACTOSsIILEH CTaTbd, YIOJIHOMOYEHHBIM (enepanbHbli OpraH MCIOJHUTENIBHOM BlacTu
3alpallliBaeT  yYKa3aHHblEe JIOKYMEHTbl (CBEJEHMs])) B  MOPSJIKE MEKBEIOMCTBEHHOI'O
nH(pOpMaIMOHHOTO B3auMoeicTBus. (B pen. PenepanpHoro 3akoHa oT 27.12.2019 N 478-D3)

18. He momyckaercsi HMCHOJb30BaHHME B KOMMEPUYECKHX LENsIX HH(oOpMamuu o pesyiabTarax



JOKIIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB MW KIMHUYCCKUX I/ICCJ'IC)IOBaHI/Iﬁ
JICKAPCTBCHHBIX NPCapaToB AJIsI MEAUITUHCKOI'O IPUMCHCHU A, Hpe}]CTaBHCHHOfI 3asABUTCIIEM IS0
TOCYapCTBEHHOW PETUCTpAIMU JIEKAPCTBEHHOT'O Tpernapara, 0e3 ero cornacusi B TeUeHHE IeCTH
JeT C JAaThl TOCYIApCTBEHHOW pErucTpauuu pedepeHTHOTO JEKapCTBEHHOrO Ipernapara B
Poccuiickoii ®enepauuu. (B pen. denepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

19. lepxxarenb WM BiIajeNel] PETUCTPALMIOHHOIO YIOCTOBEPEHMs JIEKAPCTBEHHOIO IIperapara
Ha OMOTEXHOJOTHYECKHM MM Op(aHHBIM JIeKapCTBEHHBIN Ipenapar o0s3aH MpeloCTaBlIATh Ha
BO3ME3IHOW OCHOBE 00paslbl peEepeHTHOro JIEKapCTBEHHOIO IIperapara 3asBUTENAM I
NpOBEAEHHs KIMHUUYECKUX uccienoBanuil. CroumocTh o0pasia pedepeHTHOro JeKapCTBEHHOTO
Ipernapara, BKJIIOYEHHOI0 B I€PEYeHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
[IpernaparoB, He JOJDKHA MPEBBIIATh 3aPETUCTPUPOBAHHYIO MPENEIbHYIO0 OTIYCKHYIO LIEHY Ha
pedepeHTHBINM JIeKapCTBEHHBINM Ipernapar WM LEHY Ha JIeKapCTBEHHBIN IIpernapar B CTpaHe
npousBoautes. (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. ot 13.07.2015))

20. 3asBieHHE O TOCYJApCTBEHHOW PpErUCTpalliid BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOTO
npenapara 1 MCIUIUHCKOIO IIPHUMCHCHUSA MOKET 6I>ITI) II04aHO B ynOHHOMO‘lCHHBIﬁ
¢denepanbHbBlii  OpraH  HCIOMHUTEIBHOH  BIACTH, OCYLISCTBISIONIUI  TOCYIapCTBEHHYIO
perucTpauunuro JICKAPCTBCHHBIX npemnaparos, 1o HUCTCUCHU N YCThIPEX JIET C JaThl
rOCyJapCTBEHHOW PpErucTpaluu pePepeHTHOro JEeKapCTBEHHOro mnpemnapara B Poccuiickoi
®enepanun. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pexn. or 13.07.2019))

21. 3agBieHHe O TOCYJAapCTBEHHOW perucrpanuu OuoaHaioroporo (6uomogo0HOTO)
JIEKapCTBEHHOr0 Tpemnapara (OmoaHanmora) MOXeT ObITh T[OJaHO B  YIMOJHOMOYEHHBIN
denepanbHbBlii  OpraH  HCIOMHUTEIBHOH  BJIACTH, OCYLISCTBISIONIUI  TOCYIapCTBEHHYIO
PErucCTpalrio JCKApCTBCHHBIX IPCHIAaparoB, MO0 UCTCUCHUHU TPEX JICT C OAThbl FOCYHapCTBeHHOﬁ
peructpauuu pegepeHTHOro JekapcTBeHHoro mnpenapara B Poccuiickoit ®denepanuu. (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

22. Jlep>karesp WK BIAJENEl PETUCTPALMOHHOIO YJOCTOBEPEHUs JIEKAapCTBEHHOI'0 Iperapara
NpPEACTaBIsET B  YINOJHOMOUYCHHBIM  (elnepanbHbli  OpraH  HCIONHUTEIbHOM  BIIACTH,
OCYILECTBIAIOIIMM (PyHKLIHUU 10 KOHTPOJK M Haa30py B cdepe 3ApaBOOXpaHEHMs, OTYET IO
pesyabraram (papMakoHag30pa OJUH pa3 B IIECTh MECSALEB B TEUYEHHE JBYX JIET IOCIe
TOCYIAapCTBEHHOM pEerucTpaiuy JIeKapcTBEHHOro nmpenapara B Poccuiickoit ®@egepaiuu,
€XKEroIHO B TEYEHME IMOCIEIYIOIUX TPEX JIET U B JaJbHEHIIeM OJUH Pa3 B IATh JIET. (B pell.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

Crarbs 19. IlpuHsiTie pemieHusi 0 BblJlaye IKCIIEPTHOMY
YUYpeKAeHUI0 3aJaHHUsI HA NMPOBeAeHH e IKCIEePTU3bI JIEKAPCTBEHHOIO
cpeacrBa (B pea. @exepajbHoro 3akoHa or 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

1. B Teuenue pnecaTu pabouumx [HEM cO JHS MNPHUHATUS 3a8BICHUS O TOCYIapCTBEHHOMN
perucTpaluy JICKApCTBEHHOTO IMpernapara COOTBETCTBYIOIIUN YITOJIHOMOUYEHHBIN (enepanbHbIi
OpraH HCIOJIHUTEIbHON BIACTH IPOBOIUT IIPOBEPKY IOJHOTHI, JOCTOBEPHOCTU U IPABUIIBHOCTU
oopMIIeHHsI TNPENCTABICHHBIX JOKYMEHTOB PErMCTPAlMOHHOIO JOChE€ Ha JIEKapCTBEHHbIN




Ipenapar U IpUHUMAET PelleHe O BblJadye 3a/laHus Ha [IPOBEJCHUE:

1) skcrepTu3bl JOKYMEHTOB, MPEACTaBICHHBIX I OMpeneeH!s] BOSMOKHOCTH paccMarpuBarh
JIEKapCTBEHHBIM  Tpemapar A  MEAMIIMHCKOTO  MPUMEHEHUs TMpPH  OCYUIECTBICHUHU
rOCY/IapCTBEHHOH perucTpaiuy B KauecTBe ophaHHOTO JICKAPCTBEHHOTO IMperapara;

2) OKCIICPTHU3bI JICKAPCTBCHHOI'O CPEACTBA B YACTH OKCICPTU3bBI Ka4YCCTBA JICKAPCTBCHHOI'O
CpCaCTBa W SKCHCPTU3bl OTHOLICHHA oncnz[aeMoﬁ IMOJIb3bl K BO3MOXXHOMY PHCKY HPHMCHCHUS
JICKApPCTBCHHOI'O ITperiapara AJisl MCAUIUHCKOTI'O IPUMCHCHHUA

3) sKcHepTU3bl JIEKAPCTBEHHOIO CPEICTBA B YAaCTU 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O
CPEACTBA U HKCIEPTU3bl OTHOUIEHUS OXXKHUIAEMOM IO0Jib3bl K BO3MOXHOMY PHUCKY IPHUMEHEHUS
JIEKapCTBEHHOIO Ipernapara il MEeIMLUHCKOTO IPUMEHEHUS B ITOPSAIKE YCKOPEHHOH MpoLeaypsbl
9KCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CcO cTarbel 26 Hacrosero denepanbHoro
3aKOHa;

4) osKcnepTu3bl JIEKAPCTBEHHOIO CPEIACTBA B OTHOILUEHUM JIEKAPCTBEHHOIO Ipemnapara s
BETEPUHAPHOI'0 IPUMEHEHMSL.

2. YIoaHOMOYEHHBIHN (hefepanbHblii OpraH UCIOTHUTEIBHON BJIACTH YBEAOMIISIET B AJIEKTPOHHOM
¢dopme win Ha OyMa)KHOM HOCHUTENIE 3asgBUTEIS U SKCIEPTHOE YUPEXKIECHUE O IPUHATOM
pelIeHUH O BblJaue 3aJaHUi Ha I[IPOBENCHUE DKCIEPTU3, NPEAYCMOTPEHHBIX 4YacThio |
HACTOAIIEH CTaThbU, M B Cllydae HEOOXOJAMMOCTU O BbIJaue pasperieHus Ha BBO3 B Poccuiickyio
denepanuio KOHKPETHOM MapTUH, CEPUU 3apEerUCTPUPOBAHHBIX U (MJIM) HE3apEeTUCTPUPOBAHHBIX
JICKApCTBEHHBIX CpPEACTB WM 00 OTKa3e B IMPOBEICHUM IPEIyCMOTPEHHBIX O3KCIEPTU3 C
YKa3aHHEM IPUYUH TAKOrO OTKa3a.

3. B cnyuae BBbISBICHHS OTCYTCTBUS WM HEJOCTOBEPHOCTH HH(POpPMALMU, coAepxkalleics B
NPEACTABICHHBIX  3asfBUTEJEM  JIOKYMEHTAaX, VYIOJIHOMOYEHHBIH  (QenepanabHbIii  opraH
WCHOJTHUTEIbHONW BJIACTH HANPABISET 3asBUTENIO 3alpoc 00 YTOYHEHMM 3TOM HMH(OpManuu
(manee - 3ampoc yNnoJHOMOYEHHOrO (helepalbHOTO OpraHa UCIOJHUTEIbHON BIIACTH), KOTOPBIN
MOKET ObITh MepelaH YNOIHOMOYEHHOMY NPEACTABUTENI0 3asBUTENS JIMYHO MOJ PACIIHUCKY,
HampaBJieH [0 T[OYTe 3aKa3HbIM MHCHBMOM WM TepelaH B OIEKTPOHHOH ¢opme 10
TEJEKOMMYHHUKAIIMOHHBIM KaHajllaM CBsi3U. B ciydae HampaBiieHus 3ampoca yIOJIHOMOYEHHOTO
(denepaqbHOr0 OpraHa MCHOJHUTEIBHON BIACTU IO IOYTE 3aKa3HBIM MHMCBMOM OH CUHUTAETCS
MIOJIyYEHHBIM IO UCTEUEHUH LIECTH JHEH ¢ AaThl HApPaBIECHUs 3aKa3HOIO MUChMA.

4. 3asBuTenb 00s3aH MPEACTABUTH OTBET HA 3allpoC YIMOJIHOMOYEHHOrO (ellepaibHOro OpraHa
HCIOJHUTEIBHONU BIIACTU B CPOK, HE MPEBBILIAIOIIMNA JEBSHOCTAa paboduMx JHEH cOo JHS ero
nosyuenusi. Cpok, yka3zaHHbI B yacTu | HacTosied cTaTbu, MPUOCTAHABIMUBAETCS CO JHS
HaMpaBJeHUs 3asgBUTEINI0 3alpoca YHOJIHOMOYEHHOTO (ellepalbHOr0 OpraHa MCHOJTHUTENbHOU
BJIACTH JI0 JH IOJYYEHUs UM COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHMeM I OTKa3a B OpTaHU3aIMK YKCIIEPTU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosIeH
CTaTbH, SABJIACTCA HpCIICTaBJ'ICHI/IC HCO6XO)II/IMLIX JUIA HpOBe)leHI/ISI Hpe)lyCMOTpeHHI)IX 3KCHCpTI/13
I[OKYMCHTOB B HCIIOJIHOM O6’I)CMC NN HereI[CTaBJICHI/IC 3asIBUTCJICM B yCTaHOBJIeHHblﬁ CpOK
OTBETa Ha 3ampoc YMOJHOMOYEHHOro (peepaibHOr0 OpraHa UCIOJHUTEILHOM BIIaCTH, a TaKKe
MpPECTaBIEHNE JOKYMEHTOB, HE COAEpKAlIUX HCYEPIBIBAIOIIEIO MEpeyHsi HEeO0OXOIUMbIX
CBEJICHHH.

6. IIpu oTka3e B OpraHu3alyy 3KCIEPTU3bl, IPEAYCMOTPEHHON MyHKTOM 4 yacTu 1 Hacrosiein



CTaTb{, JOKYMEHTBI, BXOAAIIUE B COCTAB PETUCTPALIMOHHOIO J1I0ChE Ha JIEKapCTBEHHBIN Ipenapar
JUIl BETEPUHAPHOIO IPUMEHEHUS, MOTIYT ObITh BO3BpAlCHbl 3asBUTEII0 HAa OCHOBAaHUM €ro
NUCBMEHHOI0  3alpoca, HalmpaBJICHHOIO B  YIOJIHOMOYEHHBIM  (QenepaibHbli  Opras
UCHOJIHUTEIbHOW BJACTH B TEYEHHE TPUAUATH pabouux JAHEH CcO JAHA IPUHATUSA
YIOJIHOMOYEHHBIM (elepajbHbIM OpPraHOM MCIIOJIHUTENIBHON BIAacTU pelIeHuss 00 OTKaze B
OpraHu3alMyd TaKOW OSKCHEPTH3bl. YIOTHOMOUYEHHBIH (efepanbHblii OpraH HCHOJTHUTEIHHON
BJIACTH BO3BpAIAeT 3asiBUTEJIIO YKa3aHHbIE IOKYMEHThI B TEUEHHE JE€CATH pabouux AHEH co JHSA
MOJIyYE€HHSI COOTBETCTBYIOILIETO 3anpoca 3asaButens. (B pen. ®enepanbHoro 3akoHa ot 02.08.2019
N 297-®3)

Crarbs 20. JkcnepTu3a J0KYMEHTOB, PEACTABICHHBIX 1JIs1
omnpeaeieHHsi BO3MOKHOCTH PAacCMAaTPUBATH JIEKAPCTBEHHbII
npenapar AJisi MeIUIUHCKOT0 MPUMEHEHHUS MPH OCYIIeCTBJICHUN
roCyIapCTBEHHOI perucTpanuy B KayecTBe Op(paHHOTO
JIEKAPCTBEHHOI0 npenapara (B pea. @enepajbHOro 3aK0Ha 0T
22.12.2014 N 429-P3 (pea. ot 13.07.2015))

1. DkcrepTu3a JOKYMEHTOB, IPEACTABICHHBIX JUIsl ONpPEeIeHUs] BO3MOKHOCTH paccMarpuBarh
JIEKapCTBEHHBIM  @Ipemapar s MEOULIMHCKOIO  NPUMEHEHUs IPU  OCYLIECTBICHUU
rOCYJapCTBEHHON perucTpalud B KayecTBE OP(PAHHOIO JIEKAPCTBEHHOIO IIperapara,
COCTABJICHUE KOMHCCHEH OSKCIIEPTOB 3aKJIIOUEHUs O BO3MOXHOCTH WIM HEBO3MOKHOCTHU
paccMarpuBarh JIEKAPCTBEHHBIN Ipenapar 1y MEIULUHCKOTO IPUMEHEHUS IIPU OCYILECTBICHUN
rOCYJapCTBEHHON perucrpalud B KadecTBE OpP(PAHHOIO JIEKAPCTBEHHOIO IIpernapara u
HalpapJeHHEe TaHHOTO 3aKJIOYCHHS B YIIOJHOMOUYCHHBINH (heiepanbHblii OpraH WCHOTHUTENbHON
BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBILAOUIMN TpUALATH pabouyux AHEH co JHS
MIOJIyYEHHs] SKCHEPTHBIM YUPEKICHHUEM 3aJaHus YIOIHOMOYEHHOTro (eepaabHOro OpraHa
HCHOJHUTEIbHON BJIACTH U B JIEKTPOHHON (popMe MM Ha OyMa)KHbIX HOCUTEISIX HEOOXOAUMBIX

denepasbHOrO 3aKOHA.

2. JlokyMeHTBI, cojepiKaluecss B PErUCTPALlMOHHOM JIOCh€ Ha JIEKapCTBEHHBIH Ipemapar U
NOCTYNHBIIME HAa OyMaKHbIX HOCHTENSAX B IKCIEPTHOE YUPEKICHHUE JUIsl OCYLIECTBIECHUS HUX
OKCIEPTHU3bl JJIS ONpPENEICHUS BO3MOXXHOCTU pacCMaTpuBarh JIEKAPCTBEHHBIN Ipernapar ajs
MEIULUHCKOIO NPUMEHEHMsI B KadecTBe Op(aHHOIO JIEKAPCTBEHHOrO Ipenapara, HoJyiexar
BO3BpaTy B YIIOJHOMOYEHHBIN (hefepalbHblii OpraH MCIOJHUTEIBHON BJIACTH OJHOBPEMEHHO C
3aKJIFOUYEHUSMU COOTBETCTBYIOLIUX IKCIIEPTHU3.

Crarbd 21. PemmieHne 0 BO3MOKHOCTH PacCMaTpuBaTh
JIEKAPCTBEHHbI Mpenapar npu 0CylecTBJICHNH TOCYI1apCTBEHHOM
perucTpanum B KayecTBe OP(PaHHOTIO JIEKAPCTBEHHOI0 Npenapara

(B pea. ®enepajbHOro 3akoHa o1 22.12.2014 N 429-®3 (pea. ot
13.07.2015%))




1. B cpok, He nmpeBbIIAOIUM IATH padounx JHEH co JHs NOTy4YEeHUs! 3aKIIOUEHUs, YKa3aHHOIO
B yacTH 1 crathu 20 HacTosmero denepanbHOro 3aK0Ha, YIIOJIHOMOYCHHBIH (heiepanbHbIi opran
HCIIOJIHUTEIIbHOM BJIACTU OCYILECTBIISAET OLICHKY ITOJIy4EHHOI'O 3aKIIOYEHHs Ul ONpEeAeiICHUs
€ro COOTBETCTBUS 3aJaHUI0O HA IPOBEIECHUE COOTBETCTBYIOLIEH OSKCIIEPTU3bl U YBEIOMIISAET
3asBUTENS B JJIEKTPOHHOM (Qopme Miau Ha OyMa)KHOM HOCHUTENE O Pe3yJbTarax MpPOBENCHHOMN
9KCHEepPTH3bl C NPWIOKEHHEM KOINMM  HKCIIEPTHOTO  3aKJoueHuss (C  CoXpaHEHHEM
KOH(PUACHIIMAIIBHOCTH UH(POPMAIIUU O COCTaBE PKCIIEPTHOW KOMHUCCHUHU) U O BOBMOXKHOCTH HJIU
HEBO3MO)KHOCTH pacCMarpyUBaTh JIEKaPCTBEHHBIN IIpenapar Juisi MEAULIUHCKOTO IPUMEHEHHUS IIpU
OCYILECTBIEHUM TOCYIapCTBEHHOM perucrpalyd B KayecTBE OpP(AHHOIO JEKAPCTBEHHOI'O
npenapara.

2. Ilpu BbIHECEHMM KOMMCCHEH SKCIEpPTOB 3aKJIIOYEHHUS O BO3MOXHOCTH paccMarpuBarh
JIEKapCTBEHHBIM  @Ipemapar s  MEAUIMHCKOIO  NPUMEHEHUs IPU  OCYLIECTBICHUU
rOCyJapCTBEHHON perucTrpaiuu B  KadecTBe Op(aHHOTO JIEKApCTBEHHOIO  IIperapara
YIOJIHOMOYEHHBIH (efepaabHblii OpraH HCIOJIHUTENIbHOM BIIACTH B CPOK, HE IMPEBBIIAIOMINN
IATH paboyux JTHEH co JIHS MOJY4YeHUs JAHHOTO 3aKIIOYEHMs], IPUHUMAET pelIeHHEe O BblJaue
3alaHds Ha MPOBEACHHE DKCIIEPTU3bl KaueCTBA JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTU3bI
OTHOIIECHUS 0’KUJAEMOMU IOJIb3bl K BO3MOXHOMY PUCKY IIPUMEHEHMs JIEKApCTBEHHOI'O IIpenapara
JUIsL  MEIULMHCKOTO IPUMEHEHHUsT B IOPAJKE YCKOPEHHOW IIPOLIENYpbl  DKCIIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUU CO cTarbel 26 Hacrosiero denepanbHOro 3aKoHa.

3. B ciayyae npuHATUS pelIeHHs] O HEBO3MOXKHOCTU paccMaTpuBaTh JIEKAPCTBEHHBIH Mpenapar
JUIl MEJUIIMHCKOTO NMPUMEHEHUs IMPU TOCYIAapCTBEHHOM perucrpanuud B KayecTBe OpdaHHOro
JIEKAPCTBEHHOTO Tpernapara YMOJIHOMOYEHHBINH (enepaibHblii OpraH HMCIOJIHHUTEIbHON BIACTH
IpeKpaliaer Npoueaypy rocyJapCTBEHHOM perucTpanuy JeKapCTBEHHOTo rpenapara. 3asBUTeNb
BIIpaBe 00paTUThCS B PErMCTPUPYIOIIUN OpraH ¢ 3asBJICHUEM O I'OCYAapCTBEHHOH perucrpaunuu
YKa3aHHOIO JICKQpCTBEHHOI'O IIpernapara B COOTBETCTBHMM CO cTarbed 18 HacTosiuero
denepanbHOrO 3aKOHA.

Crarbs 22. - YTparuia cuiay. (B pea. @enepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pea. o1 13.07.2015))

Crarbs 23. JKkcnepTr3a KauyecTBa JJeKAPCTBEHHOTO CPeACTBA U
IKCIEPTU3A OTHOLIECHUS 0KUIAEMOIl MOJIb3bI K BO3MOKHOMY PHUCKY
NMPUMEHEeHHUs JIEKAPCTBEHHOT0 Npenapara JAJjs MeIuIHHCKOT0
npumMeHenus (B pea. @enepajbHoro 3akoxa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015%))

1. Dkcneprus3a KayecTBa JIEKAPCTBEHHOIO CPEJICTBA M DKCIEPTH3a OTHOLICHUS OXHUIAEMOU
IIOJIB3bl K BO3MOKHOMY PHUCKY IPHMEHEHMS JIEKAPCTBEHHOIO Ipernapara A MEIULIMHCKOIO
IIPUMEHEHUS, COCTABJIEHUE KOMUCCUSMHU HKCIEPTOB 3aKIIOUEHU 10 pe3yabraraM MPOBEAECHHBIX
OKCIIEPTU3 W HAaNpaBlICHHE J3THX 3aKIIOUCHHH B YINOJIHOMOYCHHBIH (QenepanbHbIl opraH
WCHOJTHUTEIbHON BJIACTH OCYLIECTBISIOTCS B CPOK, HE MPEBBIIAIOIIMKA CTa AECATH pabodmux
JHEH CO JHA IIONYyYEHMs] DOKCIEPTHBIM  YYPEXKACHHEM COOTBETCTBYIOLIEIO  3aJaHus




YIOJIHOMOYEHHOr0  (pelepajJbHOr0 OpraHa HCHOJIHMUTEIbHOM BIACTM M HEOOXOAMMBIX
JOKyMEHTOB B 3JIEKTPOHHOU (hopMe MIu Ha OyMaKHBIX HOCUTEIISIX.

2. B TeueHue AEBSHOCTA JHEH CO JHS MOJNyYCHHs pEIIEHHs YIOITHOMOUYEHHOTO (eaeparbHOro
OpraHa HCIIOJHUTEIbHOM BJIACTH O INPOBEIEHUM 3KCIEPTU3, MPEAyCMOTPEHHBIX YacThio |
HACTOSIILEH CTaTbM, 3asABUTEIb IPEACTABISIET B OSKCIEPTHOE YUPEXKJIEHUE s HPOBEIEHUS
OKCIIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEICTBAa 0Opaslibl JIEKapCTBEHHOIO IIpenapara uls
MEJULUHCKOIO TPUMEHEHUs], IPOU3BEAECHHOIO B COOTBETCTBUU C TPEOOBAHUSMHU OIBITHO-
IPOMBILUIEHHOTO ¥ (WJIM) MPOMBIIIJIEHHOTO PErIaMEHTOB, YTBEP)KICHHBIX PYKOBOAUTEIIEM
IIPOM3BOUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBYIOLIUX CIIy4asx oOOpa3Iibl
(bapMareBTHUECKON CyOCTaHLIMHU, TECT-IITAMMa MUKPOOPIaHU3MOB, KYJIBTYPhl KJIETOK, 00pa3iibl
BELIECTB, IPUMEHSAEMBIX JUIsl KOHTPOJIS KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBA IIyTEM CPAaBHEHMS C
HUMHU MCCJEIYyeMOro JIEKApCTBEHHOIO CpEICTBA, B KOJIMYECTBAaX, HEOOXOAMMBIX JIs
BOCIPOU3BEICHUS METOZI0B KOHTPOJISI KaYeCTBa.

3. Ilpu nmomyueHun oOpa3LOB JIEKAPCTBEHHOro INpenapara U (papManeBTUUECKOW CyOCTaHIMU
OKCIICPTHOC YYPCIKACHUEC BbIAACT 3adBUTCIIO HJOKYMCHT, HO)ITBep)K)laIOHII/Iﬁ IMOJIy4YCHUEC
yKa3aHHbIX 0O0pa3loB, U B CPOK, HE IMPEBBILIAIONIMN Tpex pabouux [HEH, YBEIOMIIIET B
ANMEKTPOHHON ¢opMe WM Ha OyMa)KHOM HOCUTENEe 00 ATOM YIOJHOMOYEHHBIH (enepabHbIN
opran HCITOJIHUTEIIFHOM BIIACTH.

4. Yka3aHHbIE B 4acTsAX 2 U 3 HACTOAIIEH CTaThU CPOK IS MPEACTABICHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOr0 Ipernapara M (apMmaleBTHYeCKO CyOCTaHIMM U CPOK YBEJOMJICHHUS
SKCIEPTHBIM YUPEXJACHUEM 00 3TOM Ha OyMa)KHOM HOCHUTEINE YIIOJHOMOUYEHHOro (eaepantbHOro
OpraHa HCIHOJHUTENbHOM BIACTM HE BKIIOYAIOTCS B CPOK IIPOBEACHHUS  HKCIEPTH3,
MPEeAYCMOTPEHHBIX YacThIO | HAacTOsIIEN CTaThU.

5. JIoKyMeHTBI, NOCTyNUMBIUME B OKCIEPTHOE YUYPEXKICHUE [UIsl IPOBENCHUS DKCIIEPTU3,
IIPETyCMOTPEHHBIX YacTbl0 | HACTOSAILIEH CTarbH, IOUIEKAT BO3BpAry B YIIOJHOMOYEHHBIN
(enepanbHblil OpraH MCHOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU, MOTYyYEHHBIMU
10 pe3yJIbTaTaM COOTBETCTBYIOIIMX IKCIEPTHU3.

Crarbs 24. JkcnepTu3a KayecTBa JeKaAapCTBEHHOI0 CPeCTBA U
JIKCIEPTHU3A OTHOLIEHHUS 0KMAAeMOM M0JIb3bl K BO3MOKHOMY PUCKY
NMpUMeHEeHHU sl JIEKAPCTBEHHOTI0 npenapara JJjisi BeTepUuHAPHOTO
NpUMeHeHusI

1. Dkcnepru3a KadyecTBa JIEKAPCTBEHHOI'O CPEICTBA M OSKCIEPTU3a OTHOILEHUS OXHJIAaeMOU
MOJIb3bl K BO3MOYKHOMY DPHCKY NPUMEHEHHs JIEKApCTBEHHOrO Ipernapara Ajsi BETEpHUHAPHOIO
IIPUMEHEHHUs, COCTABJIEHUE KOMHUCCHSMM 3KCIIEPTOB 3aKIIOYEHHUH MO pe3ynbTaTaM YKa3aHHBIX
9KCIEPTH3 M HaIpaBlICHHE TaKUX 3aKIIOYEHUH B YIOJIHOMOYEHHBIN (enepanbHbIi Oprax
WCIOJTHUTEIbHON BJIACTH OCYLIECTBISIOTCS B CPOK, HE MPEBBIIAIOIIMHA CTa AecATH pabodux
IHEN co AHA TMOMyYeHHS SKCIEPTHBIM YUpPEeXkKICHHEM 3aJaHUs YIIOTHOMOUYEHHOTO (eepaabHOro
OpraHa UCIOJHUTEIbHON BIACTU C IOKYMEHTaMH, YKa3aHHbIMU B YyacTu 3 crarbu 17 HacToslero
®denepanbHoro 3akoHa. (B pen. denepanbhbix 3axkoHoB oT 22.10.2014 N 313-®3, or 13.07.2015
N 241-93)




2. B Tedenue Tpuaunatd paboyux AHEHM €O IHS TMONXYYEHHUS PpEUIEHUs YIOJIHOMOYEHHOIO
(denepaabHOro opraHa UCIOJIHUTEIbHON BIACTH O MPOBEIEHUN YKa3aHHBIX B yacTH | HacTosmen
CTaTbd OKCIICPTHU3 3adABUTCIIb NPCACTABIACT B OKCICPTHOC YUPCKIACHUC JIA IIPOBCACHUA
9KCIEpPTHU3bl KAadeCTBA JIEKAPCTBEHHOI'O CPEJCTBa 00pa3libl JIEKApCTBEHHOIO Ipernapara s
BCTCPUHAPHOI'O MMPUMCHCHMN I, IMPOU3BCACHHOI'O B COOTBCTCTBHU C Tpe60BaHI/I$IMI/I
TEXHOJOTNYCCKUX PEIIaMCHTOB, YTBCPIKACHHBIX PYKOBOAUTEIIEM IIPOU3BOAUTCIIA
JICKAPCTBCHHBIX CpCACTB, a TaK¥KE B COOTBCTCTBYIOLIUX clrydasx TECT-IITaMMBbI
MHUKPOOPTaHU3MOB, KyJNbTYpbl KJIETOK, 00pa3ubl (apMaleBTHYECKOW CyOCTaHIMU, O0O0pas3ibl
BEILECTB, IIPUMEHAEMBIE JUIsI KOHTPOJISI KauecTBa JIEKAPCTBEHHOI'O CPEACTBA, B KOIMYECTBAX,
HEOOXOAMMBIX [UI BOCIPOM3BEIEHUS METOJOB KOHTpoOJs KadecTtBa. (B pexa. denepanbHOro
3axoHa 0T 02.08.2019 N 297-D3)

3. Ilpu nmomyueHun oOpa3LOB JIEKAPCTBEHHOro INpenapara U (papmaneBTHUECKOW CyOCTaHIUU
OKCIEPTHOE YUYPEKIACHUE BBIAACT 3aABUTENIO JOKYMEHT, IIOATBEPXKIAIOIMIMI IIOJydEeHUE
yKa3aHHbIX O0O0pa3llioB, U B CpPOK, HE IMPEBBILIAOIMN Tpex pabouux [HEH, yBemomisieT B
MUCbMEHHOU (opMe 00 3TOM YHOIHOMOYEHHBIN (erepanbHblii OpraH UCIOTHUTELHON BIACTH.

4. Cpok [nns TpeACTaBICHHs] 3asBUTENEM oOpas3loB JIEKAPCTBEHHOIO TIpernapara M
(dapMmareBTHUECKOH CyOCTaHLIMU U CPOK YBEJOMIIEHHS SKCIEPTHBIM YUpEKJIEHHEM 00 3TOM B
NUCbMEHHOU (opMe YIOTHOMOUYEHHOIO (peiepallbHOrO OpraHa MCIIOJHUTENIBHOM BIACTH,
yKa3aHHbIE B 4acTAX 2 U 3 HACTOALLEH CTaTbU, HE BKIIIOYAIOTCS B CPOK IIPOBEACHUS YKAa3aHHBIX B
yacTu 1 HacTOsIIEN CTaThU HKCIIEPTHU3.

5. JIOKyMEHTBbI, IOCTYIUBIINE B 3KCIIEPTHOE YUPEXKIEHUE sl POBEIEHUS YKa3aHHbIX B yacTu 1
HACTOAIIEH CTaTbU AKCIEPTH3, MOAJE)KAT BO3BPATy B YNOJHOMOYEHHBIH (enepanbHbId OpraH
WCIIOJIHUTEIIbHOM BIIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU II0 PE3yJabraraM yKa3aHHBIX
DKCIIEPTH3.

Crarbs 25. IloBTOpHOE NPOBeIeHNE IKCIIEPTU3bI JIEKAPCTBEHHbIX
cpenctB (B pea. @egepajbHoro 3akona or 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. B cnyyasx HemocTaro4yHOM OOOCHOBAaHHOCTH WJIM HEIMOJHOTHI 3aKIIOYEHHS] KOMHUCCUU
AKCIEPTOB, HAIMYUS B HEM MPOTUBOPEUYMBBIX JAHHBIX, (aibCU(UKALUU BBHIBOJOB IKCIIEPTU3BI
JIEKApCTBEHHOTO  CPEACTBA, COKPBITHA OT  YIOJIHOMOYEHHOro (emepanbHOTO  opraHa
HCHOJHUTEIbHON BJIACTH OCHOBAHUI JUIsl OTBOJIA SKCIIEPTA BCIIEJICTBUE €0 3aMHTEPECOBAHHOCTH
B pe3yJibTarax COOTBETCTBYIOILIEH SKCIEPTU3bI, HATUYMS JAHHBIX O MPSMOM JIMOO KOCBEHHOM
BMEIIATEILCTBE B TIPOIECC COOTBETCTBYIOLIEH OKCHEPTU3bI JIUI, HE YYACTBYIOIIMX B €€
MPOBEICHWH, HO OKa3aBIIMX BIMSHUE Ha TPOLECC M PE3yabraTbl €€ MPOBEICHUs,
YIOJHOMOYEHHBIM (heAepaibHBIM OPTaHOM HCIIOJTHUTENbHOM BJIACTH HAa3HA4YaeTCsl MOBTOpPHAS
9KCIEepTH3a JIEKAPCTBEHHOTO CPEACTBAa M (MJIM) 3THYEcKas 3kcreptusa. (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. IloBTOpHAas 3KCHEPTU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJIUTCS C YYETOM PE3yJIbTaTOB paHEe
MIPOBEJICHHOM AKCIEPTH3bl B CPOK, YCTAHOBJICHHBIN YIOJIHOMOYEHHBIM (efepaabHbIM OpPraHoM
WCIIOJIHUTEILHON BJIACTH M HE MPEBBIIIAIOIIMA TPUALATH pabOYMX AHEH CO IHS MOJy4YeHUs
SKCIIEPTHBIM YUPEXKICHUEM 3a/IaHUsl Ha NPOBEJEHHE MOBTOPHOM 3KCHEPTHU3bl JIEKAPCTBEHHOTO



cpencta. (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3. ®unHaHCOBOE OOECIICYCHHE BBHIMOJIHEHUS 3a/IaHUsl HAa MPOBEICHUE MOBTOPHON SKCIEPTU3bI
JIEKapCTBEHHOTO CpeACTBa HE ocyiecTrisieTcs. (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-@3 (pexn. ot 13.07.2015))

Crarbs 26. YcKopeHHas1 IPouLeAypa IKCIEPTU3bI JIEKAPCTBEHHbIX
CpeACTB

1. YckopeHHas mpouLeaypa SKCHEpTU3bl JIEKAPCTBEHHBIX CPEICTB B LENSAX IOCYIapCTBEHHOMN
perucTpan  JIEKApCTBEHHBIX  IpPENapaToB MpPHUMEHSETCs B  OTHOLICHUH  Op(aHHBIX
JIEKapCTBEHHBIX IMpPENaparoB, IEPBbIX TPEX JIEKAPCTBEHHBIX IMPENapaToB, PErMCTPUPYEMBIX B
Poccuiickoii ®enepanuMu B KauyecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaToB,
04epeIHOCTh KOTOPBIX OINpPENENseTCs B COOTBETCTBUM C HOMEPOM M J1aTON BXOASAIIMUX 3asiBICHUMN
O TOCYIapCTBEHHOM perucrpaluu JIEKapCTBEHHbIX INPENaparoB B  paMKaXx OIHOIo
MEX/JIyHapOJHOTO HEMaTeHTOBAaHHOI'O HAWMEHOBAaHUS JIEKAPCTBEHHOIO IIpernapara WId
IpyNIMPOBOYHOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO Iperapara, U JIEKApCTBEHHBIX IPEeraparos,
NpeJHa3HAYCHHBIX MCKIFOYUTEIBHO JJIs NPUMEHEHUs] HECOBEPILIEHHOIETHUMHU I'pakaaHaMmu. (B
pen. ®enepanbHbix 3ak0HOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 13.07.2015 N
241-P3)

2. YckopeHHas TpoIeaypa IKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB B LENSIX TOCYIapCTBEHHOMN
perucTpalMy JIEKapCTBEHHBIX IIpernaparoB HE IPUMEHSeTCs B OTHOWIEHUU: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) OuoananoroBeiXx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX TMpernapaToB (OuoaHaoro); (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

2) pedepeHTHBIX JIEKAPCTBEHHBIX MpPEenaparoB (3a HCKIIOYEHHEM OpP(AHHBIX JIEKAPCTBEHHBIX
npemnaparoB); (B pen. eaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2019))

3) BOCHpPOM3BEIECHHBIX JIEKAPCTBEHHBIX IIPENaparoB (3a MCKIIOYEHHEM IEPBBIX TpPeEX
peructpupyembix B Poccuiickoit denepanun B KauecTBE BOCIHPOU3BEACHHBIX JEKAPCTBEHHBIX
[IpenaparoB M JIEKapCTBEHHBIX IPENaparoB, NPEJHA3HAYECHHBIX HCKIIOUUTENIBHO  JUIA
IPUMEHEHUs HECOBEPIIEHHOJNETHUMH TIpaxjaaHamu); (B pexa. DenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

4) HOBBIX KOMOMHAIMH 3aperMCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX IpenaparoB; (B pen.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

5) nekapCcTBEHHBIX IpENaparoB, 3apeTrHCTPUPOBAHHBIX paHEe, HO MPOHM3BEJCHHBIX B JAPYTUX
JIEKapCTBEHHBIX (pOpMax B COOTBETCTBUU C IIEPEYHEM HAMMEHOBAHUM JIEKAPCTBEHHBIX ()OPM U B
HOBOM n03upoBKe. (B pea. PenepanbHoro 3akoHa or 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3. YckopeHHas mpoleaypa 3KCHEepPTU3bl JIEKAPCTBEHHBIX CPEICTB IPOBOAUTCSA IO PELICHUIO
COOTBETCTBYIOLIETO YIMOJTHOMOUYEHHOTO (heiepaibHOTO0 OpraHa HCIOJIHUTENBHOW BJIacTH Ha
OCHOBAHMHU 3as1BJICHUS 3asIBUTENS B CPOK, HE MPEBBIIAIONINM BocbMuUecITH padouux nHeil. [Ipu
9TOM JKCIEPTHU3Aa JOKYMEHTOB, COACPXKALIUXCSA B PErMCTPALMOHHOM JIOChE Ha JIEKAPCTBEHHBIH
npernapar, IpOBOAUTCS B CPOK, HE MPEBILIAIOUINNA JecsITH pabouux AHEH, SKCIepTU3a KauecTBa



JICKApPCTBEHHOT'O CPEICTBA M DKCIIEPTH3a OTHOIICHUS OKMIAEMOU IOJIb3bI K BO3MOKHOMY PHUCKY
IIPUMEHEHUS JIEKApCTBEHHOI'O Ipernapara MpoBOJATCS B CPOK, HE NPEBBIIAOIINI HIECTUACCITH
pabounx nHeil. (B pea. PeaepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3.1. B orHouieHMH OpQaHHBIX JIEKAPCTBEHHBIX MPENapaToB MOIYT OBITh MPEACTABICHbI
pe3yJIbTaTbl  AOKIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB W  KIMHHUYCCKUX
I/ICCJICIIOBaHI/Iﬁ JICKAPCTBCHHLIX Ip€HaparoB Ajid MCIUIMUHCKOTO IMPUMCHCHUS, BbIIIOJIHCHHBIX 3a
npenenamu Poccuiickoit denepaniuu B COOTBETCTBUU C MIpaBUJIaMH HaJyIexKalel 1aboparopHoi
MPaKTUKU U MPaBWJIAMU HaJJIeKalled KIMHUYECKO mpakTuku. (B pea. denepanbHoro 3akoHa ot
22.12.2014 N 429-®3 (pen. or 13.07.2015))

4. VYckopeHHas Mpoleaypa 3KCIEepPTU3bl JIEKAPCTBEHHBIX CPEICTB IPOBOJUTCS B TOPSJIKE,
YCTaHOBJIGHHOM cTarbsiMu 17 - 20, 23 u 24 nacrosimero denepanbHOro 3akoHa, 1 HE O3HAYAeT
CHIDKEHUS TpeOoBaHUH K 0€30MacHOCTH, KauyecTBY U 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX
[Ipenaparos.

Crarbs 27. PemieHune 0 rocyiapCcTBeHHON perucTpanumn
JIEKAaPCTBEHHOIO Ipenapara

1. B cpok, He mpeBBILIAIONIMN 1ecATH pabounX JHEH CO JHS MOTYYSHHS 3aKIIOUEHUN KOMUCCUU
OKCIEPTOB IO PE3ybTaTaM 3KCIIEPTU3bl KadeCTBa JICKAPCTBEHHOIO CPEIACTBA U JKCIEPTU3BI
OTHOILIEHUS 0KUJAEMOMU TOJIb3bl K BO3MOXXHOMY PUCKY IIPUMEHEHMs JIEKAPCTBEHHOI'O IIpenapara,
COOTBETCTBYIOIIUN YINOJTHOMOYEHHBIN (herepabHblii OpraH HCIOJHUTEIbHOW BIAcTH: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) pa3memaer Ha cBoeM oduimanbHOM caiTe B cetd "HMHTepHET" COOTBETCTBYIOIIUE
3aKJIFOYCHHUA KOMHUCCHUH SKCIICPTOB U OCYHICCTBIICT UX OLCHKY IJIsI OIPCACICHUS COOTBECTCTBUA
3a/IaHHI0 Ha TMPOBENIEHUE ITUX IKCHEepTu3; (B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

2) mpuHUMaET pelIeHHe O IOCYAapCTBEHHOM PerucTpanuy JIEKapcTBEHHOIO Ipernapara Ui oo
OTKa3e B rOCYJapCTBEHHOMN perucrpaiuy JeKapcTBEHHOI O penapara;

3) BHOCUT IpU MPHUHATUM PEUIEHUs O TOCYIapCTBEHHOM pEerucTpanuu JeKapCTBEHHOIO
npenapara JaHHBIE O 3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4YHCIE O
(dapMmaneBTHUECKOH CyOCTaHLMM, BXOAALIEM B COCTaB JIEKAPCTBEHHOIO Ipenapara, B
TOCY/IapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEACTB M BBIJACT 3aABUTENI0 PETUCTPALMOHHOE
YIOCTOBEPEHHE JIEKAPCTBEHHOTO IIpernapara, popMa KOTOPOIrO yTBEP:KIAETCS YIIOIHOMOYEHHBIM
(denepalbHBIM ~ OpPraHOM  HUCIOJHMUTENBHOM  BJIACTH,  COIVIACOBAaHHBIE  HOPMAarHUBHYIO
JOKyMEHTALMI0, HOPMATUBHBIA JOKYMEHT, WHCTPYKIMIO I10 INPUMEHEHUIO JIEKapCTBEHHOI'O
npernapara M MakeTbl NEPBUYHOW YMAKOBKM M BTOPUYHOW (MOTPEOUTENBCKON) YHNAKOBKU C
yKa3aHHMEM Ha HMX HOMEpa PEerucTpallMOHHOIO YIOCTOBEPEHHs JEKapCTBEHHOIO Ipernapara U
JaThl €ro rOCYAapCTBEHHOM perucTpalyy Wi B Cilydae IPUHATUS pelleHuss o0 OTKaze B
rOCy/IapCTBEHHOM perucrpanuu JeKapCTBEHHOIO Ipenapara yBeJoMIIsIeT B MMCbMEHHON (hopme
3asgBUTENsl 00 3TOM C yKa3aHMEM NPUYMH TaKOro OTKa3a. 3a BbIJAuy PErucTPaliOHHOIO
YAOCTOBEpPEHMsI JIEKAPCTBEHHOTO Iperapara B3UMAaeTcs TIOCyAapCTBEHHAas IOLUIMHA B
COOTBETCTBMU C 3aKoHoJaTeiabcTBOM Poccuiickoit ®denepanuu o Hamorax u cbopax. (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))




2. OcHOBaHWEM Ui OTKa3a B T'OCYJAapCTBCHHON PETUCTpPALMU JISKAPCTBEHHOTO IMpernapara s
MEIUIMHCKOTO TPUMEHCHUS SBISCTCS 3aKIFOYCHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOIO
(denepabHOrO OpraHa MCIOJHUTEIBLHOM BJIACTH O TOM, YTO KayecTBO U (MiaH) 3(pdeKkTuBHOCTH
PETUCTPUPYEMOTO  JIGKAPCTBEHHOT'O  Tperapara JuUisi MEIUIUHCKOTO TNPUMEHCHUS  HE
MNOATBECPIKACHBI MTOJYUCHHBIMUA JAHHBIMU WUJIA YTO PUCK IIPUYIMHCHUA BPE€aad 340POBbIO UC/IOBCKA
BCJICJICTBUE MPHUEMA JIEKAPCTBEHHOIO Tpernapara Jjisi MEIUIUHCKOTO MPUMEHEHHS IMPEBBIIIACT
s dexkTuBHOCTH ero npuMenenust. (B pen. denepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IloBTOpHOE mHpeEACTaBIE€HHE B COOTBETCTBYIOIIMN YHNOIHOMOYEHHBIM (enepaabHblii opraH
HCIOJIHUTEIILHON BIACTH JICKAPCTBCHHOI'O IIperiapara, B OTHOILICHHUH KOTOPOI'O IMOJYUYCH OTKAa3 B
FOCyHapCTBCHHOﬁ perucTtpaiu U KOTOpLIﬁ BIIOCIICACTBUH NOABEPICs U3MCHCHHUIO B 4YaCTU €TO
COCTaBa, PacCMaTpPUBACTCSA Kak IIPEICTABICHUE HOBOIO JIEKAPCTBEHHOIO IIperapara Ha €ro
rOCY/IapCTBEHHYIO PETUCTPALIMI0 HE3aBUCUMO OT COXPAaHEHUs €ro epBUYHOIO HAUMEHOBaHMSL. (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

4. Ilpu mpenocTaBiIeHUH 3asiBUTEIEM B COCTaBE PETHMCTPALMOHHOTO JIOChE Ha JIEKApPCTBEHHBIM
npernapar Jijisi BETEpUHAPHOTO MPUMEHEHUS! KOIUU PEICHHS YIIOJIHOMOYEHHOTO (eepaibHOro
opraHa HCIOJIHHUTEILHOH BIACTU O TPOBEACHUM MHCIEKTHUPOBAHUSA  MPOU3BOIAUTENS
JIEKAPCTBEHHBIX CPEICTB CPOK TMPHUHATUS PEIIEHUS O TOCYIJApCTBEHHOM pEerucTpaiiu
JIEKAPCTBEHHOTO TMpernapara JUisi BETEPUHAPHOTO MPUMEHEHHUs NPHUOCTAHABIMBACTCS CO JHS
MOJYYEHUs] 3aKIIOYEHUW, YKa3aHHBIX B YacTW | HacTosledl cTaTbW, A0 [AHS TPUHSITHS
YIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM MCIIOJIHUTENLHON BJIACTH PEIICHHs O BbIAa4Ye WK 00
OTKa3e B BbIJlau€ 3aKIIOYEHHUS O COOTBETCTBUHU IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHMIM MPaBUJI HAJUISKaIled MPOU3BOACTBEHHOW MPAKTHKH, HO HE Oojee 4yeM Ha CTO
BOCEMbECIT pabounx nHel. (B pea. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5. OcHoBaHHMeM /il OTKa3a B T'OCYapCTBEHHOM perucTpanyy JeKapcTBEHHOI'O Ipernapara ajs
BETEPUHAPHOTO NMPHMEHEHHs SBISIETCS 3aKII0YEHHE YIOJTHOMOUYEHHOro (hefiepaabHOro OpraHa
WCIIOJIHUTEILHOM BJIACTH O TOM, YTO Ka4eCTBO W (WJM) 3(PPEKTUBHOCTH PETUCTPUPYEMOIO
JIEKaPCTBEHHOTO Tpernapara AJisi BETepUHAPHOr0 MPUMEHEHHUs HE MOATBEPKACHBI TOTy4YEeHHBIMU
JAaHHBIMM WJIM YTO PHUCK MNPUYUHEHHS Bpeda 370POBBI0 JKMBOTHOT'O BCIEACTBHE TMpHUEMa
JIEKapCTBEHHOT'O Ipernapara Jiyisi BETEPUHAPHOTO MPUMEHEHHS NMpeBbIaeT 3()(GeKTHBHOCTh €ro
NPUMEHEHHUs, OTKa3 YIOJHOMOYEHHOIo (eaepaibHOro OpraHa MCIOJHUTEIbHOW BJIACTH B
BbI/Iau€ 3aKJIIOUEHHUS O COOTBETCTBUM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUSIM
MpaBuJ HaJJIeKalleld MPOU3BOACTBEHHON MPAKTUKHU Ui KaXA0W MPOU3BOJCTBEHHON ILIOIIAAKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O Ipenapara Jjisi BETEpUHAPHOI0 IPUMEHEHUS B CIIy4yae, eCiu
IIPOM3BO/ICTBO JIEKAPCTBEHHOTO Mpenapara Jijisi BETepMHAPHOTO MPUMEHEHUs OCYLIECTBIISAETCS 32
npenenamu  Poccuiickolt  @enepauuu, WIM OTCYTCTBME TAaKOro 3aKiIloueHus. (B pen.
®enepanbHoro 3akoHa or 04.06.2018 N 140-D3)

Crarbs 27.1. B3anMo3aMeHsieMOCTh JIEKAPCTBEHHBIX MPeNnapaToB
IJI1 METUIIMHCKOTo mpuMeHeHus (B pen. PegepajbHOr0 3aK0HA OT
27.12.2019 N 475-®3)

1. BsaumozaMeHsAEeMOCTh JICKAPCTBCHHBIX IpPCIaparoB Ajid MCIAUIUHCKOIO IIPUMCHCHUA

OIpeacIACTCA YIOJHOMOYCHHBIM q)ez[epam)HmM Opraiom HUCIIOJIHUTEIILHOM BJIaCTH,
OCYHICCTBIAKOIMUM  TOCYAAaPCTBCHHYIKO  PCrUCTpAllMIO  JICKAPCTBCHHLIX  IIPEIIapaToB JUIsL




MCIUIMHCKOI'O IMPUMCHCHHA, B paMKax OJHOro MEKAYHApPOIHOro HEIIAaTCHTOBAHHOI'O (I/IJII/I
XUMHUYECCKOIro, HJIH prHHI/IpOBO‘IHOFO) HAaMMCHOBAHHA Ha OCHOBEC 34daKIIIOYCHHUS KOMHCCUHN
9KCIEPTOB 3KCIEPTHOTO YUPEKJIECHHUs O B3aUMO3aMEHSIEMOCTH JICKapCTBEHHOIO Ipernapara s
MCIUIMHCKOI'O HNPUMCHCHUS mbo o TOM, 4YTO J'ICKapCTBCHHI)If/i nmpemnapar ajid MCIUIUHCKOI'O
MIPUMEHEHUs HE SIBIAETCA B3auMoO3aMeHseMbIM. [1opsiiok ompeneneHus B3auMO03aMEHSIEMOCTH
JICKAPCTBCHHLIX IMPEMaparoB jid MCIAUIUHCKOIO INPUMCHCHUA U (bopMa 3aKJIIOYCHUS KOMUCCUU
AKCIEPTOB AKCHEPTHOTO YUPEKACHHUSI O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MpEnaparoB s
MCIUIMHCKOI'O HNPHUMCHCHUS mbo o TOM, 4YTO J'ICKapCTBCHHI)If/i nmpemnapar ajid MCIUIUHCKOI'O
MNPHUMCHCHUA HC SABJISICTCSL B3auMO3aMCHACMbIM, YCTaHaBJIMBAKOTCA HpaBI/ITCHBCTBOM
Poccuiickoit ®enepaunu.

2. KoMuccust 3KCIepToB 3KCHEPTHOTO YUPEKIACHUs JaeT 3aKJIOYEHHE O B3aUMO3aMEHSEMOCTHU
JIEKapCTBEHHOT'O Tpernapara Ui MeIUIIMHCKOrO NPUMEHEHHs JIMOO O TOM, YTO JIEKapCTBEHHBIH
npenapar A MEAMIMHCKOIO NPUMEHEHUsI He SBISIETCS B3aMMO3aMEHSEMbIM, HA OCHOBAHUU
CJIEAYIOLINX KPUTEPUEB (XapaKTEPUCTHUK):

1) oskBHBaJIeHTHOCTh (11 OHMOAHAJIOrOBBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpPENnapaToB
(bnoaHanoroB) - CONOCTABMMOCTb) KAYECTBEHHBIX U KOJMUYECTBEHHBIX XapaKTEPHUCTUK
(dapMaleBTUUECKUX CyOCTaHLMH WJIM CONOCTaBUMOCTb AHTUICHHOTO COCTaBa BaKIIMH.
Hcnonp30BaHKe pa3inUYHBIX COJEH, 3(DUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIUINYECKUX (HOPM U
JPYTUX MPOU3BOAHBIX OJHOIO M TOTO K€ JEHCTBYIOIIErO BELIECTBA HE SBISETCS MPENSITCTBUEM
JUIS ONpEeJesIeHUs] B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENaparoB, €CIU MPH IPOBEIEHUU
UCCIIeZIOBaHUSI  OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Ipenapara WM UCCIEIOBAaHUS
TEpareBTUYECKOW SKBUBAJEHTHOCTH JIEKAPCTBEHHOIO IIpemnapara JI0Ka3aHO OTCYTCTBHE
KJIMHUYECKH 3HAYMMBIX pa3inuuii papmMakokuHeTHKH H (1in) 3)(GEKTUBHOCTH U 0E3011aCHOCTH
JIEKapCTBEHHOIO IIpernapara it MeIUIUHCKOTO IPUMEHEHUS;

2) SKBUBAJICHTHOCTH JIeKapcTBEHHOH (opMel. [10/] 5KBUBaICHTHBIMHU JIEKapCTBEHHBIMH (hopMaMu
NOHMMAIOTCS Pa3HblE JIEKApCTBEHHbIE (OPMBI, UMEIOIIME OJUHAKOBBIE CIOCOO BBEACHUS U
crnoco6 IPUMEHEHNS, obnazaromue COIOCTAaBUMBIMU (apMaKOKHHETHYECKUMH
XapakTepUCTUKaMH U (apMaKoJIOTMUECKUM JEHCTBUEM U 00ECIeUMBAIOIINE TAKXKE JOCTHIKEHUE
HEOOXOOMMOTo KIMHUYECKoro AHddekra. Paznmums nexkapcTBeHHBIX (OPM HE SBISIOTCS
NPENnATCTBUEM JUIsl ONpENeNIEHUs] B3aMMO3aMEHEMOCTH JIEKApPCTBEHHBIX IpernapaTroB, €Clu Mpu
NIPOBEJACHUM  MCCIEOBaHHUA  OWOAKBUBAIEHTHOCTH  JIEKAPCTBEHHOIO  Ipermapara  Wid
UCCIIEIOBAaHUSI TEPANEBTUUECKOM HKBUBAJICHTHOCTU JIEKapCTBEHHOIO IIpenapara J0Ka3aHo
OTCYTCTBHUE KJIMHUYECKH 3HAUMMBIX pa3ivuuil (papMakokuHETHKU U (uiH) 3ddekTuBHOCTH U
0€3011aCHOCTH JIEKAPCTBEHHOI'O Mpenapara Julisi MEAULIMHCKOIO TPUMEHEHUS;

3) SKBUBaJICHTHOCTb WJIK CONOCTAaBUMOCTb COCTaBa BCIIOMOTaTEIbHBIX BEIECTB JIEKAPCTBEHHOIO
npenapara Julsi MEIULMHCKOTO NMpUMEHeHHUs. Paznuums cocTaBa BCIOMOTrareibHBIX BELECTB
JEKapCTBEHHOIO0  Ipemapara  HE  SIBISIIOTCA  MPEMsATCTBUEM  JUld  OIpeJeseHUs
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX IPENaparoB, €CId MpU HPOBEACHUU HCCIIEIOBAHUS
OMOSKBHUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara WIM HUCCIIENOBaHMUs TeparneBTUYECKOM
SKBHBAJEHTHOCTH JIEKAPCTBEHHOI'O Ipenapara JA0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAYMMBIX
pa3nuuuil  papMakoKMHETHMKM W (WiM) 3(Q(EeKTUBHOCTH U O€30MaCHOCTHU JIEKAPCTBEHHOI'O
npernapara Juii MEIUIUHCKOTO NMpUMeHeHus. [Ipy Hamuuuu KIMHUYECKH 3HAUYMMBIX pa3iuyduil
(dapmMakokuHETUKU U (WiK) 3(G(HEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOrO Mperapara Juist
MEJULUHCKOI'O MIPUMEHEHUs B3aUMO3aMEHSIEMOCTb OIPENEeTCs C YKa3aHUEM Ha UCKIIIOUEHUE



OTJEJIbHBIX TPYIII MalUEeHTOB;
4) UIEHTUYHOCTH CIIOCO0a BBEACHUS U CIIOCO0A MPUMEHEHUS;

5) COOTBETCTBUE MTPOU3BOAUTEIIS JIEKAPCTBEHHOIO CPEICTBA TPEOOBAHUAM IIPaBUJI HaJAJIEKaILEH
IIPOU3BOJICTBEHHON IIPAKTUKHU.

3. OmpeneneHue B3aMMO3aMEHSEMOCTH BOCIIPOU3BENCHHBIX JIEKAPCTBEHHBIX IPENaparoB JUIs
MEJMIIMHCKOTO TMPUMEHEHUs, yKa3aHHbIX B 4yacTu 10 crareu 18 Hactosmero denepaibHOro
3aKOHA, OCYHIIECTBIISIETCS 6€3 HEOOXOUMOCTH I0Ka3aTeIbCTBA UX OMOIKBUBAJIEHTHOCTH.

4.  OcoOEHHOCTH OIpeNeNeHNUs B3aUMO3AMEHSAEMOCTH OHOJIOTUYECKUX JIEKAPCTBEHHBIX
npenapaToB, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB (COAEpIKalIUX KOMOWHAIMIO JBYX
u 6osiee IEHCTBYIOLUX BEIECTB), JEKApPCTBEHHBIX PenapaToB i MapeHTEpaIbHOIO MUTaHUS U
HEJ03UPOBAaHHBIX JICKAPCTBEHHBIX NIpenaparoB ycraHasiausarorces IIpasurensctBoM Poccuiickoin
Deaepanum.

5. OHpeneneHI/Ie B3aUMO3aMCHACMOCTU HC OCYHICCTBJIIICTCA B OTHOHICHUH JICKAPCTBCHHBIX
PaCTUTCIIbHBIX MTPEIIapaToB, TOMECOIIATUYCCKUX JICKAPCTBCHHBIX IIPCIIapaToB.

6. @®opmupoBaHHE TE€peyHs B3aUMO3AMEHSEMBIX JIEKAPCTBEHHBIX  IPENaparoB s
MEIULMHCKOIO IIPUMEHEHMS OCYLIECTBIAETCS OJKCIEPTHBIM YYPEKICHUEM IIOCPEACTBOM
OObEVHEHUsl JIEKAPCTBEHHBIX IpPENapaToB B OTAEIbHbIE TPYHINbl, B KAKIOH M3 KOTOPBIX
JIEKAPCTBEHHBIE IIpErapaThl ABJIAIOTCA B3aUMO3aMEHIEMbIMU.

7. B Cllydac BKIIIOYCHHA B HHCTPYKLIUIO IO MCIAUIUHCKOMY IMPUMCHCHUIO JICKAPCTBCHHOI'O
Ipernapara Ha OCHOBaHMM pPE3YJIbTaTOB COOTBETCTBYIOLIMX HCCIEAOBAaHUM TOKa3aHUU ajs
MNPHUMCHCHUS, KOTOPBLIC OTJIMYAOTCA OT MOoKa3aHuM AJi1 IPUMCEHCHHUA JAPYIrux JICKAPCTBCHHBIX
npernaparoB M3 TIpPyIlbl B3aUMO3aMCHACMBIX JICKAPCTBCHHBLIX IIPCIIaparoB, B IICPCUHEC
B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPEIIAPATOB AJII MCAUIUHCKOI'O IPUMCHCHUSA JOJDDKHA OBITh
yKa3zaHa COOTBETCTBYOIAsl MH(OpMaIIHsL.

8. IlepeueHb B3anMO3aMEHSEMbIX JIEKAPCTBEHHBIX MPENAPATOB sl MEAULIMHCKOTO IPUMEHEHUS
pa3Mmelaercss  yNoJIHOMOYEHHBIM  (peepalbHbIM  OpraHOM  MCIIOJIHUTENIBHOM  BIIACTH,
OCYILECTBISIOIIMM  TIOCYAApCTBEHHYIO  PETUCTPALMI0  JIEKAPCTBEHHBIX IpErnaparoB s
MEIUIIMHCKOT0 PUMEHEHUs, Ha CBOeM oduuuanbHoM caiite B cetu "Mutepuer". MHdopmanms B
NepPEeYHE B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENaparoB JUIsl MEAMLIMHCKOTO IPUMEHEHUs
OOHOBJISIETCS yKa3aHHBIM (pe/lepabHbIM OpPraHOM HCIOJIHUTEIBHOM BIAcTU C yY€TOM HOBBIX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpEnaparoB s MEIUIMHCKOIO INPUMEHEHUs U
BHECEHHBIX M3MEHEHHUH B JOKYMEHTbI, COJEpXKalluecss B PEruCTPALMOHHBIX JOChE Ha
3aperuCcTPUPOBAHHBIC JIEKAPCTBEHHBIE TPENapaThl 1J1s MEIULUHCKOIO IIPUMEHEHMSI.

9. Ilopsanok MCHONBb30BaHUS MH(POPMALUU O B3aMMO3AMEHSEMBIX JIEKAapCTBEHHBIX Ipernaparax
JUIsL  MEIMLIMHCKOTO IPUMEHEHUS MW IOpPANOK Ja4d  pPa3bsICHEHUHM 10  BOIpOcaM
B3aMMO3aMEHSAEMOCTH  JIEKAPCTBEHHBIX  IIPENaparoB Uil  MEIULIMHCKOIO  MPUMEHEHUs
ycraHasiuBatorcs [IpasurensctBoM Pocculickoit @enepanuu.

Crarbs 28. PerucTpaniuoHHoe y10cToBepeHne JIeKApPCTBEHHOT0
npenapara



1. PerucrpanmoHHOE yIOCTOBEPEHUE JEKAPCTBEHHOIO IPENapara ¢ yKa3aHUEM JIEKAPCTBEHHBIX
(GopM U 103MPOBOK BbIJAETCS OECCPOYHO, 32 UCKIIOUEHHEM PETMCTPALMOHHOIO YIOCTOBEPEHUS
JIEKaPCTBEHHOI'0 IIpernapara, BbIIABAEMOIO CO CPOKOM JEWCTBUS IIATH JIET, HAa BIEPBBIC
peructpupyemMslie B Poccuiickoii @eneparuu geKapCTBEHHbIE IPENAapaThl.

2. Ilo ucredyeHun yka3aHHOIO B 4YacTH | HacToslel cTaTbu CpoOKa BbIJAETCsl OeccpouyHOe
PETUCTPallMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOrO Ipenapara MpH YCIOBUU IMOATBEPXKAECHUS
€ro rocyJapCTBEHHON PEerucTpaIiH.

3. B cny4ae BHeceHHs B cOOTBETCTBHHU co cTaThsiMu 30 u 31 Hacrosmero deaepaabHOro 3akoHa
W3MEHEHUH B COACp)KAIMECSs B PETUCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAaHHBIN
JICKApCTBEHHBIM  TIperapar JOKyMEHTBI, 3aTpardBalOIlMX CBEICHHS, OTPAXCHHbBIC B
PETUCTPAIIMOHHOM  YIOCTOBEPEHHUH  JIEKAPCTBEHHOTO  TIperapara,  yIOJIHOMOYCHHBIH
(denepalbHBI OpraH MCIIOJHUTEIBHON BIACTH BBIAAET HOBOE PETUCTPALIMOHHOE YIOCTOBEPEHUE
JIEKapCTBEHHOT'O Ipemnapara, Coieprkaliee BHECEHHbIE B HEro u3MeHeHus. (B pea. PenepaibHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. B cinydae yTpaTbl WIH MOBPEXJEHHUS PETUCTPALMOHHOIO YIOCTOBEPEHMSI JIEKAPCTBEHHOI'O
Ipernapara 1o 3asBJICHUIO B MMCbMEHHOW (hopMe AeprKaTelis WM BiIaJieliblia perucTpalioOHHOIO
YAOCTOBEPEHMSI JIEKAPCTBEHHOTO IIperapara WK yIoJIHOMOYEHHOIO UMH JIPYTOro IOpUANYECKOr0
Juna o BblJaye AyOJIMKaTa pPerucTpalMOHHOIO YAOCTOBEPEHMs JIEKapCTBEHHOIO IIperapara
YIOJTHOMOYEHHBINH (peiepaibHbIi OpraH MCIOJIHUTEIBbHOM BIACTH B CPOK, HE IMPEBBIMIAIONINAM
JecsITU pabouynx AHEH CO JHSA NOCTYIUICHUS 3asBJICHUS, BbIAAET AyOIHMKAT perucTpanioOHHOrO
YAOCTOBEpPEHMsI JIEKAPCTBEHHOI'O IIpernapara. 3a Bbljauy AyOnMKarta perucTpanroHHOIO
YAOCTOBEpPEHMsI JIEKAPCTBEHHOTO IIpernapara B3UMAaeTcs TIOCYIapCTBEHHas IOLUIMHA B
COOTBETCTBMU C 3aKoHoJareiabcTBOM Poccuiickoit ®denepanuu o Hamorax u cbopax. (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

Crarbs 29. [loaTBep:KIeHUe rOCYyIaAPCTBEHHOH perucTpanuu
JIEKAPCTBEHHOI0 npenapara (B pea. ®exepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. TlonTBepxknaeHHE  TOCYNapCTBEHHOM  PErMCTPAllMA  JIGKAPCTBEHHOIO  IIpernapara
OCYILECTBIISIETCS MIPU Bbl1auye OECCPOYHOIO PEruCTPALUOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOIO
Ipernapara B ciy4ae, yka3aHHOM B 4acTu 2 ctarbu 28 Hacrosero denepanbHOro 3akoHa, B Cpok,
HE TPEBHIIIAIONINI IECTUACCATH pabdO4YMX JHEH CO [JHS TMOJIY4YEeHHUsI COOTBETCTBYIOIIUM
YIOJIHOMOYCHHBIM (I)ellepaJII)HI)IM OpraHom HCIIOJIHUTEIIHH O BJIaCTH 3as1BJICHUA 0
NOJATBEPKJCHUU  TOCYIapCTBEHHOM  perucTpalMu  JIeKapcTBEHHOro  mpemnapara. He
OCYILECTBIISIETCSI  MOATBEP)KIACHUE  TOCYJapCTBEHHOM  pEerucrpaiud B OTHOILEHUH
JIEKapCTBEHHOr0 Mpernapara, He HaxoauBiierocs B oOpamienun B Poccuiickoit ®denepauuu B
TE4YeHHUe Tpex U Oolee JIeT, a TaKKe B OTHOLIEHUH JIEKAPCTBEHHOT'O CPEJICTBA, IIPOU3BEAECHHOIO C
HapylleHueM TpeOOBaHHUs, YCTAHOBJIEHHOro yacTbio 3.7 crareu 71 Hacrosiero denepaabHOro
3aKOHa.

2. 3asBieHUE O MOATBEPKIECHUHU IOCYJAPCTBEHHOW PErUCTpaLiy JIEKAPCTBEHHOTO IIpenapara s
MEJUIMHCKOIO INPUMEHEHHUsS INPEIACTABISIETCA B COOTBETCTBYIOIUMM  YIIOJIHOMOYEHHBIN
(denepanbHbIi OpraH MCIOJHUTEIBHOW BIACTH HE PAaHEE YE€M 3a CTO BOCEMbJAECAT JHEH 110



WCTCUCHUS CPOKa JICHCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI JICKAPCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO npuMeHeHus. (B pen. denepanpHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBieHHE O MOATBEP)KICHUU TOCYJApCTBEHHOW pETrHCTpalMy JEKapCTBEHHOro Mpemnapara
sl BETCPUHAPHOI'0 IMPUMCHCHUA IIPCACTABIICTCA B COOTBCTCTBy}OHlI/Iﬁ YHOHHOMOHCHHbIﬁ
denepanbHbli OpraH HMCIONHUTENBHON BIACTH HE paHee 4eM 3a CTO BOCEMbBJECAT JIHEH 10
UCTEUYEHUS CPOKa ACHCTBUS PETHCTPALMOHHOTO YAOCTOBEPEHHS JIGKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO MPHUMEHEHHS M HE TM037HEe OKOHYaHMSA CpOKa ero JeictBus. (B pen.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3.  IlonTBepkaeHHe  TrOCYAApCTBEHHOM  PETUMCTPALMM  JIGKAPCTBEHHOIO  Iperapara
OCYILECTBIISIETCS IO pe3yibraTaM 3KCIIEPTU3bl OTHOIIEHUS OXKHIaeMOW MOJIb3bl K BO3MOXKHOMY
PUCKY NpPUMEHEHMs JIEKapCTBEHHOIo IIpenapara Ha OCHOBAHUU pE3yJbTaTOB MOHMTOpPHHIA
3ppeKTUBHOCTH U 0E30MACHOCTH JIEKApPCTBEHHOTO Ipenapara, MpOBOJUMOIO JEp:KaTesieM WIN
BJIAJIENIbIIEM  PETUCTPALIMOHHOTO  YIOCTOBEPEHHUs  JIEKAPCTBEHHOIO  Ipemnapara  JiMOo
YIOJIHOMOYEHHBIM UMU IOPUAMYECKUM JIULOM, a TAKXKE€ COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM
(denepaqbHBIM OPraHOM HCHOJIHUTEIbHON BJIACTH B COOTBETCTBUM C TPEOOBaHUSAMH CTaTbu 64
Hacrosero denepanbHOro 3akoHa.

4. K 3asBIEHHUIO O MOATBEPKACHUH TOCYAaPCTBEHHON PEruCTpalliy JIEKApCTBEHHOrO Tpernapara
JUIs. MEIMLMHCKOTO MpUMeHeHus npuiaratorcsi: (B pen. @enepanbHoro 3akoHa or 04.06.2018 N
140-®3)

1) MOKyMEHTBI, COjaepiKamue pe3yJabTaThl MOHUTOpPHHTa S(PQPEKTUBHOCTH H 0€30MacHOCTH
JIEKapCTBEHHOIO Mpernapara Uil MEAULUHCKOIO IPUMEHEHHUs, POBEJCHHOIO JepXKaTeleM WU
BJIJICIbLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOIO Mpenapara A MeAULMHCKOrO
NPUMEHEHUsl JIMOO YNOJIHOMOYEHHBIM UM IOPUAMYECKUM JIMLOM, IO (opMe, YTBEp:KICHHOMN
YIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpPraHOM HCHONHMUTENbHOU BinacTu; (B pen. denepanbHOro
3axoHa 0T 04.06.2018 N 140-D3)

2) cBefieHHUs O JaTe MPEJOCTABIEHUS M PEeruCcTPallMOHHOM HOMEpE JIMIEH3UM Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB MIIM CBEACHHs O Aare NPEJOCTAaBJICHMS M PErUCTPALMOHHOM HOMEpE
3aKJIIOYEHUsI O COOTBETCTBUM NPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSIM IpaBUII
HaJUIe)Kallel  IPOU3BOJACTBEHHOM  INPAKTUKM,  NPEAOCTABICHHBIX  YIOJIHOMOYEHHBIM
(denepaqbHBIM OPraHOM MCIIOJIHUTEIBHOM BIACTH B OTHOLUIEHUM IPOM3BOJCTBEHHOM IUIOIAIKU
JIEKAPCTBEHHOr'O Ipernapara Ui MEAULUHCKOIO IPUMEHEHUs, NOCylapCTBEHHAs PErucCTpalys
KOTOPOrO IOATBEPKAAETCA B CIydae, €CIM IPOU3BOACTBO JICKAPCTBEHHOrO IIpenapara Ijis
MEAULIMHCKOTO MpUMeHeHus ocyiecTisercsa B Poccuiickoit denepanun; (B pen. denepanbHbIx
3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

3) xomMs NPeOCTaBICHHON YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IIPOM3BOAMTEINS JIMLIEH3UU Ha
IIPOM3BO/ICTBO JIEKAPCTBEHHOr'O Ipernapara Uil MEAULMHCKOIO MPUMEHEHHUs M €€ IEepeBOj Ha
pPYCCKUM $53bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM IIOPSAJKE, a TaKXKe KOIHUs 3aKIIOYEHUs O
COOTBETCTBMU IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSIM MpaBUI HaJexalei
IIPOM3BOJICTBEHHOW IPAaKTUKH, BBIJAHHOIO YIOJHOMOYEHHBIM  (pefiepalibHBIM  OpraHOM
HCIHOJIHUTEIbHOW BJIACTM B OTHOIIEHHWU IPOU3BOJCTBEHHOM IIJIOLIAJKU JIEKAPCTBEHHOI'O
mpernapara Juiss  MEAMLMHCKOIO IIPUMEHEHMs, TOCYJAapCTBEHHAsh pErucTpanus KOTOpOro
NOJATBEP)KIAETCA, MM  KONMS  pEIIeHUs  YIOJIHOMOYEHHOro  (elaepalbHOro  OpraHa
HCHOJIHUTEIbHOW BJIACTH O MPOBEAECHUU HMHCIIEKTUPOBAHUS IPOU3BOJAUTENS JIEKAPCTBEHHBIX



CPEACTB B Cily4ae, €CIM IIPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara s MEIULMHCKOIO
MpUMEHEHUs OCyIIecTBIsAeTca 3a npenenamu Poccuiickoit @enepaunn. (B pen. deaepaibHbIX
3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

4.1. B oTHOmEHMH OHMOJOTMYECKHUX JIEKAPCTBEHHBIX IpPErnaparoB s MEIULHUHCKOIO
MNPHUMCHCHUA 3as1BUTCIIb JOIIOJIHUTCJIIBHO MpeaACTaBIIACT PE3YJIbTAThL MepOHpHSITHfI,
npeayCMOTPCHHBIX IIJIAaHOM YHpaBJICHUA pUCKaMU, YTBCPIKACHHBIM YIOJIHOMOYCHHbBIM
(denepaqbHBIM OpPraHOM HCHOJHUTEIBHOW BJIACTH IPU OCYILIECTBIEHUM TOCYIapCTBEHHOMN
perucTtpaiu JICKApCTBCHHOI'0  Ipfriapara JIsd MCOULIMUHCKOTO IMPHUMCHCHUA. (B pea.
®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.2. K 3asgBIEHUI0O O NOATBEPXKIECHUU TOCYAAPCTBEHHOM pErucTpanyu JeKapCTBEHHOI'O
mpernapara s BETEPUHAPHOIO IMPUMEHEHMsI INPUJIararoTcs JOKYMEHTBI, COJEeprKallue
pe3yabraTbl MOHUTOPUHIa 3()(QEKTHBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOIO Ipernapara s
BETEPUHAPHOIO NMPUMEHEHUs, IIPOBOJUMOIO JIepKaTeaeM WU BIAJEIbLEM pPErucTpaniOHHOIO
YAOCTOBEpPEHMsI  JIEKAPCTBEHHOI'O Ipernapara Uil BETEPUHApPHOIO IMPUMEHEHHs Ju0o
YIOJIHOMOYEHHbIM MM IOPUJIMYECKUM JIMLIOM, MO (opMme, yTBEpHKAEHHOW YIOJIHOMOYEHHBIM
(enepaqbHbIM OPraHOM UCIOJIHUTENBHOM BIIACTH, U IOKYMEHTHI, yKa3aHHbIE B yHKTax 1, 2 - 2.2,
noanyHkrax "a", "6", "k", "n" nynkra 4 yactu 3 crarbu 17 Hactosmero deaepanbHOTO 3aKOHA.
B orHOmeHuMM MMMYHOOMOJIOIMYECKHUX JIEKAPCTBEHHBIX IIPENaparoB Uil BETEPUHAPHOIO
NIPUMEHEHUsl He MNPEICTABISAIOTCS CBEIEHUS, yKa3aHHble B NojanyHkre "K" myHkra 4 yactu 3
crarbu 17 Hacrosimero denepaibHOro 3akoHa. B OTHOLIEHWH JIEKAPCTBEHHBIX IMPENAPATOB ISt
BETEPUHAPHOIO  IIPUMEHEHHs,  IOJIyUeHHBIX C  MPUMEHEHHEM  I'€HHO-UHKEHEpPHO-
MOIM(UIUPOBAHHBIX OPraHU3MOB WM COJAEpPIKAIIUX TaKWe OPraHU3Mbl, JOMOIHUTEIbHO
NIPEJCTABISAIOTCS CBEJICHMs, yKa3aHHble B IHyHKTe 13 wuactu 3 cratbu 17 HacTosiero
®enepanbHoro 3akoHa. (B pea. @enepanbubix 3akoHoB 0T 04.06.2018 N 140-P3, or 02.08.2019

N 297-®3)

4.3. 3asBUTENb BIpaBe MPEACTABUTh C 3asBICHUEM O IOATBEP)KIEHUH TOCYIapCTBEHHOMN
perucTpanuy JIEKapCTBEHHOro Iperapara KOMUIO JOKYMEHTa, IOATBEPXKJIAIOLIEro YIUlaTy
TOCYJapCTBEHHOW  MONIIMHBI 32  MOATBEPXKAEHHE  TOCYIAPCTBEHHOW  perucTpanuu
JIEKapCTBEHHOTO Iperapara, a Takke BblJaBaeMble (IPEIOCTaBIsIeMbIe) YIMOTHOMOUYCHHBIMU
¢denepanbHBIMA OpraHaMH HCIOJHUTENBHOW BJIACTH JOKYMEHTHI (CBEICHHS), YKa3aHHBIC B
nyHKTax 2 ¥ 3 yactu 4 HacTodAllel crarbu. B ciydae MX HempencTaBleHHs YIOJIHOMOYECHHBIN
(enepanbHbIii OpraH UCIIOTHUTEIBHOM BIACTH 3allPALIMBAET YKa3aHHBIC TOKYMEHTHI (CBEICHMS)
B MOPSAKE MEXKBEIOMCTBEHHOr0O MH()OPMAIMOHHOTO B3auMopaeicTBus. (B pea. DemepanbHOro
3akoHa 0T 27.12.2019 N 478-D3)

5. B Teuenue pecaTu pabouux JHEM CO JHS HPUHSITHS 3asBJICHUS O IOATBEPXKIECHUHU
rOCyJapCTBEHHON pEerucTpalnuy JIeKapCTBEHHOIO Ipenapara M JIOKYMEHTOB, COJAEpIKallux
pe3ysibTarbl MOHUTOPUHTa 3(PQPEKTUBHOCTH U 0E€30MacHOCTH JIEKAPCTBEHHOrO Mperapara,
IIPOBOJAUMOrO  JEp)KareslieM  WIM  BJIAJEIbLEM  PErucTPallMOHHOIO  YIOCTOBEPEHHUS
JEKapCTBEHHOr0  mpernapara MO0  yHOJHOMOYEHHBIM MMM  IOPUJAMYECKUM  JIULIOM,
YIOJIHOMOYEHHBIN (peaepabHbIi OpraH UCIOJIHUTENIBHOM BIACTH:

1) npoBOAUT MPOBEPKY MOJHOTHI CBEAECHUH, COIEPXAIIMXCS B IPEICTABIECHHBIX 3asBUTEIIEM
JIOKyMEHTAX;

2) npuHUMaeT pelIeHUe O MPOBEICHUM WINM 00 OTKa3e B MPOBEICHUM KCIEPTHU3bl OTHOIIECHUS



OKUJAEMOM TOJBb3bl K BO3MOXHOMY PHCKYy MPHUMEHEHUS JIEKapCTBEHHOrO TIpernapara Ha
OCHOBAaHMM PE3YJbTaTOB MOHUTOpHUHTA 3(MPEKTUBHOCTH U OE30MACHOCTU JIEKAPCTBEHHOTO
npernapara, MpOBOAMMOIrO JEp)KaTesleM WM BIAJENIbLEM PEerucTpPaliOHHOIO YIOCTOBEPEHHS
JIEKAPCTBEHHOT0 Tpernapara Ju00 YIMOJHOMOYEHHBIM HMH IOPUAWYECKUM JIUIIOM, a TaKke
(denepaabHBIM OpPraHOM MCIIOJHUTELHOM BJIACTH B COOTBETCTBUM C TPEeOOBaHHUSIMHU CcTaTbu 64
HacTosero enepanbHOro 3aKOHa;

3) yBemomuiieT B AJIEKTPOHHOM (opMe WM MHUCbMEHHOW (opme 3asBUTENS U HKCIEPTHOE
yUpEeXACHHE O MPUHATOM PEIIEHUH OO0 B Cllydyae MPUHATHS pelieHusl 00 OTKa3e B MPOBEICHUU
AKCIEPTU3bI YKa3bIBAECT MPUYMHBI TAKOTO OTKa3a.

6. B ciyvae BBISBICHHA HEIOCTOBEPHOCTH M (WJIM) HEIOCTATOYHOCTH WH(OPMAIIUH,
COJZIEprKaleicsl B MPEACTABICHHBIX 3agBUTENIEM JAOKYMEHTaX, YIOJTHOMOUYEHHBIN (enepanbHblil
OpraH HCIHOJIHUTEIbHOM BJIACTU HAlpaBiIsleT 3asBUTENIO 3alpOC 00 YTOUYHEHUHM YKa3aHHOM
uHpopManuy. 3ampoc YHNOJHOMOUYEHHOTO (efepaabHOro oOpraHa HCIHOJHUTENIBHON BIIACTH
MOXXET OBbITh TepelaH YHMOJTHOMOUYEHHOMY MPEACTAaBUTENIO 3asBUTENS JIMYHO TOJ PAaCIHCKY,
HampaBlICH [0 T[0YTe 3aKa3HbIM THMCBMOM WJM TIepelaH B JIEKTPOHHOW (dopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajlaM CBs3U. B ciydae HampaBieHHs 3ampoca yIOJTHOMOYEHHOTO
(denepaabHOro OpraHa HCIOJHUTEIBHOM BJIACTU MO TMOYTE 3aKa3HBIM MHCHbMOM OH CUMTAETCS
MOJIYYEHHBIM 10 UCTEYEHUH IIECTH JTHEH C IaThl HAIIPABJICHUS 3aKa3HOIO MHMChMa.

7. 3asBuUTENb O0s3aH MPEICTABUTH OTBET HA 3alpPOC YHOJIHOMOUYEHHOro (elepaabHOro opraHa
HCIOJTHUTEIBHONU BIIACTU B CPOK, HE MPEBBILIAIOIIMNA JAEBSHOCTAa pabodMx JIHEH cOo JHS €ero
nosrydeHusi. Cpok, yKa3aHHBI B 4acTH S5 HACTOSIIEH CTaThbd, MPUOCTAHABIMBAETCS CO [HS
HaMpaBleHUs 3asgBUTEINIO 3alpoca YHMOJIHOMOYEHHOTO (ellepalbHOr0 opraHa HCIOJHUTEIbHOU
BJIACTH 1O JHS IOJIy4EHHS] UM COOTBETCTBYIOLIETO OTBETA U HE YUYUTHIBACTCA IPU MCUUCICHUU
CpOKa IOATBEPkKACHMS T'OCYIapCTBEHHOM PErMCTPALUU JIEKAPCTBEHHOIO IIpenapara.

8. OcHOBaHHMEM i OTKa3a B IMPOBEICHUU DKCIEPTHU3bI OTHOIICHUS OKHUIAEMOM TMOJb3bl K
BO3MO)XKHOMY PHUCKY TMPHUMEHEHHUs JIEKapCTBEHHOIO TIpernapara sBIsSETCA IMpencTaBlIeHue
JOKyMEHTOB, COJEP)KALUX pE3yIbTaThl MOHUTOPHHra J(PQPEKTUBHOCTH U 0OE30MaCHOCTH
JIEKapCTBEHHOTO TIpenapara, u (WiM) B OTHOIIEHUH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB
PE3YJIbTAaTOB OCYIIECTBICHUS MEPONPHUITUNA B COOTBETCTBUM C IJIAHOM YIIPABJICHUSI PUCKAMU,
YTBEP)KJICHHBIM YIIOJTHOMOYEHHBIM (eiepaibHbIM OpPraHOM HCIOJIHUTEIBHON BIIACTH TPHU
OCYILECTBIEHUU TOCYIapCTBEHHON perucTpanyy JEeKapCTBEHHOIo Ipernapara, B HEIOIHOM
o0beMe, OTCyTCTBUE HH(MOpMAIUK, TMOATBEPXKAAIONICH (aKT yIarkl TroCyIapCTBEHHOMN
MOIILJIMHBI 32 MOJITBEPKACHNUE rOCYIapCTBEHHON PErUCTpalluy JICKAPCTBEHHOTO Tpernapara, Jinoo
HEIpE/ICTaBJIeHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha yKa3aHHbIMH B 4Yactu 6
HACTOSIIEH CTaThU 3alpoC YIOJIHOMOYEHHOTO (he/lepalbHOTO OpraHa MCIIOJHUTEIbHON BIACTH, a
TaKke OTCYTCTBHE B YKa3aHHBIX JIOKyMEHTaX HMH(OpMAIMH, KOTOpas IODKHA OBbITh B HHUX
OTpa’keHa.

9. DOkcnepTu3a OTHOIIEHHS OXHUIAEMOH I0JIb3bl K BO3MOXHOMY PpHUCKY HIPHMEHEHHS
JIEKapCTBEHHOI'O0 Ipenapara B ILeNsAX MOJATBEPXKAEHUS TOCyJapCTBEHHONW perucrpanuu
JIEKapCTBEHHOI'O Ipernapara IMPOBOAUTCS KOMHUCCHEH 3KCIIEPTOB HKCIEPTHOIO YUPEKICHUS B
CpPOK, HE MPEBBIIAIOIINN COpOKa pabouux JHEH.

10. B ciy4ae HEZOCTAaTOYHOCTH IPEACTABIECHHBIX KCIIEPTY MATEPUANIOB Ul Ja4M 3aKIFOYECHUS
JKCIIEPT O00paIaeTcsi K PYKOBOAUTENIO 3KCIEPTHOIO YUYPEXKIEHHS O IPENOCTaBICHUH €My



HEOOXOJMMBIX MarepHaioB. PyKOBOIUTENb OSKCHEPTHOTO YUPESXKACHUS oOpamiaercs ¢
COOTBETCTBYIOIIUM 3allpOCOM B YIOJIHOMOYEHHBIM (QelnepanbHblii OpraH HCHOJIHUTEIbHON
BJIACTH, BBIJABIIMI 3aJaHUE HA IIPOBEIAECHHUE DKCIIEPTU3bl OTHOLUIECHUS OKUIAEMOW ITOJIB3BI K
BO3MO)KHOMY PHUCKY IIPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHUM JOKYMEHTA,
COZIEpIKAILlEro pe3yJabTaThl MOHHTOPUHra 3()(EKTUBHOCTH W 0O€30MacHOCTH JIEKAPCTBEHHOTO
npernapara. B Teuenuwe mnATH pabouMx AHEH CO JAHSA IOCTYIUIEHUS 3alpoca PYyKOBOJIUTENs
OKCIEPTHOTO YUPEXKICHUS YKa3aHHbIM (enepanbHbIi OpraH MCIOJIHUTEIBHON BJIACTH
HampapisieT 3asBUTENIO 3allPOC O MPENCTABIECHUU HEOOXOAUMBIX MaTepUasoB, KOTOPBIA MOXET
OBbITh Mepe/laH YIOJHOMOYEHHOMY IPEICTABUTENIO 3asBUTEINS JIUYHO O]l PaCIMCKY, HAaIllPaBICH
10 TI0YTE 3aKa3HbIM MHCbMOM WM NIEPEAaH B AIEKTPOHHOU OpMe MO TEIEKOMMyHUKAIlHOHHBIM
KaHajaM CBsi3u. B ciiydae HampasieHMsl 3ampoca yHOJIHOMOYEHHOro (enepajlbHOro opraHa
WCIIOJIHUTEIbHOM BIACTH IO IOYTE 3aKa3HbIM IMCBMOM OH CUMTAETCA IONYYEHHBIM II0
HCTEYECHUHM IIECTU JHEHN C 1aThl HAIIPABJICHUS 3aKa3HOIO [TUCHMA.

11. 3asBuTeNb 00513aH MPEACTABUTH OTBET HA 3alPOC YIMOJIHOMOYEHHOTO (hefiepaabHOro OpraHa
WCHOJIHUTEIbHOW BJIACTH B CPOK, HE MPEBBILIAIOIIMNA MIECTUAECITH pabouux JHEH co IHs
MOJYy4YEHHUs] YKa3aHHOTO 3ampoca. YHOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJTHUTENbHON
BJIaCTH, BBIJABIIMI 3aJaHUE HA IIPOBEIECHHUE SKCIIEPTU3bl OTHOLICHUS OKUIAEMOW ITOJIB3BI K
BO3MO)XKHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHUM JOKYMEHTA,
COZIEPKAILEr0 PEe3ylbTaThl MOHUTOPUHTra 3(P(EeKTHBHOCTH U OE30MaCHOCTH JIEKapCTBEHHOI'O
npernapara, B Te4eHHE MATH pabouux JHEH co JHA MOCTYIUIEHUs OT 3asBUTEINs OTBETa Ha 3alpoc
YIOJIHOMOYEHHOr0 (pefiepaibHOr0 OpraHa HMCIIOJHUTENIbHOM BJIACTH HANpaBlse€T TOT OTBET B
9KCIIEPTHOE yupekJeHue. B ciayyae HemnpencTaBleHHUs 10 HUCTEUEHHM IIECTUAECATH paboumx
JHEeW 3asBUTENIeM OTBeTa Ha YKa3aHHBIM 3alpoc YIOJIHOMOUYEHHBIH (enepanbHblil opraH
WCIIOJIHUTEIIbHOM BJIACTH, BBIJABIIMKA 3aJaHUE HA IPOBEACHHUE OKCIEPTU3bl OTHOLICHUS
OXKMJAEMOM II0OJB3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO IIpernapara Ha
OCHOBAaHMM JOKYMEHTa, COJIEp)Kalllero pe3ylbTaTbl MOHHUTOPUHIAa 3SPQPEKTUBHOCTH U
0e30I1aCHOCTH JIEKApCTBEHHOIO IIpernapara, B TEYEHHE MATH padoyux JHEW HampaBiseT B
OKCIIEPTHOE YYPEKIECHUE YBEIOMIICHHE O HENPEICTABICHUU 3asgBUTEIEM OTBETa Ha 3aIpocC
YKa3aHHOrO oOpraHa. Bpems co AHs HampaBlIeHHs 3ampoca JKCIEPTHOIO YYpPEeXKICHHS B
YIOJIHOMOYEHHBIM  (pepepasibHbIil  OpraH HCHOJHUTENBHOM BIACTU JIO JHS IOJy4EHUs
OKCIIEPTHBIM YUPEXKJIEHUEM OTBETA Ha 3alpOC WM YBEIOMJICHUs O HEIPEICTAaBICHUU OTBETA HA
3allpOC HE YYMUTHIBACTCA IPU HCUYMCIECHHUU CPOKA IPOBEIACHUS OKCIEPTHU3bl OTHOLLICHHUS
OXKMJAEMOM II0JB3bl K BO3MOXHOMY PHCKYy IPUMEHEHUS JIEKAPCTBEHHOIO IIpernapara Ha
OCHOBAaHMM JOKYMEHTa, COIEp)Kallero pe3ylbTaTbl MOHHUTOPUHIAa 3(PQHEKTUBHOCTH U
0€30IaCHOCTH JIEKAPCTBEHHOIO IIpernapara.

12. B cpok, HE mpEeBBIIAIONINN JECATH paboUrX JHEHW CO JHS MOMYyUYEHHUS 3aKII0YCHHUS] KOMUCCUU
SKCIIEPTOB IO PE3YJIbTaTaM 3KCIEPTU3bl OTHOLIEHUS OXUJAEMOM MOJIb3bl K BO3MOKHOMY PHUCKY
NPUMEHEHUs JIEKAPCTBEHHOrO Tpenapara, COOTBETCTBYIOIIMIA YITOJHOMOYEHHBIN (enepanbHbIi
OpraH UCHOJHUTEIbHOW BIIACTH:

1) ocyuiecTBiIsS€T OLIEHKY 3TOTrO 3aKJIIOUEHUS Ul ONpPEESICHUs] €ro COOTBETCTBUS 3a/laHUIO Ha
MPOBEICHNE YKa3aHHOMN AKCIIEPTHU3HI;

2) NpUHHMMAET pEUIeHHE O IOATBEP)KICHUM TOCYIapCTBEHHOM perucrpanuu JeKapCTBEHHOI'O
npernapara wid o0 OTKa3e B MOATBEPXKACHUU TOCYJapCTBEHHOW PErucTpaluy JeKapCTBEHHOIO
npenapara;



3) BHOCUT IpU MPUHATHU PEUIEHHUS O MOATBEPKACHUU TOCYJapCTBEHHOW pPErucTpanuu
JIEKapCTBEHHOIO Ipernapara CBEJCHUsS B IOCYAApCTBEHHBIN PEecTp JIEKAPCTBEHHBIX CPEACTB U
BBIJIA€T 3asBUTEII0 OECCPOYHOE PETUCTPALMOHHOE YI0CTOBEPEHHE JIEKAPCTBEHHOI'0 Ipenapara.

13. OcHoBaHuEM ISl OTKa3a B MOATBEP)KICHUHN TOCYIAPCTBEHHOW PErUCTPaIMK JIEKAPCTBEHHOIO
npernapara SBISETCS 3aKII0YEHHE COOTBETCTBYIOLIETO YIOJIHOMOUYEHHOTO (eepalbHOro OpraHa
HUCIOJHUTEILHON BJIACTU O TOM, 4YTO PpHUCK HNPUYUHCHHA BpEda 3J0pPOBbIO YC/IIOBCKA WA
YKUBOTHOTO BCJIE/JICTBUE IMPHEMa JIEKAPCTBEHHOrO Ipernapara MpeBbImaeT dPPEKTUBHOCTh €ro
npumeHenus. (B pen. enepanpHoro 3akona oT 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHHs MpoLEenypbl MOATBEPKACHUS TIOCYIApPCTBEHHOH perucTpaunuu
JIEKapCTBEHHOTO Mpernapara ero oopainienue B Poccuiickoit denepannu He mpuoCTaHABINBACTCS.

15. Jlomyckaercst oOpallleHue JIeKapCTBEHHBIX IIpernaparoB /10 HCTEYEHHUS] CpPOKa TOJHOCTH,
MPOU3BCACHHLIX B TCYCHUC CTa BOCBMUIACCATU KaJICHIAAPHBIX I[Hefl MOCJC JaTbl IIPUHATUA
YIOJIHOMOYEHHbIM  (ellepaibHbIM  OPraHOM  HCIOJHHUTEIBHOM  BIACTM  pELIeHHs O
NOJATBEPKJCHUHU TOCYIAapCTBEHHOM  perucrpanuu, B COOTBETCTBUM € HH(pOpMaIMeH,
cojiepaKalleicst B JOKyMEHTaX pPerucTpalMoHHOr0 A0ChE Ha JIEKapCTBEHHBIN Ipernapar A0 JaTbl
NPUHATUA Takoro peuienus. (B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Crarba 30. BHeceHue n3MeHeHH M B HAOKYMCHTBI, COACPKAIIINECS B
PEruCcrpanuOHHOM 10CHE Ha 3apel"l/ICTpI/Ip0BaHHblﬁ JIEKapCTBeHHBIﬁ
npenapart st MCAMIUHCKOI'0O IPUMCHCHU A

1. B uenax BHeCEHHs] U3MEHEHUHN B JIOKYMEHTHI, COJIEPKAIIMECS] B PETUCTPALIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBINA Mpenapar uisi MEIULIMHCKOrO MPUMEHEHUs, Aep>KaTelb
W BIAJENel] PErucTpallMOHHOIO  YIOCTOBEPEHMS JIEKAPCTBEHHOTO Ipernapara Wi
YIOJHOMOYEHHOE UM JIPYroe IOpUIMYEcKOe JIMIO (/ajee B HACTOSIICH CTaThbe - 3asBUTEIIb)
MIPENICTaBISET B YIOJIHOMOUYEHHBIN (hefepaibHbIi OpraH UCIOJHUTEIHHON BIIACTH 3asBICHHUE O
BHECEHUU TaKUX H3MEHEHHH 1o Qopme, YCTaHOBJIEHHOM YIIOJIHOMOYEHHBIM (QenepanbHbIM
OpraHoM HCHOJIHUTENBbHON BIIACTH, U IIPUJIAra€MbIE€ K HEMY U3MEHEHHUSI B YKa3aHHbIE JJOKYMEHTHI,
a TaKkKe JOKYMEHTBI, TOJITBEPKAA0NIMEe HEOOXOUMOCTh BHECEHUSI TaKUX M3MEHEHHMU. (B pel.
®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. IIpu HEOOXOAMMOCTH BHECEHUS B JOKYMEHTBHI, COJEpKAIlUeCcs B PErUCTPALMOHHOM J10Che
Ha 3aperUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM Ipernapar i MEIULMHCKOIO IIPUMEHEHHs,
W3MEHEHUH, YKa3aHHbIX B IIYHKT€ 3 4acTW 2 HACTOSIIEW CTaTbu U TPEeOyIOLUX IPOBEICHHS
OKCIEPTHU3bl KauyeCTBa JICKAPCTBEHHBIX CPENCTB, 3asBUTEINb JOIOJHUTEIBHO IIPEIACTABIISIET B
YIIOJIHOMOYEHHBIM  (efiepanbHbIi  OpraH HCIOJIHUTEIbHOW BJIACTU CBEINEHHUS O Jare
[IPEOCTABICHUSI U PETMCTPALIMOHHOM HOMEpE JIMUEH3MM Ha IPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB MJIM CBEIEHUs O JAre IPENOCTABICHUS U PETUCTPALMOHHOM HOMEPE 3aKIIOYEHUS O
COOTBETCTBMU IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSIM MpaBUI HaJexalei
MIPOM3BOACTBEHHOI NMPAKTUKH, BBIJAHHBIX (IPEIOCTABICHHBIX) YIIOJTHOMOYEHHBIM (hefiepanbHbIM
OpPraHOM HCIHOJHHUTEJIbHOW BJIACTH B OTHOIIEHWM M3MEHEHHOM W (WiIM) JONOJHEHHOMN
IIPOU3BOJCTBEHHON IIIOIIAAKK JIEKAPCTBEHHOIO IIpernapara, B Cilydae, €CIIM IIPOU3BOACTBO
JIEKapCTBEHHOTO Tpenapara ocyulectisiercs B Poccuiickoit @enepaiiyu, 1ub0 CBEACHUS O JaTe
MIPEIOCTABICHUS U PETMCTPALMOHHOM HOMEpPE BBIJAHHOW YIOJHOMOYEHHBIM OPraHOM CTpaHBbI



IIPOM3BOANUTENS JIMLEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara M ee IIepeBo] Ha
pYCCKUHM SI3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM IOps/IKE, a TakKe CBEIEHHUS O Jare
npeaoCTaBJICHUA W PErUCTPAMOHHOM HOMCEPE 3aKIIOYCHHA O COOTBECTCTBUM ITPOWU3BOAUTECIIA
JIEKapCTBEHHBIX CpEACTB TPeOOBaHUSAM IpaBWI HajJIeXallell MPOU3BOACTBEHHOM IPAKTUKH,
BBIJIAHHOI'O YIIOJJHOMOYCHHBIM @enepanLHMM OpraHom HUCIIOJIHUTEJILHON BJIACTU B OTHOIIEHUH
W3MEHEHHOW W (W) TOMOJHEHHOM MPOM3BOACTBEHHOMN IUIOIIAKH JIEKAPCTBEHHOTO Mpernapara,
WIM CBEAEHUS O JaTre NpPeAOoCTaBIeHMs W  PErucTpPallMOHHOM HOMEpEe  pelleHus
YIOJIHOMOYEHHOr0  (pefiepalibHOr0  OpraHa HCIOJHUTENBHOM BJIacTd O  IPOBEACHUU
MHCIEKTUPOBAHUS TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CIU IPOU3BOACTBO
JIEKapCTBEHHOr0 Tpernapara OcCyllecTBisieTcs 3a npenenamu Poccuiickoit denepanun. (B per.
®denepanbHbix 3ak0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1.2. IIpu HEOOXOOAMMOCTH BHECEHUS B JOKYMEHTBHI, COJEpKaIlUecs B PErUCTPALMOHHOM J10Che
Ha 3aperucTPUpPOBAHHBIM JIEKAPCTBEHHBIM ImpenapaT s MEAULIMHCKOTO IPUMEHEHHS,
W3MEHEHUH, YKa3aHHbIX B IIYHKT€ 4 4acTW 2 HACTOSIIEW CTaTbu U TPEeOyIOLUX NPOBEIEHHS
9KCIEpPTHU3bl KauyeCTBa JIEKAPCTBEHHBIX CPEACTB, 3asBUTEIb JOMOJIHUTENIBHO IPEACTaBIsET B
YIIOJIHOMOYEHHBIM  (efiepanbHbIi  OpraH HCIOJIHUTEIbHOW BJIACTH CBEIAGHHUS O Jare
NIPEJOCTABICHUS. U PErUCTPAllMOHHOM HOMEpE JIMLEH3MM Ha IPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB WM CBEIEHMs O JlaTe€ MPEAOCTABICHUS U PEruCTPAllMOHHOM HOMEpE 3aKIIIOUEHUs O
COOTBETCTBMU IIPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSIM MpaBUI HaJIexalei
MIPOM3BOACTBEHHOI NMPAKTUKHU, BBIIAHHBIX (IPEIOCTABICHHBIX) YIIOJIHOMOYEHHBIM (hefiepanbHbIM
OpPIraHOM HCIIOJHUTEIbHON BIACTU B OTHOLLIEHUH IIPOU3BOACTBEHHOM IIIOIIAIKU JIE€KAPCTBEHHOTO
npenapara, B ciy4ae, €CiId MPOM3BOJCTBO JIEKAPCTBEHHOI'O IIperapara OCYIECTBISETCS B
Poccuiickoii denepanuu, 1u00 CBEACHUS O JaTe MPEAOCTABICHUS U PErUCTPAllMOHHOM HOMEpE
BBI/IAHHOM YIIOJTHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOJAUTENS JIMIEH3UU Ha IPOU3BOJCTBO
JIEKapCTBEHHOI'O IIperapara M ee MepeBOoj] Ha PYyCCKUMl fA3bIK, 3aBEPEHHbIE B YCTaHOBJIEHHOM
MOPSIKE, a TAKXKE CBEIEHUS O JIaTe MPEJOCTaBICHHS U PErucTPallMOHHOM HOMEpE 3aKJIIOUEHUS O
COOTBETCTBMU IPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSIM MpaBUI HaJexalei
IIPOM3BO/ICTBEHHOW IMPAKTUKH, BBIJAHHOIO YIOJHOMOYEHHBIM  (pefiepalibHBIM  OpraHOM
HCIHOJIHUTEIbHOW BJIACTM B OTHOIIEHHWU IPOU3BOJCTBEHHOM IIJIOLIAJKU JIEKAPCTBEHHOI'O
npenapara, Wid CBEACHUS O Jare IPeJOCTaBICHHs U PErucTpPallMOHHOM HOMEpE pelleHus
YIOJIHOMOYEHHOr0  (pefiepalibHOr0  OpraHa  HCIOJHUTENBHOM BJIacTd O  IPOBEACHUU
MHCIEKTUPOBAHUS MPOU3BOJAUTENS JIEKAPCTBEHHOIO CpEJICTBA B CiIydae, €CIM IPOU3BOJCTBO
JIEKapCTBEHHOT0 Tperapara ocyllecTBisieTcs 3a npenenamu Poccuiickoit denepanun. (B pe.
®enepanbbix 3ak0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1.3. IlpunsiTHEe peuieHuss 0 BHECEHHH M3MEHEHUM WM 00 OTKa3e BO BHECEHUM HU3MEHEHHWH B
JOKYMEHTBI,  COIEpXKalllUeCsi B  PETUCTPALMOHHOM  JIOCb€ HAa  3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIH Impernapar Uil MEIULMHCKOTO IPHUMEHEHHs, B Clly4ae HEOOXOAUMOCTH
IIPOBEJCHUS SKCHEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) SKCIEPTU3bl OTHOILIECHUS
OXKUJAEMOM IIOJIb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHHs JIEKApCTBEHHOIO IIpernapara Juls
MEIULUHCKOIO MPUMEHEHMsI OCYIIECTBIISETCS B CPOK, HE IPEBBIMIAIOIMI JIeBIHOCTa pabounX
JHEeW, a B OCTaJbHBIX CIIydasX B CPOK, HE IPEBBIMIAOIMN TpUAUATH pabouux IHEH co IHs
INPUHATHSA YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCHOJHHUTENBHOW BJIACTU 3asBICHUS O
BHECEHUU TaKux u3MeHeHuu. (B pea. enepansuoro 3akona ot 04.06.2018 N 140-D3)

1.4. YnonHoMO4eHHBIH (enepanbHbIi OpraH UCIOJHUTEIBHON BIIACTH C y4€TOM pe3yJbTaToB
(dapMakoHaa30pa M IPOBEPOK COOTBETCTBHUS JICKAPCTBEHHBIX CPEICTB, HAXOAALIUXCS B



IPaX/1aHCKOM 000pOT€, YCTaHOBJIEHHBIM TpEeOOBAaHUSAM K HX KayecTBy B TEUEHHUE JECATH
pabounx nHEH co AHA MOCTYIJICHUS COOTBETCTBYIOIIECH HMH(OpManuu pa3Memiaer Ha CBOEM
opunmansHOM caiite B cetu "HHTepHeT" cBelleHUs] 0 HEOOXOAUMOCTH BHECEHHS] B MHCTPYKIIUIO
[0 MEIUIMHCKOMY IPUMEHEHMIO JIEKApCTBEHHOI'O IIpernapara W3MEHEHHM B OTHOIIEHUU
CBENCHWH O TOKa3aHWUAX Uil TPUMEHEHHWS W TPOTUBOIOKA3AHUAX JUISI HPUMEHEHUS
JIEKapCTBEHHOTO IIperapara, BbISIBICHHBIX TOOOUHBIX IEHCTBUSAX, HEXKEIATEIbHBIX PEAKIUIX IPU
NPUMEHEHUHU JICKAPCTBEHHOTO Tpernapara M yBeJOMIISET 00 3TOM B DJIEKTPOHHOU (opMme HIu
NMMCbMEHHOU (opMe (Ha OyMakKHOM HOCHTENIE) NIepsKaTeisl WU BiaJenblia PerucTpaliioOHHOrO
YAOCTOBEPEHMsI JIEKAPCTBEHHOI0 Ipernapara (WId yIOJIHOMOYEHHOE MM JIpyroe IOpHINYECcKOe
JUI0), a TakXkKe Jep)karenedl WIM  BIaJeNbleB  PErMCTPALMOHHBIX  YAOCTOBEPEHUM
JIEKapCTBEHHBIX NpenapaToB (MM YHIOJIHOMOYEHHBIX UMM APYTUX IOPUIMYECKHX JIUIL), KOTOPbIE
SIBJIAIOTCS B3aMo3aMeHsieMbIMHU. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1.5. Jlepxatens win Biajelel perucTpalMOHHOIO yAOCTOBEPEHMsI JIEKAPCTBEHHOIO IIperapara,
a TaKXC JCPKATCIMW UKW BJIaACIblbl PETUCTPALMOHHBIX y,Z[OCTOBepCHI/Iﬁ JICKapCTBCHHBIX
npemnaparoB (I/IJ'II/I YIOOJTHOMOYCHHBIC HMHU OPYTIUC HOPUIUYCCKHUEC J'II/IIIa), KOTOPBIC SABJIAIOTCSA
B3aMMO3aMEHseMbIMH, OO0s3aHbl MPEACTaBUTh B YIOJIHOMOYEHHBIM (enepanbHblii  oprax
HCIOJIHUTEIILHON BJIACTH 3asBJICHHS O BHECECHMM H3MCHCHMH B JOKYMCHTLBI, COACpIKAIIHUECA B
pETHCTPAlMOHHBIX JIOChE€ Ha  3aperUCTPUPOBAHHBIE  JIEKAPCTBEHHBIE IIpemaparbl I
MCIUIUHCKOI'O IIPUMCHCHUS, B OTHOLICHUH CBe)leHHﬁ, YKa3aHHbIX B HWHCTPYKIHU II0
MEAULUHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaTroB, B TEUEHUE COpOKa pabouyux JHEH co
IHS pa3MEIIEHUs YIOJHOMOYEHHBIM (eaepadbHbIM OpraHOM HCIOJHHUTENBHOW BIIACTH
uHpopmanuy, ykazaHHoM B uactu 1.4 Hacrosmed crarbu. JlaHHOoe TpeOoBaHME He
pacnpocCTpaHsaACTCs Ha Clly4Yad BHCCCHHUA B HHCTPYKOHUIO 110 MCIAWMIUHCKOMY HIPUMCHCHHIO
JICKAPCTBCHHOI'O IIpCIriapara W3MEHECHUM B OTHOIIEHWU HOBBLIX ITOKA3aHWU A IPUMCHCHU A
JIEKapCTBEHHOIO Ipernapara Ha OCHOBAaHUU PE3yJbTATOB COOTBETCTBYIOLIMX HCCIIEAOBAaHUH. (B
pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. DOkcnepTu3a JEKapCTBEHHBIX CPEICTB B YacCTH SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O
cpeactBa M (WIM) SKCIEPTU3bl OTHOIIEHHUS OXHMJIAEMOW IOJb3bl K BO3MOXHOMY PHUCKY
IIPUMEHEHUS JIEKAPCTBEHHOIO Mpernapara Jjisi MEJULIMHCKOIO IIPUMEHEHUs IPOBOJUTCS B Cllydae
BHECEHUSI W3MEHEHHMH B JOKYMEHTBI, COIEp)Kalluecs B PETUCTPAMOHHOM JOChE Ha
3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B oTHoleHuu: (B pen. denepaibHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

1) cBeneHuil, yka3aHHBIX B HHCTPYKIHMM IO MEIUIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOI'O
npemnapara: (B pen. PenepaibHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

a) JekapcTBeHHas ¢opMa C yKa3aHWEM HAMMEHOBAaHUM M KOJMYECTBEHHOTO COCTaBa
JNCHCTBYIOIUX BEIIECTB M KAa4eCTBEHHOTO COCTaBa BCIIOMOTAaTEIbHBIX BemecTB (Mpu
HEOOXOJMMOCTH KOJMUYECTBEHHOTO COCTaBa BCIIOMOTAaTeNIbHBIX BEIIeCTB); (B pen. denepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) ¢apmakoguHaMuka W (apMaKOKMHETHKa (32  HCKIIOUEHUEM  (PapMaKOKWHETHKHU
TOMEOTAaTHYECKUX JICKAPCTBEHHBIX IPENaparoB M PacCTUTENBHBIX JIEKAPCTBEHHBIX IPENapaToB);
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

B) IOKa3aHMsl s npuMeHeHus; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pen. ot

13.07.2015))




I') IPOTUBONOKA3aHUA JUlsl NpuMeHeHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3
(pen. ot 13.07.2015))

1) Mepbl IPEJOCTOPOKHOCTH NpU NpUMeHeHuy; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. or 13.07.2015))

€) yKa3aHHE BO3MOXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOIO Ipernapara Juis
MCIUIMHCKOI'O MNPHUMCHCHUS 6epeMeHHI:-IMI/I JKCHIIMHAaMH1, XCHUOIMHAMHKW B IMCPUOJ I'PYAHOIO
BCKapMJIMBaHUsS, JETbMH, B3pPOCIBIMH, MMEIOIIMMH XpOHUYECKHE 3aboineBaHus; (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

K) PEXHUM J03UPOBAHHUSA, CIOCOObI BBEIEHHS WU IPUMEHEHUs, NPU HEOOXOIUMOCTH BpeEMs
IpreMa JEeKapCTBEHHOI'O Mpenapara, MpoJOKUTEIbHOCTD JIEYEHUs, B TOM YHUCIIe y JeTeH 110 U
nocie ogHoro roaa; (B pen. @enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) BO3MOXHBIE TIOOOYHbIE JEHCTBUS U HEXKEJATeNbHbIE pPEAKIUU [pU [PUMEHEHUU
JIeKapCTBEHHOro mnpenapara; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pen. ot

13.07.2015))

M) CHMIITOMBI MEPEIO3UPOBKH, MEPhI IO OKA3aHUIO MOMOLIU IPU TEPEI03UPOBKe; (B peil.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

K) B3aUMOJENCTBUE C IPYTMMHU JIEKAPCTBEHHBIMHU IIpenapaTaMy U (WIK) MUILEBbIMU IPOIYKTaMU;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

1) (opmbl BBITTyCKa JIEKAPCTBEHHOTO Mpenapara; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pexn. ot 13.07.2015))

M) yKa3zaHue (pu HeoOXOJUMOCTH) O0COOEHHOCTEH NIEHCTBUS JIEKApCTBEHHOrO IIpernapara npu
IIEPBOM IpHUEMe WM IpU ero otmeHe; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-P3
(pen. ot 13.07.2015))

H) CBCACHHUA O BO3MOXHOM BJIMAHHUHK JICKAPCTBECHHOI'O IIpfliapara 4 MCIAUIUHCKOI'O
NPUMEHEHHUs] Ha CIOCOOHOCTh YNPABJISITh TPAHCIOPTHBIMHM CpPEACTBAMH, MEXaHU3MaMH; (B pex.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

0) CPOK FOIHOCTH ¥ YKa3aHUE Ha 3amlpeT NPUMEHEHHS JIEKAPCTBEHHOTO Mperapara 1o HCTeYeHU N
cpoka rogHocty; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

n) ycinoBusi xpaHeHus; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. or

13.07.2015))

p) ycinoBusa ornycka; (B pea. denepanmpHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2) cocraBa JISKapCTBEHHOIO Mpenapara Jyisi MeJUIIMHCKOro puMeHeHust; (B pen. denepaabHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) U3MeHeHUs MecTa MPOU3BO/ICTBA JIEKAPCTBEHHOTO Iperapara sl MEAUIUHCKOTO IPUMEHEHUS;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

4) wu3MeHEeHHMs T[IOKa3aTelied KayecTBa JIEKAPCTBEHHOIO IMpemapara Uil MEIUIIMHCKOTO
npuMeHeHus W (WIM) METOJOB KOHTPOJS KauecTBa JIEKAPCTBEHHOTO Ipemapara s



MEAULIMHCKOTO MpuMeHeHus; (B pen. denepaibHoro 3akoHa or 22.12.2014 N 429-03 (pen. or

13.07.2015))

5) U3MEHEeHHsI CpOKa FOAHOCTH JIEKAPCTBEHHOIO Tpenapara Juisi MEJAUIIUHCKOTO PUMEHEHUST; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

6) cBeneHUN 0 HEOOXOJUMOCTH BHECEHUS MHBIX U3MEHEHUH B MHCTPYKIHIO MO0 MEAULIUHCKOMY
NIPUMEHEHUIO JIEKAPCTBEHHOI0 IMpenapara, a TakKe B HHbIE JIOKYMEHTBI, coJeprKaliuecs B
PErMCTPALIMOHHOM JOChE€ Ha 3apEerUCTPUPOBAHHBIN JIEKapCTBEHHBIM Ipenapar. Ilpu stom
pellieHue O MPOBEIEHUM 3KCIIEPTHU3bl KaueCTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) HKCIEPTHU3BI
OTHOILIEHUS 0XKHUIAEMOM MOJIb3bl K BO3MOXXKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOr 0 Ipernapara
JUIs  MEAMLMHCKOIO IPUMEHEHUs [PUHHUMAETCsT B COOTBETCTBUUM C  YTBEPXKJICHHOMU
YIOJIHOMOYEHHBIM  (efiepalbHbIM OpPraHOM MCIIOJIHUTEIBHOM BJIACTH  Kjaccupukanumein
W3MEHEHUH, BHOCHUMBIX B JIOKYMEHTBI, COJEpXKalluecs B PpErucTpallMoOHHOM JOCh€ Ha
3aperucTPUPOBAHHBIN JIEKapCTBEHHBIN npemnapar. (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N
429-93 (pen. ot 13.07.2015))

3. 3asgBuTeNb BIIpaBe MNPEJCTABUTh IO COOCTBEHHOM WHHUIMATHBE BMECTE C 3asBICHUEM O
BHECEHUU W3MEHEHUH B JIOKYMEHTBI, COAEpXKallMecs B PEruCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipernapar Ui MEIUIMHCKOTO IPUMEHEHUs, KOIUU
JOKyMEHTOB, IMOATBEP)KIAIOIIMX YIIJIaTy FOCYAapCTBEHHOMN MOLUUIMHBI 32 BHECEHUE B JIOKYMEHTHI,
COJEpIKalUecs B PErMCTPALIMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKapCTBEHHBIN MTpenapar
VIS MEQUIMHCKOTO TPUMEHEHMs, W3MEHEHUH, TpeOyroIuX MPOBEACHUS 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B YacTU SKCIEPTH3bl KayecTBa JIEKAPCTBEHHOI'O CpeACcTBa U (WIIM)
SKCIEpPTH3bl  OTHOLICHUS OXHUIAEMOH TOJb3bl K BO3MOXXHOMY pHCKY IPUMEHEHUs
JIEKapCTBEHHOr'0 IIpernapara JUuisi MEAMLMHCKOIO IIPUMEHEHUs, NOCyJapCTBEHHON IMOLUIMHBI 3a
BHECEHHUE B JIOKYMEHTBI, COJEpPKALUECS B PETUCTPALMOHHOM J0ChE HA 3apErUCTPUPOBAHHBIN
JICKapCTBEHHBIH TIpernapar Ajds MEIULUHCKOIO NIPUMEHEHUs, H3MEHEHMH, He TpeOyIolmx
IIPOBEJCHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA, a TAKXKE BbIJaBaeMble (IIPEIOCTABIISEMBIEC)
YIOJIHOMOYEHHBIMU (pe/iepaibHbIMU OpraHaMH UCIOJHUTEIbHOM BIACTH JOKYMEHTHI (CBEACHHUS),
ykazaHHble B uyactax 1.1 u 1.2 Hacrosmei crarbun. B cioyuae uX HempencTaBieHHUS
YIOJIHOMOYEHHBIM (elepaibHblii OpraH HCIOJIHUTEIbHOM BIACTH 3alpalllBaeT YyKa3aHHbIE
TOKYMEHTHI (CBEIEHHS) B TIOPSIKE MEXKBEJOMCTBEHHOTO HH(OPMALIMOHHOTO B3aUMO/IeHCTBUS. (B
pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B Tedenue necsATH pabouux JHEH CO JHS MOCTYIUIEHUS YKa3aHHOIO B yacTU | Hacrosiein
CTaThW 3asBICHUS W HEOOXOJMMBIX JOKyMEHTOB YIOJIHOMOYEHHBIH (enepanbHbIil opraxn
HCIIOJIHUTEIIbHOM BJIACTH:

1) mnpoBoAMT TPOBEPKY IOJHOTBI W JOCTOBEPHOCTH CBEAEHUM, coJepXkalluxcsi B
NIPEACTABICHHBIX 3asiBUTEIIEM MaTepuanax;

2) TMNpUHUMAET pEIIeHHEe O TPOBEACHUM YKAa3aHHBIX B YacTHM 2 HACTOALIEH CTaThbu
COOTBETCTBYIOIINX SKCIIEPTU3 JIEKAPCTBEHHOI'O CPEACTBA MJIK 00 OTKa3e B UX MPOBEACHHY;

3) yBenOMIISIET B AMEKTPOHHOM MM MUCHMEHHON (hOpMe 3asIBUTENSI O MIPUHATOM PEIICHUH UIU B
cillyyae TPHHATUS pemieHuss o0 OTKa3e B TPOBEAECHHH COOTBETCTBYIOIIEH OJKCIEPTH3BI C
yKa3zaHHEeM MPUYMH TAKOro OTKa3a. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen.

or 13.07.2015))




4.1. B ciyuyae BbISBIECHUS HEJOCTOBEPHOCTH CBEICHHUH, COIEP)KAIMXCS B IMPEACTABICHHBIX
3asBUTEJIEM MaTepuaiax, YIOJIHOMOYEHHBIN ¢enepanbHblii OpraH HMCIOJHUTEIBHOW BJIACTH
HaIpaBJIgeT 3asABUTENIO 3amMpoc 00 YTOUHEHMM YKa3aHHBIX CBeIAeHHU. J[aHHBIN 3ampoc MOXeT
OBITh TEepe/laH YIOJTHOMOUYEHHOMY IMPEICTABUTEIIO 3asiBUTENS JIMYHO IO/ PACcHCKY, HampaBieH
IO TMOYTE 3aKa3HbIM NMMCHMOM MJIM TIEpPENlaH B AJIEKTPOHHOU (opMe MO TeICKOMMYHUKAIIMOHHBIM
KaHaiaMm cBsi3u. B ciydae HampaBieHHsl JAHHOTO 3alpoca IO IOYTE 3aKa3HbIM MHUCbMOM OH
CUMUTAETCSI MOJYYSHHBIM 10 UCTEYEHUH IIECTU JHEW C aThl HapaBIeHUs 3aKa3HOro MUChMa. (B
pen. @eaepanbHoro 3akona ot 25.11.2013 N 317-P3)

4.2. 3asBuTeNnb 0053aH MPEACTAaBUTH OTBET Ha 3alpOC YHOJIHOMOYEHHOTO (eepalbHOro OpraHa
HCIHOJIHUTEIbHOW BIIACTH B CPOK, HE IPEBBINIAIONIMN JEBIHOCTAa pabouumx JHEH co JHS
nojilyyeHus: JAaHHoro 3ampoca. Cpok, YyKa3aHHbII B 4YacTu 4 HacTosIIed CTaTby,
IPUOCTAHABIMBAETCA CO [JHSA  HAaNpaBICHMA  3asBUTENIO  3alpoca  YIOJIHOMOYEHHOIO
(denepanbHOr0 OpraHa MCIOJHUTEIBHOM BIACTH 1O JHS IONY4YEHHs UM OTBETa Ha JaHHBIN
3aIpoC U HE YYUTHIBAETCS IPU UCUUCICHUU CPOKA IPUHATHUS PELICHNS O BHECEHUHN U3MEHEHUN B
JOKyMEHTBI,  COJepXKalllMecss B  PErucTpPallMOHHOM  JIOCh€ Ha  3aperucTpUpPOBAaHHBIN
JIEKapCTBEHHBIH Ipernapar JUisi MEAMLMHCKOro npumeHeHus. (B pea. dexepanbHoOro 3akoHa ot
25.11.2013 N 317-®3)

5. OcHOBaHHEM /ISl OTKa3a B IPOBEIECHUHU YKA3aHHBIX B 4aCTU 2 HACTOSIEH CTaTbU HKCIEPTU3
SABJIACTCS MPEACTABICHUC JOKYMCHTOB, IICPCUYHUCICHHBIX B YaCTAX 1u3 H&CTOSIHICI?I CTaTrbu, B
HEIOJIHOM 00beMe, HEMpEeACTaBICHUE 3asBUTENIEM B YCTaHOBJICHHBIA CPOK OTBETA HA YKa3aHHBIM
B yactu 4.1 Hacrosmed craTthd 3ampoc  YHNOJHOMOYEHHOTrO (QeaepaibHOro OpraHa
HUCIOTHUTEILHON BJIaCTH, a4 TAKKEC OTCYTCTBHC B NPCACTABIICHHBIX AOKYMCHTAX JOCTATOYHBLIX
CBEJICHUM, MOATBEPKIAIOIINX HEOOXOIMMOCTh BHECEHUS W3MEHEHWH, WIH OTCYTCTBHUE
uH(popMaIy, NOATBEPKAAIOIIeH (PakT yraarel TOCY1apCTBEHHBIX IOLUIMH, YKa3aHHBIX B 4acTU
3 nactosiielt crathu. (B pen. denepanbubix 3akoHOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N
429-93 (pen. ot 13.07.2015))

6. YkazaHHbIE B YaCTH 2 HACTOSIIEH CTaThU 3KCIIEPTU3bI IPOBOIATCS B MOPSIJIKE, YCTAHOBIEHHOM
crarbeil 23 HacTosiero deaepaabHOTO 3aKOHA.

7. B cpok, HEe MPEBBIIAIONIUN eCATH paboYuX AHEH CO JHS MOJYYECHUsS 3aKIIOYEHUNH KOMHUCCHI
JKCIIEPTOB 10 pe3ylbTaTaM YKa3aHHbIX B 4YacTH 2 HAacTOALIEH CTaTbU 3KCIEPTHU3,
YIOJIHOMOYEHHBIN (efepanabHblii OpraH UCIOJIHUTENbHOM BiacTH: (B pea. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

1) mnpuHMMaer pelieHHEe O BHECEHMM W3MEHEHMl B JOKYMEHTHI, COAepXammecs B
PErMCTPAalIMOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  Ipemnapar  ajs
MEJUITUHCKOTO MMPUMEHEHUSI, WIIM 00 OTKa3€ BO BHECEHUH TaKUX U3MEHEHUH;

2) BHOCUT B TOCYJapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEICTB HA OCHOBAHUU DPELICHUS O
BHECEHUU W3MEHEHUH B JIOKYMEHTBI, COAEpXKAIlMeCs B PErMCTPALMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  Ipemapar  Uid  MEIULUHCKOIO  IPUMEHEHHS,
HE0OXO0AMMbIE U3MEHEHHUS U BO3BPALIAET UX 3asIBUTEIIIO.

3) BBLAAET 3asBHUTENI0O HOBOE PETHUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Ipernapara B
clyyae HW3MEHEHHUS CBEICHMH, coiepykammxcs B HeMm. (B pen. PenmepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))




8. OcHoBaHMEM /I OTKa3a BO BHECEHUHM H3MEHEHMM B JIOKYMEHTBI, COJepiKaliuecs B
pPETUCTPAllMOHHOM  JI0Ch€ HA  3aperuCTPUPOBAaHHBIM  JIEKAPCTBEHHBIM  Ipemapar s
MEIUIIMHCKOTO TPUMEHEHUs, SBISETCS 3aKII0YCHUE YIMOJTHOMOUYEHHOro (hefepaabHOro opraHa
HCIOJHUTEIbHON BJIACTU O BO3MOYKHOCTHU CHUXKEHHUs 0€30MaCHOCTH, KauecTBa, 3(pPeKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA B CIy4yae BHECEHUS TAKUX U3MEHEHHH.

9. Homyckaercs oOpallleHUe JIeKapCTBEHHBIX IMPEnaparoB A MEIULMHCKOTO NMPUMEHEHUs 10
HCTEYEHMsI CpOKa NOJHOCTH, NPOU3BEIACHHBIX B TEUCHHE CTa BOCBMMJECATU JHEH IMOCIE JaThl
NPUHATHUSA YIOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM HCIOJIHUTENbHOM BJIACTH PELIEHUs O
BHECEHUU U3MEHEHMM B JIOKyMEHTBI, COIEp)KallUMecs B PErUCTPALMOHHOM JIOChE, B
COOTBETCTBMU C HMH(OpMaluel, coaepxalieicss B JTOKYMEHTaX pPEruCTPalMOHHOIO J0ChE Ha
JIEKapCTBEHHBIN ITpenapar 0 JaThl IPUHATHUS Takoro pemeHus. (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

B nopaoke, ycmanognennom cmamoeit 30 oepacamenu unu 61a0enbubl pecucmpayuoHHbIX
y0ocmoeepenuil 1eKapCcmeeHHbIX RPEnapamos Mo2ym nooams 3an61eHus 06 onpeoenrenuu
63AUMO3AMEHAEMOCU 1EKAPCHEEHHBIX RPENApanmog 011 MeOUYUHCKO20 NPUMEHEHUS 00
31.12.2016 (nynkm 2 cmamou 3 @edepanvnozo 3akona om 22.12.2014 N 429-D3 (peo. om
13.07.2015))

Crarba 31. BHeceHue H3MeHeHH B HAOKYMCHTBI, COACPKAIIINECS B
PEruCcrpanuOHHOM 10CHE Ha 3apel"l/ICTpI/Ip0BaHHblﬁ JIEKapCTBeHHBIﬁ
npenapart aJist BETCPUHAPHOI0 IPUMCECHCHU A

1. B uenax BHeCEHHsS] U3MEHEHUHN B JIOKYMEHTHI, COJIEPKAIIUECS] B PETUCTPALIMOHHOM JI0ChE Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar Uil BETEPHHAPHOTO MPUMEHEHHUS, JEPKaTeib
WIM  BJAJeNel] PErUCTPAMOHHOTO  YIOCTOBEPEHHUs JICKAPCTBEHHOrO Iperapara  HiIu
YIIOJIJHOMOYEHHOE MM JIPYro€ HOpUIMYECKOe JIMIO (Jajiee B HACTOSIICH CTarbe - 3asBHTEIIb)
MPEJCTABIISET B YIOJTHOMOYCHHBIN (eepaibHblli OpraH UCTIOJIHUTEIBHON BJIACTH 3asBICHHE O
BHECCHHWU TaKWX HM3MEHCHHMH 1O (opMe, yCTaHOBIECHHOW YIOJIHOMOYEHHBIM (heaepabHbIM
OpPTraHOM HCIIOJIHUTEIILHOM BJIACTH, U MIPUJIaraeMble K HEMY U3MCHCHHUS B YKa3aHHBIC JJOKYMEHTHI,
a TaKkKe JIOKYMCHTBI, MOATBEPXKIAIONIMEe HEOOXOAMMOCTh BHECEHHUSI TakuxX H3MeHeHuil. [Ipu
HEOOXOMMOCTH BHECEHHSI M3MEHEHHH B JOKYMEHTBI, COJIEPKAIINECs B PETHCTPALIMOHHOM JIOChE
Ha 3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIHN Mpenapar JUisl BETEPUHAPHOTO IPUMEHEHHS, B CITydasx
W3MEHEHUs1 U (WIM) JIOTIOJIHEHUs] TPOU3BOJICTBEHHON IUIOIIAIKK JICKAPCTBEHHOTO CPEICTBA, a
TaKKe M3MCHCHUS IIOKa3aTelieldl KadyecTBa JIEKaPCTBEHHOrO TIpernapara Jyisi BETEPUHAPHOTO
NpUMEHEHUsT W (WIM) METONOB KOHTPOJIS KadecTBa JICKAPCTBEHHOI'O TMperapara s
BETEPUHAPHOIO MPUMEHCHHUS 3asBUTENb JOMOTHUTEIBHO NPEACTABISCT B YIOJHOMOYEHHBIN
(denepanbHBI OpraH MCIOJHUTENBHOM BIACTH CIEAYIOIIUE TOKYMEHTHI (CBelneHus): (B pell.
®denepanbHbix 3ak0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1) cBenmeHust 0 Aare MPEIOCTABICHUSI M PETUCTPALIMIOHHOM HOMEpE JIMIIEH3UH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB, NPENOCTABICHHON IIPOU3BOIUTENIO JIEKAPCTBEHHOIO IIpernapara Jyis
BETEPUHAPHOIO MPUMEHEHUS, ISl POCCUMCKUX Mpou3BoauTenei; (B pen. deaepaibHbIX 3aKOHOB
or 04.06.2018 N 140-P3, or 27.12.2019 N 478-D3)

2) CBCACHUA O HaT€ MPEAOCTABJIICHHUA U PCTUCTPALIUMOHHOM HOMECPE JIMICH3UKU HA IMPOU3BOACTBO



JICKApPCTBEHHBIX CPEJCTB, MPEAOCTABICHHOMN MPOU3BOAUTENIO (apMaileBTUYECKO CyOCTaHIIUH,
BXO/AIICH B COCTaB JICKAPCTBEHHOIO IIperapara s BETCPUHAPHOIO TNPUMEHCHHS, IS
poccuiickux mpousBoauteneit; (B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot
27.12.2019 N 478-®3)

3) komMsi JOKYMEHTA, BBIJIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS s
KOKJIOW MPOM3BOJICTBEHHON IUIOIIAJKK JIEKAPCTBEHHOIO TIpenapara JJjii BETEPUHAPHOrO
NPUMEHEHUS U TMOATBEPKIAIOMIEr0 COOTBETCTBHE MPOU3BOAUTENS JIEKAPCTBEHHOrO Ipernapara
TpeOOBaHUAM IpaBWJI HajyleXKallleld NMPOU3BOACTBEHHOW NPAKTUKU, U €ro IEepeBOJl Ha PYCCKUH
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJIEHHOM IMOPSJKE, a TAKXKE KOMNMS 3aKIIIOUEHHS] O COOTBETCTBUU
MIPOU3BOJIUTEIIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABUII HAJUISKAIIEH TPOU3BOJICTBEHHOM
MPaKTUKH, BBIJIAHHOTO YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJHUTEILHON BIACTH IS
KOKJIOW MPOM3BOJICTBEHHON IUIOIIAJKU JIEKAPCTBEHHOI'O TIpenapara JJjii BETEPUHAPHOrO
MPUMEHEHHUs, JUOO0 KOMHS pelIeHUus O TMPOBEACHUM WHCIEKTUPOBAHUS MPOU3BOIUTEIS
JIEKAPCTBEHHBIX  CPEACTB,  MPUHATOTO  YIOJHOMOYEHHBIM  (peepalibHbIM ~ OpraHoM
WCTOJIHUTENBPHOM BJIACTH JJIsl KaXKJIOM TNPOU3BOACTBEHHOM IUIOMIAAKU JIEKAPCTBEHHOI'O
npernapara Jijisi BET€pUHAPHOTIO MPUMEHEHUS. YKa3aHHbIE JOKYMEHTHI IIPEJICTABIISIFOTCA B CIIyYae,
€Clli  TPOU3BOJACTBO  JIEKAPCTBEHHOrO  IMpenapara JJisi  BETEPUHAPHOIO  MPUMEHEHUS
ocyuiecTBisieTcss 3a mpeaenamu Poccuiickoit denepaunn; (B pen. denepanbHOro 3akoHa OT
04.06.2018 N 140-93)

4) KOoImusg JOKYMCHTA, BbIJAHHOI'O YIIOJIHOMOYCHHBIM OpPraHoM CTpaHbl MIPOU3BOJUTCIIA
(dapmaleBTHUECKO  CcyOCTaHIIMM W TOATBEPXKIAIOIIETO0  COOTBETCTBUE  IMPOM3BOIUTENS
(dapMmaneBTHUECKOH CyOCTaHLMM, BXOJMIIEH B COCTaB JIEKAPCTBEHHOI'O Ipernapara ajis
BETEPUHAPHOI0 IPUMEHEHUS, TPEOOBAaHUSAM MPaBUI HaJIeXKAaIlel MPOU3BOJICTBEHHON MPaKTUKH,
U ero NepeBoJl Ha PYCCKUM S3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM IIOpsAJKE, B CiIydae, €Clu
IIPOU3BOACTBO (hapMaleBTUUECKONH CyOCTaHIIMM OCYLIECTBIIsIETCS 3a Ipenenamu Poccuiickoit
®enepanuu. (B pea. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciayyae usmeHeHus U (WJIK) TOTIOJTHEHUS] MPOU3BOACTBEHHOM IJIOMIAAKHU JIEKAPCTBEHHOTO
CpEICTBa IOKYMEHTHI, YKa3aHHbIC B 4aCcTU | HACTOSIIIEN CTaThH, IPEACTABISAIOTCS 3asBUTENIEM B
OTHOIICHUH U3MEHSIeMON U (WJIM) JOMOIHIEMOM MPOU3BOJACTBEHHON IUIOMIAIKU JIEKAPCTBEHHOT O
cpencrea. PenlieHre 0 BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJIEpKAIIUECS B PErUCTPALMOHHOM
JIOChE€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Mpernapar Ajsi BETEPUHAPHOIO NMPUMEHEHMUS,
WM 00 OTKa3e B MX BHECEHUU MPUHUMAETCA B CIy4yae HEOOXOIMMOCTH MPOBEACHUS SKCIIEPTU3BI
JIEKAPCTBEHHOTO CPENICTBA B CPOK, HE MPEBBIMIAIONINNA JAEBIHOCTa padOUMX JHEH, a B OCTAIbHBIX
Clly4asix B CpOK, HE TMPEBBIIAIOIUNA TpUAUATH pabouux MAHEHM CcOo JHS MNPUHATHS
YIOJTHOMOYEHHBIM (DefiepaabHbIM OpraHOM MCIIOJIHUTENIbHON BJIACTH 3asBJICHUS O BHECEHUU
Takux u3mMeHeHui. (B pea. denepanpHoro 3akoHa or 04.06.2018 N 140-D3)

1.2. B cnyuyae peopraHusanuu Aepkaress WIM BlaJieliblia PErUCTPALMOHHOTO yJOCTOBEPEHUS
JIEKapCTBEHHOTO  Mpermapara JJis BETEPUHAPHOTO TMPUMEHEHHs, pa3padoTyuka  WIH
MPOU3BOJIUTENS JIEKAPCTBEHHOI'O Tpernapara AJisi BETEPUHAPHOIO IMPUMEHEHHS B 3asBICHUU O
BHECEHUM W3MEHEHUNW B JOKYMEHTHI, COJEp)Kallhecss B PErUCTPAllMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  MpemapaTr g  BETEPUHAPHOrO  MPUMEHEHUS,
YKa3bIBaIOTCS JJAHHbIE JIOKYMEHTA, MOATBEPKAAIOIIEr0 BHECEHME COOTBETCTBYIOIIMX U3MEHEHU N
B Enmunblii  rocymapCTBEeHHBIM — peecTp  IOpUAMYECKHX  JuIll (I OpraHU3alui,
3aperucTPUpPOBaHHBIX Ha Tepputopun Poccuiickoit dDenepanuu), WIM HHOTO JOKYMEHTA,



MOJTBEP/KJAIOIIET0  PEOPraHU3alMIi0  OPUAMYECKOro  Juma  (uis  opraHu3anuii, He
3aperucTPUpPOBAaHHBIX Ha Tepputopun Poccuiickoit ®epepainun). 3asBieHUE O BHECEHUU
U3MEHEHUH B JIOKyMEHTBI, COACPKALIUECSA B PETUCTPALMOHHOM JI0ChE HA 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpernapar JUisi BETEPUHAPHOIO IPUMEHEHUS, U IIPUIaracMble K HEMY JOKYMEHTBI
MIPEAICTABIISAIOTCS B YIIOJTHOMOUCHHBIH (pefepaabHblii OpraH HCIIOTHUTENLHON BIACTH HE TIO3JHEE
YeM uyepe3 TPUILATh pabouyuX JAHEW CO JHS BHECEHHS! COOTBETCTBYIOIIMX U3MeHeHHH B Eaunbiii
TOCY/IapCTBEHHbIN peecTp MOPUAMYECKUX JHUI[ (U1 OpraHu3aluii, 3aperucTpUpOBaHHBIX Ha
tepputopun Poccuiickoit deaepanun) mim co IHS NPUHATHS COOTBETCTBYIOLIETO JOKYMEHTA,
MOJTBEP/KIAIOIIET0  PEOPraHu3alMi0  OPUIMYECKOro  Juma  (uis  opraHu3anuii, He
3aperucTPUpPOBAaHHBIX Ha TeppuTopun Poccuiickoit ®Peneparuu). B ciyyae peopranuzanuu
JeprKaTellsl WIN BIIAJeIblia PErHCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara Ajs
BETEPUHAPHOI0 IIPUMEHEHUS 3as1BJICHUE O BHECEHUN U3MEHEHMM B JIOKYMEHTBI, COACPIKAIUECS B
PETMCTPALIMOHHOM  J10Cb€ Ha  3aperuCTPUpPOBAHHBIA  JIEKAPCTBEHHBIM  IIpemapar  uisd
BETEPUHAPHOI0 IIPUMEHEHUS, [I0JAETCS IOPUINYECKUM JIULIOM, KOTOPOMY B XOZI€ pEOpraHUu3aluu
NepeAaHo NPaBO BIAJAEHUS TAaKUM PErHCTPALlMOHHBIM yaocToBepeHueM. (B pen. denepanbHoro
3axoHa 0T 02.08.2019 N 297-®3)

2. B ciyuae BHeceHUsI U3MEHEHUH B JJOKYMEHTBI, COAEPKALIUECS B PETUCTPALUOHHOM JI0ChE Ha
3apEruCTPUPOBAHHBIN  JIEKAPCTBEHHBIM IMpenapar Juisi BETEPUHAPHOIO IPUMEHEHHs, B

OTHOIIIEHUH CBEIEHUM, yKa3aHHbIX B nmoAmyHkrax "e", "x", "k", "n", "u", "c", "x" nynkra 7 yactu

3 crareu 17 mHacrosmero ®enepadbHOr0 3aKoHa, H3MEHEHUS U (WIM) JIOTOJHEHUS
IIPOM3BO/ICTBEHHON IUIOIIAJKA JIEKAPCTBEHHOI'O CpEJICTBA, a TakKXKe B ClIydyae M3MEHEHUs
NoKa3aTesael KayecTBa JIGKAPCTBEHHOI'O IIpernapara Juls BETEpUHAPHOTO NMPUMEHEHus U (WIH)
METO/IOB KOHTPOJISI KayecTBa JIEKAPCTBEHHOI'O IIpenapara Ajas BETEPUHAPHOIO IMPUMEHEHUs
IIPOBOJIUTCS 3KCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA JUIsl BETEPUHAPHOIO MpUMEHeHus. B ciyuae
HEOOXOAMMOCTH BHECEHUS MHBIX U3MEHEHUH B IOKYMEHTBI, COJepKaIlUecs B perucTpaliiOHHOM
JI0Cb€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Ajds BETEPUHAPHOIO NPUMEHEHMS,
9KCIEepTH3a JIEKAPCTBEHHOI'O CPEJCTBA JJIsl BETEPUHAPHOTO MPUMEHEHUS HE IPOBOAUTCS. (B pell.

denepanbHbIX 3aKOHOB OT 22.10.2014 N 313-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. 3asgBuTeNb BIIpaBe MNPEJCTABUTh IO COOCTBEHHONM WHHUIMATHBE BMECTE C 3asBICHUEM O
BHECEHUU W3MEHEHUH B JIOKyMEHTBI, COAEpXKAalluecs B PEruCTPALMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar sl BETEPUHAPHOIO IIPUMEHEHUs, KOIUHU
JOKYMEHTOB, IIOATBEPKIAIOIIUX YIIIaTy FOCYIapCTBEHHOM MOLUIMHBI 33 BHECEHUE B JJOKYMEHTBHI,
CoJieprKaluecs B PErUCTPALIMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKapCTBEHHBIN MIpenapar
JUIs  BETEPUHApPHOIO IMPUMEHEHHUs, HU3MEHEHHH, TpeOyloIMuX MPOBEIEHUS SKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, WJIM HW3MEHEHUH, He TpeOyloluX MPOBENEHUS HKCIEPTU3BI
JIEKapCTBEHHOI'O CpeAcTBa. B ciyyae HEOOXOOMMOCTH M3MEHEHMs CBEJCHUM, COAEPIKAILIUXCS B
PErMCTPALIMOHHOM  YIOCTOBEPEHUH  JIEKAPCTBEHHOrO  IIpemapara Julsi  BETEPUHAPHOIO
NPUMEHEHUs, C 3asBJICHHEM, YKa3aHHbIM B 4YacTH | Hacroslled crarbu, 3asBUTENb BIIPaBE
IPEICTaBUTh 10 COOCTBEHHOM WHUIIMATUBE KOMMIO JIOKYMEHTA, IMOJATBEPKIAIOLIEro YIUIATy
rOCyJapCTBEHHON IOLUIMHBI 3a BbIJA4y PErMCTPALMOHHOIO YAOCTOBEPEHMS JIEKapCTBEHHOIO
npenapara. 3asBUTENb BIIPABE MPEIACTaBUTh 110 COOCTBEHHONM HWHMLIMATHBE CBEICHHUS O
JUIEH3UAX, yKa3aHHble B NMyHKTax | u 2 yactu | Hacrosmied craThbu, a TAakKe BblJIABacMble
YIOJIHOMOYEHHBIMU (pefiepaibHbIMU OpraHaM¥ UCIOJIHUTEIbHON BIACTU JOKYMEHTHI, yKa3aHHbIE
B nyHKTe 3 4dactu | Hactosumed crarbu. B ciayuyae HempencTaBieHMs yKa3aHHBIX JOKYMEHTOB
(cBeneHMil) yHNOJIHOMOYEHHBIM (QenepanbHbIi OpraH MCIOJHUTEILHOM BIIACTH 3alpallivBaeT



yKa3aHHbIE JOKYMEHTHI (CBEICHHS) B TMOPSAKE MEKBEIOMCTBEHHOIO HWH(OPMAIMOHHOTO
B3auMoiercTBusl. (B pen. DenepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B cpok, He NpeBbIIAIOIMINNA TeCATH pabounx JHEH co JHS MOCTYMJICHUS YKa3aHHOTO B 4acTH 1
HACTOSIILEH CTaTbU 3asBJICHUS U HEOOXOIUMBIX JIOKYMEHTOB, YIIOJHOMOYEHHBIN (enepanbHbIi
OpraH MCIOJHUTEJILHON BIaCTH:

1) mnpoBoAMT NPOBEPKYy IOJHOTBI W  JOCTOBEPHOCTH CBEAEHUH, coJepXkalluxcsi B
NIPEACTABICHHBIX 3asBUTEIIEM JOKYMEHTAX;

2) mnpuUHMMaeT peuleHHe O IMPOBEJCHUM OKCIEpPTH3bl JIEKAPCTBEHHOTO CpEACTBA IS
BETEPUHAPHOI0 IPUMEHEHMSI WM 00 OTKa3e B €€ NPOBEICHUHY;

3) yBeaomiieT B MUCbMEHHOM (hopMe 3asBUTENSI O MPUHATOM PEIIEHUH WIH B CIIy4ae MPUHATHS
pelieHusi 00 OTKa3e B MPOBEICHUM SKCIEPTU3bI JEKAPCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO
NIPUMEHEHUS C YKa3aHUEM IIPUYMH TAaKOI'o OTKa3a.

4.1. B caydae BBISIBICHHS HEIOCTOBEPHOCTH H (WJIM) HEJOCTAaTOYHOCTH CBEICHUHU,
COJIEpIKAIUXCS B MPEIACTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJIHOMOUYEHHBIN (enepanbHbIil
OpraH HCIOJTHUTEIBHON BJIACTH HANpPAaBIISIET 3asBUTEIIO 3alpoc 00 YTOYHEHUH YKa3aHHBIX
CBeICHMI. 3ampoc MOXET ObITh NepeaH YMOJTHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS MO
paclucKy, HalpaBJIeH IO IMOYTE 3aKa3HbIM IMHMCBMOM HWJIM TIEpelaH B AIEKTPOHHOW (opme Mo
TEJICKOMMYHUKAIlUOHHBIM KaHajlaM CBsi3u. B ciyuyae HampapieHus 3amnpoca o0 yTOUHEHHH
YKa3aHHBIX CBEJACHMM MO MOYTE 3aKa3HbIM MUCHMOM OH CUHMTAETCSl MOJYYEHHBIM MO WCTEYCHUU
HIecTH JHEH C JaTbl HalpaBleHUs 3aka3Horo nucbma. (B pen. dexepanbHOro 3akoHa OT
04.06.2018 N 140-93)

4.2. 3asBuTeNnb 0053aH MPEACTAaBUTH OTBET Ha 3alpOC YHOJIHOMOYEHHOTO (eepaTbHOro OpraHa
HCHOJIHUTEIbHOW BIIACTH B CPOK, HE IPEBBINIAIONIMN JAEBIHOCTAa pabouumx JHEH co JHS
noyiyueHus: JnaHHoro 3ampoca. Cpoku, ykasaHHble B 4YacTh 1.1 HacTosmed crarbu,
[IPUOCTAHABJIMBAIOTCA CO [JHS HANpPABJICHUs  3aABUTEIIO  3alpoca  YIOJIHOMOYEHHOIO
(enepaqbHOro OpraHa UCIOIHUTEIBHON BJIACTH 10 JAHS IONY4YEeHHUs OTBETAa Ha JAaHHBIN 3ampoc U
HE YYMTBIBAIOTCA IPU MCUYUCIICHHH CpPOKa IPHUHATHS PELIEHUS O BHECCHUMM W3MEHEHUH B
JOKYMEHTBI,  COIEpXKalllUeCsi B  PETUCTPALMOHHOM  JIOCb€ HAa  3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar A BETepUHAPHOIO NpuMeHeHus. (B pen. denepanabHOro 3akoHa OT
04.06.2018 N 140-D3)

5. OcHoBaHMEM [UId OTKa3a B IIPOBEJECHUHU DKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEACTBA IS
BETEPUHAPHOI0 NMPUMEHEHHUS SBIISIETCS NPEACTABICHUE JOKYMEHTOB, YKa3aHHbIX B yacTsax | u 3
HACTOSIILEH CTaTbu, B HENOJHOM OObEME WM OTCYTCTBME B IPEJICTABIEHHBIX JIOKYMEHTaXx
JOCTAaTOYHBIX CBEIEHUM, MNOATBEPKAAOLUIMX HEOOXOIUMOCTh BHECEHHUS H3MEHEHMH, JM0o
HEeNpPEeCTABICHUE 3asBUTEIEM B YCTAaHOBJEHHBIM CpPOK OTBETa Ha yKa3zaHHbIH B yactu 4.1
HACTOsAIIEH CTaTbU 3alpOC YHOIHOMOUYEHHOrO (henepaabHOIO0 OpraHa MCIOIHUTEIbHON BIIACTH.
(B pen. @enepanbHoro 3akoHa or 04.06.2018 N 140-D3)

6. DKcrepTU3a JEKapCTBEHHOIO CPEICTBA JJIsi BETEPUHAPHOIO MPUMEHEHUS B IICJISIX BHECCHHS
U3MEHEHUH B AOKYMCHTBI, COACPIKAIINUECA B PErUCTPAIMOHHOM JOCHEC HaA SapeFI/ICTpI/IpOBaHHblﬁ
HeKapCTBeHHbIﬁ npernapar mil BETCPUHAPHOTO IPHUMCHCHUS, OCYIICCTBIICTCA B IIOPAAKE,
YCTaHOBJICHHOM cTarbeii 24 HacTosiero denepanibHOro 3aKoHa.

6.1. B cpok, He mNpeBbIIIAOIUANA JecATH pabOYuX JHEH €O JHS TMONyYECHHs 3aKIIOYCHHS



KOMHMCCHM JKCIIEPTOB MO pe3yJibTaTaM yKa3aHHOW B YaCTH 2 HACTOAIIEH CTaThbU AKCIEPTHU3BI,
YIOJHOMOYEHHBIH (eiepalibHbIi  OpraH HCHOJHUTENbHONW BiacTu: (B pen. DemepanbHBIX
3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-93)

1) mnpuHMMaer pelieHHEe O BHECEHMM W3MEHEHMHl B JOKYMEHTHI, COAepXkammecs B
pPETUCTPAIlMOHHOM  JOCh€ Ha  3aperduCTPUPOBAHHBIM  JIGKAPCTBEHHBIH  Mpemapar  uis
BETEPUHAPHOIO IPUMEHEHUs, WM 00 OTKa3e BO BHECEHUM TaKuUX H3MEHEHui; (B pen.
®enepanbHoro 3akoHa or 22.10.2014 N 313-93)

2) BHOCUT B TOCYJapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU DPEUICHUS O
BHECEHHHM MW3MEHEHHMH B JIOKYMEHTBI, COJEp)Kallhecss B PETUCTPAIIMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIM  JICKAPCTBEHHBIM  IIpenapar Uil  BETEPUHAPHOIO  IPUMEHEHHS,
HEOOXOJMMbIe M3MEHEHHsS W BO3BpAIlaeT 3TH JOKYMEHTHI 3asBHUTEN0. (B pea. demepanbHOro
3akoHa 0T 22.10.2014 N 313-®3)

3) BBIOAET 3asBUTENIO HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpenapara Jjis
BETEPUHAPHOIO NMPUMECHEHHUS B CIy4yae HEOOXOJAMMOCTH U3MEHEHHSI CBEICHUM, COMEPIKAIINUXCS B
HEM, C COXpPaHCHHEM HOMEpa paHee BBIJIAHHOTO PETUCTPAIMOHHOIO  YJIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipernapara Juis BeTepUHapHOro npuMeHeHus. (B pen. deaepanbHoro 3akoHa ot
02.08.2019 N 297-®3)

6.2. B ciydae BHeceHUs U3MEHEHHUI B JOKYMEHTBI, COEpKAIIUECS B PETUCTPALIMOHHOM JTOChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar il BETEPUHAPHOIO NIPUMEHEHUS, B YacCTH,
Kacarolencss M3MEHEHHs U (WJIM) JTOTOJTHEHUS! MPOU3BOJICTBEHHOMN IUIOIIAKU JEKapCTBEHHOIO
npenapara, npH MpeACTaBICHUH 3asSBUTEIEM B COOTBETCTBUM C MYHKTOM 3 yacTu | Hacrosien
CTaTbUd KOIHUU PEUICHHS YIMOJTHOMOYEHHOro (pefepaibHOr0 OpraHa MCIIOJHUTEIBHON BIACTH O
MNPOBCACHHUU HHCICKTHPOBAHUA IMPOU3BOIUTCIIAA JICKAPCTBCHHBIX CPCIACTB CPOK, yKaSaHHBIﬁ B
gacty 6.1 HﬂCTOHHICfI CTarby, NPHUOCTAHABJIIMBACTCA CO AHA MOJYUYCHHS 3aKJIIOUCHUS KOMUCCHU
OKCIICPTOB 10 MAHA HOPUHATUA YIOJIHOMOYCHHBIM q)e)lepaanmM OopraHomMm HWCIOJHUTEILHON
BJIaCTU PpCHICHUA O BbLAAYC WU 00 oOTKase B BbIAAQ4Y€ 3aKJIHOUYCHHSA O COOTBECTCTBHU
MMPOU3BOAUTEIIA JICKAPCTBCHHBIX CPEICTB Tpe6OBaHI/IHM IIpaBuJI HaI[J'IC)KaIHCf/i HpOPISBOI[CTBGHHOfI
MpaKTUKU, HO HE Oojiee YeM Ha CTO BOCEMbJAECIT pabounx aHeil. (B pen. denepanbHOro 3akoHa
ot 04.06.2018 N 140-93)

7. OcHOBaHMEM [yl OTKa3a BO BHECEHMM W3MEHEHUH B JOKYMEHTHI, coOJeprKalluecs B
PETMCTPALIMOHHOM  J10Cb€ Ha  3apEruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  IIpemapar  uisd
BETEPUHAPHOIO IPUMEHEHHUs, B CllydasiX, He TpeOyIoUUX IPOBEICHUS 3KCIEPTU3bI
JIEKapCTBEHHOI'O CPEZCTBA, SIBJISETCS MPEACTABIECHUE JTOKYMEHTOB, YKa3aHHBIX B yacTiax 1 u 3
HACTOSIILEH CTaTbu, B HENOJHOM OObEME WM OTCYTCTBME B IPEICTABIEHHBIX JIOKYMEHTaXx
CBEJIEHUHM, KOTOpbIE JOJKHBI ObITh B HHUX OTPKEHBI, JIMOO HENpEICTABICHUE 3asBUTEIIEM B
YCTAaHOBJIEHHBIM CpOK OTBeTa Ha YyKa3aHHbIH B vacTu 4.1 Hacrosedl craTtbu 3ampoc
YIIOJTHOMOYEHHOI0 (pefiepaabHOro OpraHa MCHOJIHUTENbHOM BiacTu. (B pel. DenepaibHOro
3akoHa 0T 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM Al OTKa3a BO BHECEHHMM HM3MEHEHUN B JIOKYMEHTHI, coJieprKaliuecs B
PETMCTPALIMOHHOM  J10Cb€ Ha  3apEruCTPUpPOBAHHBIA  JIEKAPCTBEHHBIM  IIpemapar  uis
BETEPUHAPHOI'O IPUMEHEHUS, B CIIy4asiX, TPEOYIOIMX MTPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOIO
CPEACTBA, SBIISIETCA 3aKJIIOYEHHE YIOJIHOMOYEHHOrO (pefepaibHOro OpraHa HCIOJHUTEIbHON
BJIACTH O BO3MOXKHOCTH CHIDKEHHs O€30MacHOCTH, KayecTBa, Y(PEKTUBHOCTH JICKAPCTBEHHOTO



mperapara  BCJICACTBHE  BHECEHHS  HM3MCHCHMH B yKa3aHHbIE JIOKYMEHTBI,  OTKa3
YIOJIHOMOYEHHOr0 (peIepabHOTO0 OpraHa MCIOJHUTENBbHOM BJIAcTH B BbLJaue 3aKIIOUEHUS O
COOTBETCTBHU TPOU3BOAUTENS JICKAPCTBEHHBIX CPENCTB TPEeOOBAHMAM TMpaBUJl HaJUIeKaleh
MPOU3BOJICTBEHHOW TMPAKTUKU B Cllydae M3MEHEHWS W (WJIM) JOMOJHEHHUS MPOU3BOICTBEHHOU
IUTOLIAJIKA JIEKAPCTBEHHOI'0 Ipernapara, €clid IPOM3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara s
BETEPUHAPHOTO MPUMEHEHUSI OCYIIECTBIsieTCs 3a mnpenenamu Poccuiickoit denepaunu, unu
OTCYTCTBHUE ATOrO0 3aKitoueHus. (B pen. denepansuoro 3akona or 04.06.2018 N 140-D3)

8. Jlonyckaercst oOpalieHle JIeKapCTBEHHbIX IPEnaparToB Jjisi BETEPUHAPHOIO NMPUMEHEHHUS 110
HCTEUEHUs] CPOKa T'OJHOCTH, NMPOM3BEAECHHBIX B TEUEHHE CTAa BOCBMMJECATH THEH Iocie AaThl
NPUHATHUSA YIOJIHOMOYEHHBIM (hefiepalibHbIM OPraHOM HCIOJIHUTENbHOM BIIACTH PEIIEHUs O
BHECEHUHM M3MEHEHUH B JOKYMEHTBI, COIEp)KalllMecsi B PErUCTPAlMOHHOM JOCh€ Ha
JIEKapCTBEHHBINH Ipernapar, B COOTBETCTBUU C HMH(pOpMaluell, coaepalieiics B JOKyMEHTax
PETrUCTPaLMOHHOIO JIOChE Ha JIEKApCTBEHHBIN Mpenapar 0 AaThl NPUHATUS TAKOro pelieHus. (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

Crarbs 32. OTMeHa rocyIapCcTBEeHHON perucTpanumn
JIEKAPCTBEHHOI0 Mpenapara

Penienne 06 oTMeHe rocynapcTBEHHOM PErucTpaliiy JIEKAPCTBEHHOTO Mpenapara U UCKJIIOUEHU U
JIEKapCTBEHHOI0  Ipernapara M3 TIOCyJapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX  CPENCTB
IIPUHUMACTCS YIIOTHOMOUYEHHBIM (pe/iepaIbHbIM OPraHOM UCIIOIHUTEIBLHON BIACTH B CIIydae:

1) mpeacraBieHUS  COOTBETCTBYIOIIMM  YHOJHOMOYEHHBIM  (bemepanbHbIM  OpPraHom
UCTIOJIHUTEIBHOMN BIACTH 3aKJIIOUEHHs O PUCKE UM 00 Yrpo3€ 340pOBbIO, KHU3HH YEIOBEKA WU
KUBOTHOTO NP MPUMEHEHUH JICKapCTBEHHOI'O Mpenapara, MpeBbIIAMIMNX ero 3 (HeKTUBHOCTb,
10 Pe3yabTaTaM OCYILECTBIIIEMOI0O UM MOHUTOPUHIA O€3011aCHOCTH JIEKapCTBEHHOI'O IIpernapara;

2) mojmauu JAep>kKaresieM WIM BIJEbLIEM PEruCTPallMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOI'O
Ipernapara WiIM YINOJHOMOYEHHBIM UM JPYI'MM IOPHIMYECKHM JIUIIOM 3asBJICHHUS 00 OTMEHE
rOCy/IapCTBEHHOH PEerucTpaluy JIeKapCTBEHHOro Inpenaparta; (B pea. deaepabHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

3) HeMOATBEPKIACHUS TOCYAAPCTBEHHON PErucTpaluy JeKapCTBEHHOIO Mpenapara 1no MCTeUeHUu !
CpOKa JACMCTBUSI pETUCTPALIMOHHOIO YIOCTOBEPEHHS, BBIIAHHOTO HA IISTh JIET;

4) HempencraBileHUs 3asBUTENEM HHQOpMAIMM, KOTOpas MOXET IIOBJIeYb 3a COoOoM
HCO6XOIII/IMOCTI) BHECEHMS N3MEHEHUN B JAOKYMCHTBI, COACPIKAIIHUECA B PETUCTPALIMOHHOM JOChHE
Ha 3aperucTpUpOBaHHbIN JIEKAPCTBEHHBIN Mpenapat, B TeYeHUE TPUALATH pabouux AHEH co IHS
HACTYIUICHUS 3TUX I/I3MeHeHI/If/'I;

5) ocymiecTBIEHHUs TOCYAapCTBEHHON PErHCTpalyy JEKapCTBEHHOro Mpernapara Moj TOPrOBBIM
HAaMMCHOBAaHUEM 3apCTUCTPUPOBAHHOI'O  paHCE Iog 9STUM TOPIrOBbIM HAaMMCHOBaAHUEM
JIEKapCTBEHHOT'O Mpemnapara, OTIMYaIOIerocsi KaYeCTBEHHBIM COCTABOM JICWCTBYIOIINX BEIIECTB;
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

6) OCyILIECTBICHUS TIOCYIapCTBEHHOM pErucTpaldyd OJHOTO M TOIO >K€ JIEKApCTBEHHOI'O
npenapara B OTHOIIEHHH OJHOTO M TOTO K€ JAep)Karessh WIM BIajeliblia PEerucTparioOHHOro
YIAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara B BUAe ABYX U 0OoJiee JIEGKAPCTBEHHBIX IpernapaToB



10J1 PA3JINYHBIMU TOPrOBBIMU HauMeHOBaHUIMY; (B pell. DenepanbHoro 3akoHa ot 04.06.2018 N
140-®3)

7) BbIHECEHHMS CyIOM pEIIeHHs O HapylIeHWH T[paB IpaBooOiajgaresss OOBEKTOB
MHTEJIJIEKTyaJIbHOM COOCTBEHHOCTH NP 0OpallleHUH JIEKAPCTBEHHBIX CPEACTB.

8) oTCyTCTBHUS JIEKAPCTBEHHOTO IMpernapara B ooOpamienun B Poccuiickoli denepanuu B TeUECHUE
Tpex u Oonee jet; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

9) HeBBINOJHEHHUs Jep)KareleM WM  BIAAEIbLEM PErMCTPALMOHHOIO  yJOCTOBEPEHUS
JICKAPCTBCHHOI'O IIpfriapara 100 YHOOJIHOMOYCHHBIM HWMHU JPYI'UM HOPpUAWAYCCKUM JIMIIOM
MEpONpPUATUH O OOECIeYeHHI0 Oe30MacCHOCTH JIEKAPCTBEHHBIX IPENapaToB, YCTAHOBIEHHBIX
YIOJIHOMOYCHHBIM (I)e]:[epaJII)HI)IM OpraHom HCITOJIHUTEIIFHOM BJIACTH B COOTBETCTBUM C YaCTIMU
3 u 4 crarbu 64 HacTosero deaepaabHOTO 3aKOHA, B paMKax OCYIIECTBICHHS (papMakoHaI30pa;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

10) oTkasza nepskaress WM BiaJenblla PErMCTPALIMOHHOTIO YIOCTOBEPEHUS JIEKApCTBEHHOI'O
npenapara Ju00 yrmoJHOMOYEHHOTO HMH JIPyTOro I0pUIHYECKOT0 JIUIa OT BHECEHHUS U3MEHEHUN
B HHCTPYKLUHIO IO TPUMEHEHHIO JIEKAPCTBEHHOIrO TIperapara, KacaloUIMXcs HOBBIX
MOATBEP)KACHHBIX JAHHBIX O TOM, YTO PUCK NPHYMHEHHUS Bpena 3J0pPOBHIO HYEJOBEKa WIIH
’KHBOTHOT'O BCJIECTBHE IMpHUEMa JIEKapCTBEHHOrO Ipenapara mpeBblmaer 3()(EeKTUBHOCTh €ro
npuMmeHenus. (B pexn. @eaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2019))

Crarbs 33. I'ocynapcTBeHHbIH peecTp JeKAPCTBEHHBIX CPeICTB

1. TocymapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEACTB COAEPIKUT IIEPEYEHb JIEKAPCTBEHHBIX
IpenapaToB, MPOMIEANINX TOCYJAPCTBEHHYIO PETUCTpAIMIo, TepedeHb (hapMareBTHYECKHX
cyOcTaHIMH, BXOASAIIMX B COCTAB JIGKAPCTBEHHBIX MPEMapaToB, U CIEAYIONIYI0 HH)OPMALIHUIO:

1) B OTHOIIEHUU JIEKAPCTBEHHBIX MpENapaToB:

a) HAaMMEHOBAaHUE JIEKAPCTBEHHOrO Ipenapara (MEXIyHapoAHOE HEMAaTeHTOBaHHOE, WU
IpyNIHMPOBOYHOE, UM XMMHUECKOE U TOProBO€ HaMMEHOBaHUs); (B pea. DenepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

0) nexkapcTBeHHas (popMa ¢ yKazaHHEM JO3UPOBKH JIEKAPCTBEHHOTO Mpernapara U ero KoJu4ecTBa
B [IOTPEOUTENBCKOM YIIAaKOBKE;

B) HauWMEHOBaHUE JepKarels WM  BIaJelblla  PErucTPallMOHHOTO  YIOCTOBEPEHUS
JIEKQpCTBEHHOI'O0 IIpernapara M CBEIEHUS O perucTpaluu JAepikaress WIM BlaJelbla
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara Jyisi MEIUIIMHCKOTO PUMEHEHU ST
B KaY€CTBE HAJIOTOIUIATENIbIIMKA B CTpPAaHE PErUCTpaluu (sl POCCUMCKUX FOPUIUYECKUX JIHIL -
UIeHTU(UKAIUOHHBIN HoMep Hanororuiatensinuka (MHH), nns mHOCTpaHHBIX HOPUIWYECKUX
JUIl - CTpaHa PErucTpaluy, HAUMEHOBAHWE PETUCTPUPYIOIIETO OpraHa, PErHuCTPaIlMOHHBIN
HOMEp, KOJ HAJIOTOIUIaTEIbIINKA B CTPaHe pEerucTpanud (MHKOPIOpaluy) UM €ro aHajuor); (B
pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-P3)

F) HAaWMMCHOBAHUC UW aJpeC IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMpflapara W CBCACHUA O
perucTpaiui NpOUu3BOAUTCIIA JICKAPCTBCHHOI'O IIpCriapara A MCEIUIMWMHCKOTO IMPUMCHCHHUA B
KauC€CTBC HAJIOTOIIATCIIbIIMKA B CTPAaHC PErucCrpanuu ()1.]'[7[ pOCCHfICKPIX IOPUINYCCKUX JIML -



UIeHTU(UKAIUMOHHBIN HoMep Hanororuiatensinuka (MHH), nns mHOCTpaHHBIX HOPUIWYECKUX
JUIl - CTpaHa PErucTpalyy, HAaUMEHOBAaHWE PETUCTPUPYIOIIETO OpraHa, PErHuCTPaIMOHHBIN
HOMEp, KOJ HAJIOTOIUIATEIbIINKA B CTPaHE pEerucTpanuu (MHKOPIOpalMy) UM €ro aHajor); (B
pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1) (¢apMakoTepaneBTHUeCKas TIpyIa, KoJI JIEKApCTBEHHOro IIpernapara [0 aHaTOMO-
TEpareBTUYECKO-XUMHUUECKON KlacCU(UKAIlMM, PEeKOMEHJ0BaHHOW BcemupHoil opranuszaiueit
3npaBooxpaHenus; (B pen. deaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

€) MOKa3aHus U MPOTUBOMOKA3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpernapara;
) MOOOYHBIE IEHCTBUSI IEKAPCTBEHHOTO Mpenapara;

3) CPOK I'O/IHOCTH JIEKAPCTBEHHOI'O Ipenapara;

1) yCIIOBUS XpaHEHHUS JIEKapCTBEHHOIO Mpernapara;

K) YCJIOBMSI OTITYCKa JIEKAPCTBEHHOTO IIpenapara;

1) HoMmep (apMakonelHOW CTaTbl MM B Clyyae €€ OTCYTCTBUSI HOMEpP HOpPMAaTUBHOM
JOKyMEHTalUU JT100 HOPMATUBHOIO JOKYMEHTA;

M) JiaTa rOCyJapCTBEHHOW pPErvcTpaliy JEKapCTBEHHOIO Mpenapara M €ro perucTparrmoHHbINA
HOMEp, Jara 3aMeHbl PErMCTPAIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTro Ipenapara Ha
OeccpoyHOe PpEerucTpaloOHHOE YIOCTOBEpPEHHE JIEKapCTBEHHOTO IIperapara, Jara IOoAadu
3asiBJICHUS O MOJATBEPXKIACHUH TOCYIapCTBEHHOW PErUCTpalluy JICKApCTBEHHOTO Tpernapara, aara
OTMEHBI T'OCYIAapCTBEHHOM pETHCTpaluy JIEKapCTBEHHOro mpenapara; (B pen. demepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) Ka4eCTBEHHBIN COCTaB M KOJUYECTBEHHBIN COCTaB JICHCTBYIOIIMX BEUIECTB U Kaue€CTBEHHBIN
COCTaB BCIIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOTO Ipenapara; (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uHopmalus 000 Bcex pa3pelIeHHbIX BUAAX BTOPUYHOMN (MIOTPeOUTENbCKOI) yIAaKOBKH; (B Pel.
®enepanbHoro 3akoxa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) JaTa HOPUHATUS PEUIeHHs O BO3MOXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Iperapar mnpu
rOCyJapCTBEHHON perucrpauuyd B KadecTBE OpP(AHHOIO JIEKAPCTBEHHOIo Inpemnapara (s
JIEKapCTBEHHBIX IpenaparoB JJs MEAMLMHCKOrO NMpuMeHeHus); (B pen. denepaabHbIX 3aKOHOB
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 27.12.2019 N 475-D3)

p) HaJu4Me JIEKApCTBEHHOIO IperapaTa B MEpevyHe >KU3HEHHO HEOOXOOUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MPEmnaparoB (71 JIEKapCTBEHHBIX MPENapaToB Ul MEAUIIMHCKOTO TPUMEHEHUS);
(B pen. @enepanbHbIX 3aKoHOB OT 22.12.2014 N 429-®3 (pen. or 13.07.2015), or 27.12.2019 N
475-P3)

C) HaJIM4MeE B JIEKAPCTBEHHOM IIperapare HapKOTHUECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U UX
MPEKypcopoB, MOJyIeKalIMX KOHTposto B Poccuiickoii ®enepanuu, B COOTBETCTBUM C
3akoHonarenbeTBoM Poccuiickoit denepanyu, MeEXIyHapOAHbIMU Jorosopamu Poccuiickoin
®enepanun, B ToM uucie EnnHol KoHBeHIMEW o0 HapkoTudeckux cpexactBax 1961 roma u
KonBenumeit o mncuxorpomubix BemiectBax 1971 roma; (B pen. PemepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))




T) uHbOpMAIKMs O TOM, SBISETCS JIM JAHHBIA JICKAPCTBEHHBIM IMpemnapar pedepeHTHBIM
JIEKapCTBEHHBIM TpernaparoMm; (B pen. denepansHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

y) CBEIEHHUs O Mojaye 3asBICHUS O BHECEHHH HM3MEHEHUM B JOKYMEHTBI, COJEp Kalluecs B
PETUCTPAaLlMOHHOM JI0Ch€ Ha JIEKapCTBEHHbIN mnpemnapar; (B pen. PenepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

¢) noanyHKT yTpatui cuiy. (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

X) CPOK BBEICHUS JIGKAPCTBEHHOrO Ipernapara B rpaxaaHckuii 0060poT; (B pen. denepalibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B OTHOILIEHUU (apMaIeBTUUECKUX CyOCTaHIIUIMA:

a) HauMeHOBaHHE (apMalleBTHUYECKON CyOCTaHIMU (MEXIyHapOoJHOE HEMaTeHTOBaHHOE, WU
IrPYNIUPOBOYHOE, WIM XUMUYECKOE U TOProBoe HauMeHoBaHUs); (B pen. denepaibHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) HaMEeHOBaHME U aJ|pec MPOU3BOIUTENS (papMareBTHUECKON CyOCTaHIINMY;
B) CPOK FOJTHOCTH (papMalleBTUUECKON CyOCTaHIINM;
I') YCJIOBHS XpaHEeHUs (papMalleBTUUECKON CyOCTaHLIUU;

1) HoMep (apMakoneiiHOW cTaTbu WIM B CIydae €€ OTCYTCTBUS HOMEp HOPMaTHBHOMU
JOKyMEHTaLUU JI100 HOPMATUBHOTO IOKYMEHTA.

€) Hajnu4uue (papMaleBTHUECKON CyOCTaHIIUU B MIEPEYHE HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX
BEIIECTB M MX MPEKypCOpoB, NOAJIEKaluX KOHTpoiw B Pocculickoit @enepaiuu, B
COOTBETCTBHMH C 3aKOHOAATEIbCTBOM Poccuiickoii denepanuu, MeKIyHAPOIHBIMU JIOrOBOpaMU
Poccuiickoii @enepaunu, B ToM unciae EnuHoON KOHBEHLMEH O HapKOTHYECKHX cpeacTtBax 1961
roga u KonBeHuuen o ncuxorponHsix BemniectBax 1971 roxpa. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

2. ®apmaneBTHUeCcKas cyOCTaHIMS, IPOU3BEICHHAs Ui Peau3allii, MOKET ObITh BKIIIOUYEHA B
rOCY/IapCTBEHHBIN PeecTp JEKAPCTBEHHBIX CPEICTB Ha OCHOBAHUU 3asiBJIEHUS Pa3padOTUnKa WU
IIPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEACTBA JIMOO YIOJHOMOUYEHHOIO MMM IOPUIAMYECKOIO JIMLA
IIPU YCJIOBUHU IPOBEJCHUS B OTHOLUEHUM TAKOM (papMalleBTUUECKOM CYOCTaHLIMU 3KCIEPTU3bI
KadyecTBa (hapMalleBTUYECKON CyOCTaHIIMK B TMOPSAKE, YCTAHOBJICHHOM cTarbed 34 HACTOAIIErO
®enepanbHOro 3akoHa. B oTHowmeHuu QapmaneBTHYECKUX CyOCTaHLMM, MPOU3BENECHHBIX IS
peaiM3alnyy, B rOCyJapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEICTB COIAEPKUTCS CIeIyrolas
uHpopmanus: (B pen. PenepanpHoro 3axoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) HaumeHOBaHHE (apMaleBTUUYECKON CyOCTaHLUHU (MEXKIYHAapOAHOE HEMATeHTOBAHHOE, HWIIU
IpyNIMPOBOYHOE, UM XMMHUECKOE U TOProBO€ HaMMeHOBaHUs); (B pea. DenepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

2) HaMMEHOBAaHHE, aJpec MPOM3BOAMTENSA (apMalleBTUYECKOH CyOCTaHIMH, a TaKke B
OTHOILIEHUH JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO IPUMEHEHHS CBEIEHUSI O PETUCTPALIUU
NIPOU3BOAUTENS (PapMalleBTUUECKOW CyOCTAHIIMM B KaueCTBE HAJIOTOILJIATENIbIIMKA B CTpaHe
peructpauuu (11 POCCUMCKHUX IOPUAMYECKUX JIML - HACHTU(UKALUMOHHBI HOMEp



Hanoromiarensika (MHH), nis MHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa PEerucTpaluy,
HaVMEHOBAaHUE PETUCTPUPYIOLLEr0 OpraHa, perucTpalMoOHHbI HOMEpP, KOJ HaJIOTOILIATENbINNUKA
B CTpaHE pPErucTpaunuu (MHKOPHOpaluMu) WIK ero aHaior); (B pen. deaepanibHOro 3akoHa OT
28.12.2017 N 425-®3)

3) cpok ronHoCTH (hapMalleBTHUECKOi cyOcTanuu; (B pen. @enepaibHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

4) ycinoBusi xpaHeHus (apmareBTHUeCKord cyOctanuuu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

5) Homep (QapmakonelHol crarbu JIMOO B Cilydae €€ OTCYTCTBUS HOMEpP HOpPMaTHBHOMN
JOKyMEHTALUN WIK HOPMAaTUBHOIO JAOKyMeHTa; (B pen. dexepanbHoro 3akoHa or 22.12.2014 N
429-P3 (pen. or 13.07.2015))

6) HaMuKe GapmaleBTUYECKOM CyOCTaHIIUM B IIEpeYHEe HAPKOTUUYECKUX CPENICTB, IICUXOTPOIHBIX
BEIIECTB M MX MPEKypCOpoOB, NOAJIEKaluX KOHTpoiw B Pocculickoit @enepaiuu, B
COOTBETCTBHMH C 3aKOHOAATEIbCTBOM Poccuiickoii denepanuu, MeKIyHAPOIHBIMU JIOrOBOpaMU
Poccuiickoii ®enepauuu, B ToM uuciae EnuHON KOHBEHLMEH 0 HapKOTHYeCKUX cpeacTtBax 1961
roga u KonBeHuuen o ncuxorpomnHsix BeniectBax 1971 roga; (B pen. denepanbHOro 3akoHa ot
22.12.2014 N 429-®3 (pen. or 13.07.2015))

7) nmara BKIIOYCHHsS  (apMalleBTHYECKOHM CYOCTaHIIMM B  TOCYIapCTBEHHBIH  peecTp
JICKapCTBEHHBIX CPEICTB, JaTa BHECEHUS M3MEHEHWH B JOKYMEHTHI (apMareBTHYeCKON
cyOCTaHIIMH, Jara UCKIIOUeHHs (hapMalleBTHYECKOi CyOCTaHLIMU U3 TOCYJapCTBEHHOIO peecTpa
JIeKapCTBEHHBIX cpenctB. (B pen. denepanpHoro 3akona or 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

3. Ilopsinok BefeHUs TOCYAApPCTBEHHOI'O peecTpa JIEKAPCTBEHHBIX CPEACTB Ul MEIUIMHCKOTO
NPUMEHEHUs] U TOPSI0K BEICHMS] T'OCYJIapPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO  INPUMEHEHUS  YTBEPXKIAIOTCA  COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM
(denepanbHbIM OPraHOM MCIOJIHUTENIBHOM BIACTH.

Crarbs 34. BkioueHue B rocy1apcTBeHHbIN peecTp
JIEKAPCTBEHHBIX CPEACTB U MCKJIIYECHUE U3 FOCYIapPCTBEHHOI0
peecTpa JIeKApCTBEHHbIX CPeACTB (papManeBTHUECKOH CyOCTAHIINH,
NMPOU3BeIeHHOM U1 peasu3anuu (B pea. @eaepajibHOro 3aK0HA 0T
22.12.2014 N 429-®3 (pea. o1 13.07.2015))

1. Hns BximroyeHUs ¢apMaleBTHUECKOM CyOCTaHIIMM, TPOU3BENCHHOW IJis pealu3aliu, B

TOCYJapCTBEHHBIN PEeecTp JIEKApCTBEHHBIX CPEICTB, IPOBOAMUTCS SKCIEPTH3a €¢ KayecTBa. (B pell.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

2. Dkcrepru3a KadyecTBa yKa3aHHOM B wyacTu | Hacrosmied ctarbu (apMaleBTUYECKON
CyOCTaHLIUM, COCTaBICHUE KOMUCCHEH DJKCIEPTOB 3aK/IIOUEHMH II0 pe3yabraraM d3ToHd
SKCIEepPTH3bl M WX HAlpaBI€HUE B YIOJIHOMOYEHHBIH (pepepasibHbIil OpraH HCHOJIHUTENbHON
BJIACTH OCYILIECTBIIAIOTCS B CPOK, HE IPEBBIIIAIOLIUI HIECTUAECATH PAOOYMX JHEH co JHS
MOJIyYEHHSI OKCHEPTHBIM  YUYPEXKICHHEM COOTBETCTBYIOILEIO 3aJaHMsl  YIOJIHOMOYEHHOIO



(denepaabHOro OpraHa UCIOJIHUTEILHON BIACTH U CIEAYIOIUX JOKYMEHTOB (CBEIEeHUM): (B pen.
®denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-P3 (pen. or 13.07.2015), ot 27.12.2019 N 478-D3)

1) CBCACHUA O HaT€ MPEAOCTAaBJIICHHUA U PCTUCTPALIUMOHHOM HOMCPE JIMICH3WKU HA IMPOU3BOACTBO
JICKAPCTBCHHLIX CPCACTB HJIHU CBCACHUA O HATC IMPECAOCTABJICHHUA W PETrUCTPAlMOHHOM HOMEPEC
3aKJIIOUYEHUS O COOTBETCTBUHU IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM MpPaBUII
HaJyIeKallel MpOM3BOJCTBEHHOM MPAKTUKH, BBIJTAHHBIX (TIPEIOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(denepadbHBIM  OpPraHOM  HCIOJHUTENIBHOM  BJIacTH, B  Ciy4dae, €cCJId MPOU3BOACTBO
JIEKapCTBEHHOTO cpencTBa ocyuiecTBisiercss B Poccuiickoit denepannu; (B pen. denepaibHbIX
3akoHOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 04.06.2018 N 140-P3, ot 27.12.2019
N 478-03)

2) KOoImusg JOKYMCHTA, BbIJAHHOI'O YIIOJIHOMOYCHHBIM OpPraHoM CTpaHbl MIPOU3BOJUTEIIA
JIEKApCTBEHHOT'O CPEICTBAa U MOATBEPXKAAIOIIETO pa3pelleHre MPOM3BOACTBA JEKapCTBEHHOTO
CpPE/ICTBA, U €ro MEePEBOJl HAa PYCCKHUM S3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IOPSIKE, a TaKKe
KOIIMA 3aKIIOYCHUA O COOTBETCTBUM IMMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/IHM
mpaBuJI Haﬂnemameifl HpOHBBO}ICTBeHHOﬁ IMPAKTHUKHU, BBIIAHHOI'O YIOOJHOMOYCHHBIM
(I)e]lepaHI)HI)IM OpraHnom HUCIIOJIHUTEILHOMN BJIaCTH, 00 KoIusA peliCHuA YIIOJIHOMOYCHHOI'O
denepaibHOrO  OpraHa  UCHOJHHUTEIBHOH  BJIACTH O  IPOBEACHHHM  HMHCIEKTHPOBAHHS
MIPOU3BOIUTEINS JICKAPCTBEHHOTO CPENICTBA. YKa3aHHBIC JOKYMEHTBI MPEACTABISAIOTCS B Clydae,
€CIIM MPOM3BOJCTBO JIEKAPCTBEHHOTO CPEACTBA OCYLIECTBISIETCS 3a mpenenamu Poccuiickoit
Oenepanuy; (B pen. DenepanbHoro 3akoHa or 04.06.2018 N 140-D3)

3) IOKYMEHT, COAEp Kalllui CIEQyIOInue CBeleHus: o (apmaneBTU4YecKkor cyOcTaHiuu: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

a) HauMEHOBaHME (hapMalleBTHUECKON CyOCTaHIIMM, €€ CTPyKTypa, OoOIiue CBOKCTBa; (B pem.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

0) HauMeHOBaHue U ajpec npousBoautens; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pexn. or 13.07.2015))

B) TEXHOJIOI'MA MPOU3BOJACTBA C OIIMCAHHUEM CTaI[I/Iﬁ MMPpOU3BOJACTBA U MCTOJOB KOHTPOJII Ha BCEX
craausax mnpousBojcTBa; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-93 (pexn. ot

13.07.2015))

I') olMcaHue pa3paboOTKu mpolecca Npou3BoAcTBa; (B pen. denepanbHoro 3akona or 22.12.2014
N 429-03 (pen. or 13.07.2015))

1) ONHCAaHHE KOHTPOJSI KPUTHYECKUX CTaAui Tpolecca MPOU3BOJICTBA U MPOMEKYTOUHOU
npoaykuuy; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-3 (pen. or 13.07.2015))

€) JTOKYMEHTaJbHOE MOATBEpPKIACHUE (Baluaalus) MpoueccoB W (WiIM) UX OIEHKa; (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

) CBOMCTBA U CTPYKTypa JEHCTBYIOIIMX BeleCTB; (B pex. PenepanbHoro 3akoHa ot 22.12.2014
N 429-03 (pen. or 13.07.2015))

3) xapakTepucTuka npumeceil; (B pen. denepansHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

n) crneuudukanus Ha (apMaleBTHUECKyl0 CyOcTaHIMI0O U ee OOOCHOBaHHE;, (B pel.




®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

K) AHAIMUTHYCCKUC MCTOAWKH, MCIIOJIB3YCMBIC IIpU OCYUICCTBJICHUHW KOHTPOJA KaduceCTBa
(dapmarieBTrueckoil cyocraniuy; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

J1) JOKYMEHTaJbHOE MOATBEPKICHUE (BATMIALMS) aHATUTHIECKUX METOAMK, UCIIONIb3YEMBIX MTPHU
OCYIIECTBJICHUM KOHTpOJISI KauyecTBa ¢apmarieBTHUeckoil cyOctanuuu; (B pen. denepambHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3yJbTarhl aHajau3a cepuil ¢apmareBTHueckol cyocranuuu; (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

H) IepeYeHb CTaHAAPTHBIX OOpPAa3l0B WM BELIECTB, MCIIOIb3YEMbIX IIPU OCYLIECTBICHUU
KOHTpoist KadectBa; (B pen. depepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

0) OIMCAHUE XAPAKTEPUCTHK U CBOMCTB YIIaKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOYHBIX CPEICTB; (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

) JaHHbIe O CTAOMIBHOCTU (hapMaleBTHUECKON cyOcTaHuuy; (B pea. PenepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

p) cpok rogHocTu. (B pen. denepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

4) NOKyMEHT, colepKallllii CBEIEHUS O PETUCTPALMU MPOU3BOIAUTENS JIEKAPCTBEHHBIX CPEICTB
JUISI MEAMIIMHCKOTO MPUMEHEHHsI B Ka4eCTBE HAJIOTOIJIATENbIIMKa B CTpaHEe peructpanuu (s
POCCHUICKUX IOPUIMYECKUX JIUIl - UACHTHU(PUKAIMOHHBIM HOMep Hanororuiarenbinuka (MHH),
JUIsl THOCTPAHHBIX IOPUINYECKUX JIUI] - CTPaHa PEruCTpallui, HAMMEHOBAHHUE PErHUCTPUPYIOIIETO
opraHa, perucTpallMOHHBIA HOMEpP, KOJ HaJOroIUIaTeNblIMKa B CTpaHE perucTpanuu
(MHKOpIIOpanMu) WK ero aHaior). (B pea. @enepanbHoro 3akoHa oT 28.12.2017 N 425-D3)

3. Jlnsg mnpoBeneHUs] HKCHEPTHU3bl KadyecTBa YyKa3aHHOW B YacTH | HacTosAled craThbu
(dapMareBTHUECKONH CyOCTaHIIMU 3asBUTEIb IPECTABIAET B YIOJHOMOUYEHHBIN (enepanbHbIi
OpraH MCIOJHUTEJILHON BIACTH:

1) 3asBireHME O BKIIOYEHUM B TOCYJApCTBEHHBIM pEeCTp JIEKAPCTBEHHBIX CPEACTB IAHHOMN
(apMaleBTHUECKON CyOCTaHLIUU;

2) Komusl TOKyMEHTa, MMOATBEPXKAAIOLIEro YIIaTy roCylapCTBEHHOM MOIIMHBI 32 BKIIIOYEHUE B
TOCYJapCTBEHHbIN  peecTp JIEKAapCTBEHHbIX CpEeACTB  (apMaleBTHUECKOW CyOcTaHLuW,
IIPOU3BENICHHON Ul peau3aluy, Ju00o no cOOCTBEHHOW MHUIIMATUBE YKa3aHHbIN JOKyMEHT. B
cllyyae €ro HeNpeACTaBICHUS 3asBUTENEM  YINOTHOMOYEHHBIH  (enepanbHbIl  opraH
WCTIOJIHUTENIFHOIM BIIACTU MpoBepsieT (PakT YIUIaThl TOCYAapCTBEHHOMN MONUIMHBI 3asSBUTEIEM C
UCHOIb30BaHMEM HH(poOpMaluMu o0 YIulaTe TOCYIapCTBEHHOM IOILIMHBI, COJAEpKalleics B
locynapctBeHHOI HMHQPOPMAIMOHHONW CHCTEME O TOCYAApCTBEHHBIX U MYHHMIMIIAJIbHBIX
IlaTexax, Ha OCHOBAaHMM NPE/ICTABICHHOMN 3asBUTENIEM KOIMU JIOKYMEHTA, IOATBEPKIAIOIIErO
yIUIaTy rocyaapcTBeHHOW momuuHbl, (B pen. denepansHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

3) ImOKyMeHTHI, YKa3aHHbI€ B 4acTu 2 Hacrosied crarbu; (B pen. denepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))




4) 3asBieHUE O BblJaue paspelieHust Ha BBO3 B Poccuiickyto denepannio KOHKPETHON MapTUu
HEe3aperucTpUPOBAHHOIO JIEKAPCTBEHHOI'O CpE/ACTBA, IPEIHA3HAYEHHOIo [Uisi IPOBEACHUs
yKa3zaHHOW skcneptusbl. (B pea. PexpepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3.1. B cimyuae HempeacTaBieHHUs C 3asBIEHHEM O BKIIOYEHUU B TIOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB (hapMaleBTUUECKOW CyOCTaHIIMM JOKYMEHTOB, HOATBEPKAAIOLINX
yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI M YKa3aHHBIX B MYHKTE 2 YacTH 3 HACTOALIEH cTarbH, a
TaKKe BbIJABAEMbIX (MPEIOCTABIAEMBIX) YIOJIHOMOYEHHBIMH (DeepalbHBIMH  OpraHaMu
HCIHOJIHUTEIbHONW BIIACTH JIOKYMEHTOB (CBEJICHMI), YKa3aHHbIX B NyHKTax | m 2 yactu 2
HACTOSsIILEH CTaTbd, YIOJIHOMOYEHHBIM (enepanbHbli OpraH MCIOJHUTENIBHOM BlacTu
3alpallliBaeT  yKa3aHHblEe JIOKYMEHTbl (CBEJEHMs]) B  MOpSJIKE MEKBEJIOMCTBEHHOI'O
nH(pOpMaIMOHHOTO B3auMoeicTBus. (B pen. PenepanpHoro 3akoHa oT 27.12.2019 N 478-D3)

4. B teyeHue necATd pabouux AHEW CO JTHS NMPUHATHS 3asBICHUS O BKJIIOUEHUHM YKa3aHHOW B
yact 1 Hacrosmiel cratbu (apMaleBTUUECKON CyOCTaHIIMM B TOCYJapCTBEHHBIA pPEECTp
JIEKapCTBEHHBIX CPEICTB U JIOKYMEHTOB, IE€PEUMCICHHBIX B 4YacTM | M myHKkTe 2 yactu 3
HACTOAIICH CTAaThH, YIIOJTHOMOYEHHBIH (emepaabHbI OpraH MCHOJHUTEIBHON BIacTH: (B pex.
denepanpHOro 3akoHa ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) npoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJAEPKAIUXCSA B MIPEICTaBIEHHBIX
3asBUTEJIEM JTOKyMeHTaxX; (B pen. PenepanbHoro 3akoHa oT 25.11.2013 N 317-D3)

2) NpUHMMAET PELIEHHE O HAINPABIECHUM B 3KCIIEPTHOE YUPEXACHUE 3aJaHUsl HA INPOBEACHUE
HKCIIEPTU3bl Ka4eCTBA YKa3aHHOM B 4acTH | HacTosmieil crateu (hapManeBTHUECKON CyOCTaHIuN
WK 00 OTKa3€ B TAKOM HalpaBJIeHUU;

3) yBeoOMIISIET B AMEKTPOHHOM MM MUCHMEHHON (hopMe 3asIBUTENSI O MIPUHATOM PEIICHUH HIU B
clly4yae OTKa3za C yKazaHHEeM MPUYHMH TaKoro otkasa. (B pen. denepanbHoro 3akoHa ot 22.12.2014
N 429-03 (pen. or 13.07.2015))

4.1. B ciyuyae BbISBIECHUS HEJOCTOBEPHOCTH CBEICHHUM, COIEP)KAIMXCS B IMPEACTABICHHBIX
3asBUTENIEM Marepuajiax, YIOJIHOMOYEHHBIN (QenepanbHblii OpraH HUCIOJIHUTENbHOM BIacTH
HaIpaBJIgeT 3asBUTENIO 3ampoc 00 YTOUHEHMM YKa3aHHBIX CBeIAeHHU. J[aHHBIN 3ampoc MOXKET
OBITH nepeaad yrnoJIHOMOUYCHHOMY MPEACTABUTCIIIO 3asABUTCIIA JIMYHO IO pPACIIUCKY, HAIIPABJICH
10 TI0YTE 3aKa3HbIM MHCbMOM WM NIEPEAaH B IEKTPOHHOU (opMe MO TEIEKOMMyHUKAIlHOHHBIM
KaHaiaMm cBsi3u. B ciydae HampaBieHHsI JAHHOTO 3alpoca IO IO4YTe 3aKa3HbIM MHCbMOM OH
CHUTACTCA MOJYUYCHHBIM IO UCTCUCHUU IICCTU )1HCI71 C JaTbl HAIIPABJICHUS 3dKa3HOI'O IIMCbMaA. (B
pen. @eaepanbHoro 3akona ot 25.11.2013 N 317-P3)

4.2. 3asBuTenp 00s13aH MPEICTaBUTh OTBET HA 3alpoC YINOJIHOMOYEHHOTO (eiepaabHOr0 OpraHa
WCIIOJIHUTETILHOM BJIACTU B CPOK, HE TMPEBBIIAIONINN AEBIHOCTAa paboOyMxX JHEH Cco JHS
nojilyyeHus: JaHHoro 3ampoca. Cpok, YyKa3aHHbII B 4YacTh 4 HacTOsIIed CTaThbH,
NPUOCTAHABIMBAETCA CO JHS  HampaBJICHMs  3asBUTENIO  3allpoca  YIOJIHOMOYEHHOI'O
(denepanbHOr0 OpraHa MCIOJHUTEIBHOM BIACTH 1O JHS IONY4YEHHS UM OTBETa Ha JaHHBIN
3aIpoC M HE YYHUTBIBACTCS MPU MCUUCICHUU CPOKa IKCIEPTU3bI KauecTBa (hapMalieBTUUECKON
CyOCTaHILIMM, HEHCIIONb3yeMONH IIpU TMPOU3BOACTBE JICKAPCTBEHHBIX IIpenaparoB. (B pen.
®enepanbHoro 3akoHa or 25.11.2013 N 317-P3)

5. OcHOBaHUEM I OTKa3a B HAIPABJICHUU B SKCIEPTHOE YyUPEKICHHUE 3aJaHUs Ha IIPOBEIEHUE



AKCIEPTU3bl KaueCTBa YKAa3aHHOM B yacTH | Hacrosmied crarbu (hapMaleBTUUECKON CyOCTaHIIuU
SBJIIETCSI HEIIPEJCTaB/IEHUE TOKYMEHTOB, YKAa3aHHBIX B YaCTH 2 HACTOSILEN CTaTbU, OTCYTCTBUE
uH(popMaIy, NOATBEpXKIAroNIed (akT yIulaThl I'OCYJapCTBEHHOM NOLUIMHBI 3a BKIIIOUYEHHUE
(dapMareBTHUECKON CyOCTaHLIMU, POU3BEIEHHON AJIs pealu3aliy, B ToCylapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEICTB, HEIPEICTABICHUE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHBIA B 4yacTH 4.1 HACTOsIIEH CTaTbH 3alpoC YIMOJIHOMOYECHHOro (eaepaibHOro OpraHa
HCIIOJIHUTEIbHOM BJIACTH WM IIPEICTABICHUE JOKYMEHTOB, HE COACPKALUX MCUEPIIBIBAIOLIEIO
nepeyHsi HeoOX0AUMBIX cBefleHUH. (B pen. DenepanbHoro 3akoHa oT 22.12.2014 N 429-93 (pen.

or 13.07.2015))

6. B Teuenue nsATHaAUATH paboOuYMX AHEW €O AHS TMONYYEHHUS PEUICHUS YIOJTHOMOYEHHOIO
(denepaabHOro OpraHa HMCIHOJTHUTEIBHOM BIACTH O HAMpPaBICHUHM B JKCIEPTHOE YUPESKICHUE
3aJlaHUsl Ha MPOBEJEHUE SKCHEPTU3bl KayecTBa YKa3aHHOM B 4acTh | HacTOAILIEW CTaTbu
(dapmareBTHUECKO CyOCTaHLIUM 3asBUTENb MPEACTABISIET B OKCHEPTHOE YUYPEKICHHUE JUIS
MPOBEJACHUS JTAaHHOW JKCIEepPTH3bl 00pa3ibl (papManeBTUYECKOW CyOCTaHIIMM B KOJIWYECTBE,
HEOOXOIMMOM JUTIsl BOCIIPOM3BEICHUS METOJIOB KOHTPOJSI KauecTBa. DKCIIEPTHOE YUPEXKJICHUE
npy TOJy4YeHHH OOpa3IloB yKa3aHHOW B 4YacTh | HacToslied crtarbu (dapMareBTHYCCKON
CyOCTaHIIMU BBIJACT 3aABUTENIO JOKYMEHT, IMOATBEPKIAAIOIINMN MOTydYeHne 3TUX 00paslioB, U B
CPOK, HE MPEBBIMIAIOIIMN Tpex pabouyux THEH, YBEJOMJISET B AJIEKTPOHHON WJIM MHUCbMEHHOU
¢dbopme 06 3TOM YyNOITHOMOUYEHHBIN (heJiepaabHbIi OpraH UCIOIHUTEIbHON BIACTH. DTH CPOKH HE
BKJIIOYAIOTCA B CPOK IMPOBENEHHUs JaHHOW HskcrepTusbl. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

7. JJOKyMEHTBI, IOCTYIIUBLIME B DKCIIEPTHOE YUPEKICHUE ISl IPOBEAECHUS IKCIIEPTU3BI KaYeCTBa
yKa3aHHOM B yacTH 1 HacTosmiel craTtby (apMalieBTUYECKON CyOCcTaHLnu, MOAJIeKAT BO3Bpary B
YIOJIHOMOYEHHbIM  (efepalbHblii  OpraH  MCHOJHUTENBHOM BJIACTH  OJHOBPEMEHHO C
3AKJIFOUYEHUSMH I10 PE3YyJIbTaTaM MIPOBEAECHHOM SKCIIEPTU3HI.

8. B cpok, He mpeBbIaImUi MATH pabounx THEH Co JHS MOMy4YeHHUs 3aKJIIOYCHHS KOMHUCCUU
SKCIIEPTOB IO pe3yJbTaraM 3KCIEPTU3bl KaYeCTBA YKa3aHHOW B 4acTH | HacTodlled craTbu
(dapMaleBTHUECKOW CyOCTAaHIIMU, YIOJHOMOUYEHHBIH (QenepanbHblii OpraH HWCIOJTHUTEIHHON
BJIACTH:

1) OCYHICCTBIIACT OLUCHKY TAKOT'O 3aKJIHOUCHUSA IJId ONPCACICHUS €ro COOTBCTCTBUA 3aJaHHUIO HA
MMpOBCACHUC HaHHOﬁ OKCIICPTU3bI;

2) TmNpUHHMMAET pEIIeHHEe O BKIIOYEHUM YKa3aHHOM B YacTh | HacTosmiedl crartbu
(dbapmaleBTHUECKO CyOCTaHIIMM B TOCYIApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB WIIU
penieHre 00 0TKa3e B TAKOM BKJIFOUYEHUU;

3) BHOCHUT IpU NPUHATUM DPELICHUs] O BKJIIOYEHUM YKa3aHHOM B yacTu | Hacrtosuied crarbu
(dapMareBTHUECKOH CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEJCTB
MPEIYyCMOTPEHHYIO 4YacThio 2 ctarbu 33 Hacrosuiero depepaibHOro 3akoHa HMHGOpPMAIMIO U
yBeZOMIIIET 00 3TOM B 3JIEKTPOHHOM MIIM MUCbMEHHOH (opme 3asBuTens. (B pea. PeaepanbHbIX
3aKk0oHOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 462-D3)

9. OcHoBaHMeM /s OTKa3a BO BKIIOYEHMM YKa3aHHOM B uacTM 1 HacTosiied craTbu
(bapManeBTHUECKON CyOCTaHIIMK B TOCYIAPCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEIICTB SBISETCS
3aK/II0YEHHE COOTBETCTBYIOILErO YIOMHOMOYEHHOTO (henepanbHOro OpraHa HCIOIHUTEIbHOI
BJIACTH O TOM, YTO Ka4eCTBO (hapMaleBTHUECKOil CyOCTaHIIMM HE MOATBEP)KICHO MOMyYSHHBIMU



JTaHHbIMU. (B pell. PenepanbHbIX 3akoHOB OT 22.10.2014 N 313-P3, ot 04.06.2018 N 140-D3)

10. He momyckaeTcsi BKIIIOUEHHE B TOCYJApCTBEHHBIM PEeCTp JICKAPCTBEHHBIX CPEICTB OJHOU
(dapManeBTHUECKON CyOCTaHIIMM, MPOU3BEICHHON JUIsl peaju3alii M BBIMYCKACMOW OIHUM M
TEM e MPOU3BOAUTENEM, B BUJE JBYX U Ooiee peecTpoBbIX 3amuceid. (B pea. PemepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

11. BHecenne u3MeHEeHUH B JOKYMEHTHI Ha (apMaleBTUUECKYIO0 CyOCTaHIINIO, TPOU3BENEHHYIO
JUIsT pealn3allid W BKIIOYEHHYIO B TOCYJApPCTBEHHBIM pEecTp JIEKapCTBEHHBIX CPEJICTB,
OCYUIECTBJISIETCS B MOpsiKe, ycTaHoBlIeHHOM cTarhsiMu 30 u 31 wHactosmero denepanbHOro
3aKOHa, C YIUIATOM TOCYAApCTBEHHOW MOIIJIUHBI, IPEeIyCMOTPEHHOM 3aKOHONATEILCTBOM
Poccuiickoii ®enepanuu o Hasorax u coopax. (B pen. denepansHoro 3akona ot 22.12.2014 N
429-93 (pen. ot 13.07.2015))

12. Jlonmyckaetrcst oOpamieHre ¢GapMaleBTHUECKUX CyOCTaHIIMM, TPOW3BENECHHBIX s
pcaim3anui, B TCUCHHUEC CTa BOCBMHICCIATHU IIHCﬁ A0 W [OCJIC MNMPHUHATHA YIIOJIHOMOYCHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTEIBHOM BJIACTH PEIIEHHWS O BHECEHUM HW3MEHEHUU B
JOKyMEHTBI Ha (papMameBTUYECKYl0 CyOCTAHIIMIO, TPOM3BEICHHYIO [UIA pEalU3alud U
BKJIFOYCHHYIO B TOCYIApCTBEHHBIH peecTp JICKapCTBEHHBIX CpeAcTB. (B pen. denepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

13. PemieHne 00 MCKIIOUEHMHM U3 TOCYHApPCTBEHHOIO pEecTpa JICKAPCTBEHHBIX CPEJICTB
(dapmalieBTHUECKO ~ CyOCTaHIIMM,  TNPOM3BEACHHOW s pealu3al, [PUHUMAETCS
YIIOTHOMOYEHHBIM ~ (peZiepalibHBIM OpPraHOM HCIIOJIHUTEIbHON BJacTu B ciydae: (B pen.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) mpeacraBieHUS  COOTBETCTBYIOIIMM  YHNOJHOMOYEHHBIM  (bemepanbHbIM  OpraHom
WCHOJTHUTEIbHON BJIACTU 3aKJIIOYEHHUS O PUCKE WM 00 Yrpo3e *KU3HHU WM 370pPOBbIO YeJIOBEKa
100 KUBOTHOTO MPHU HUCIOIB30BaHUHU JIEKAPCTBEHHOT'O CPEACTBA; (B pea. denepalbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

2) mopmaun pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEICTBA HJIM MPOU3BOJUTEIEM JIEKApCTBEHHOTO
CpCacCTBa 100 YIOJIHOMOYCHHBIM HWMH JpPYIrUM HOPpUAUYCCKUM JIMIOM 3asiBJICHUA 00
UCKJIIOYEHUN U3 TOCYJapCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEACTB (hapMareBTHUECKOi
cyOCTaHIIMM, POM3BENEHHON AMs peanusanuu; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N
429-@3 (pexn. ot 13.07.2015))

3) orcyTcTBUS (hapMaleBTUYECKO CyOCTaHIIMM, IPOU3BEIEHHON JUIsl peanu3aluy, B 00palleHuu
B Poccuiickoii ®@enepanuu B TeueHue Tpex u Oojee JyeT. (B pea. deaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

Cratbs 35. - YTpartuna cuiy. (B pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

Crarbs 36. O0:xaioBanue pemieHusi 00 0TKa3e B Bblaaye
pa3pellieHNs1 HA POBeJieHNEe KJIMHUYECKOr0 UCcaea0BaHMs
JIEKAPCTBEHHOT0 Mpenapara, pemeHus 00 oTkase B



rocylapcTBEeHHOMH perucTpanuu JeKapcTBEHHOTo mpenapara,
3aKJIIYeHUs KOMUCCHHU IKCIEPTOB IKCIMEPTHOIO YUPEKACHUSA UIH
3aKJIIOYeHHs] COBeTa Mo 3TUKe (B pea. PeaepaabHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Penienne coOOTBETCTBYIOLIETO YIOJHOMOYEHHOIO (heiepalbHOrO OpraHa HCHOJHUTEIbHON
BJIacTH 00 OTKa3e B BbIJAye pa3pelleHHss Ha MPOBEAECHUE KIMHUYECKOIO HCCIIEA0BAHUS
JIEKapCTBEHHOTO TIperapara, pelleHHe YKa3aHHOTO (eepalbHOr0 OpraHa HCIOIHUTENbHON
BlIacTh 00 OTKa3e B IOCYIAapCTBEHHOMN perucTpanuy JEKapCTBEHHOI'O Ipernapara, 3aK/IIoueHue
KOMHUCCHH IKCIIEPTOB 3KCIIEPTHOTO YUPEKICHUS WM 3aKIIOUEHHE COBETA 10 3TUKE MOXKET ObITh
00KaJIOBAaHO B TMOPSJKE, YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
3aKII0O4YeHUEe KOMHCCHUHU HKCIIEPTOB HKCIEPTHOIO YUPEKJEHHsT O B3aUMO3aMEHSEMOCTHU
JIEKapCTBEHHBIX MPEnapaToB i MEIULUHCKOIO MPUMEHEHHs TM00 O TOM, YTO JIEKAPCTBEHHBIH
npenapar A MEAMLIMHCKOTO NPUMEHEHHs He SBISIETCS B3aUMO3aMEHSIEMbIM, MOXET ObITh
00>KaJI0BaHO JiepKareieM WM BIIAJeNbleM PErucTpalliOHHOIO yA0CTOBEPEHMSI JIEKAPCTBEHHOIO
npernapara B YIOJHOMOUYEHHBbIH (eaepalbHbIil OpraH MCIOJHUTENBHOM BIIACTH, KOTOPBIN
NPUBJIEKAET K PACCMOTPEHHUIO YKa3aHHOM JKajJoObl I10/BEJJOMCTBEHHbIE €My Hay4yHbIE
OpraHu3allud U 00pa3oBaTeNbHbIE OPraHU3allMU BBICHUIETO 00pa30BaHMsl, OCYIIECTBIISAIOLINE
NeSITeIbHOCTh B cpepe oOpalleHus JIEKAPCTBEHHBIX CPEJICTB. 3aKII0YEHHE KOMUCCUU HKCIIEPTOB
9KCIIEPTHOI0 YUpexaAeHus, ohOpMIEHHOE 110 UTOraM IepecMOoTpa 00XKalOBaHHOIO 3aKJIHOUEHHS
JKCIepTa, MOXET ObITh OCHOpPEHO JepiKaTeleM WM BJaJeNblieM perucTpanoHHOro
YAOCTOBEPEHMsI JIEKAPCTBEHHOI'O Ipernapara JIMO0 YHOJHOMOYEHHBIM HMH JIMIIOM B TMOPSJIKE,
YCTaHOBJIEHHOM 3akoHonaTenscTBoM Poccuiickoit ®enepanuu. IIpu oOGxanoBaHuu pelieHus
YIOJIHOMOYEHHOT0 (pefiepanbHOro OpraHa UCIHOJIHUTENIBHOM BIIACTH, 3aKJIIOYEHUs SKCIepTa WIN
KOMHUCCHH 3KCIIEPTOB 3KCIEPTHOIO YUPEXKJIEHUS, 3aKIIOUEHHs] COBETA MO ITHKE JiepKaTelb WIn
BIAJieNiel]  PETUCTPAlMOHHOTO  yIAOCTOBEpEHHs  JICKAPCTBEHHOrO  Ipemapara  Jubo
YIOJIHOMOYEHHOE UMM JIMLO BIPAaBE IMPEACTAaBUTb PE3YJbTaThl 3KCIEPTU3bI JIEKAPCTBEHHOI'O
npernapara, MPOTOKOJIBI MOMYYEHHBIX AKKPEIUTOBAHHBIMH HCIBITATEIbHBIMU J1a00PaTOPUIMU
(meHTpamMH) pe3yJbTaTOB HCCIENOBaHUM, HcmbITaHuU. (B pen. demepanbHOro 3akoHa OT
27.12.2019 N 475-®3)

Crarbs 37. Undopmanus, CBA3aHHAS C OCYIIECTBJIECHHUEM
roCy1apcTBEHHOI perncTpamum JeKapCcTBEHHBIX MPenaparos,
HHPOpPMALU 0 3aPeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX NMpenaparax
U JIEKAPCTBEHHBIX NMpenaparax, HCKJIIYEeHHbIX 13
roCyIapCTBEHHOI0 peecTpa JIeKAPCTBEHHbIX CPEICTB

1. CoOTBeTCTBYIOLIMI YMOJIHOMOYEHHBIH (enepaabHblii OpraH MCIOJIHUTENbHON BlacTH
pasMemaeT Ha cBoeM oduumanbHOM caiite B cetu "MHTepHer" uH]OpMaluio, CBSI3aHHYIO C
OCYLIECTBJICHUEM T'OCYIapCTBEHHOM PErucCTpalliU JIEKapCTBEHHBIX IPENaparoB, B TOM YHCIE
IIPOBEJCHUEM 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB (BKJIOUas pe3ysibTaThl €€ IPOBEICHHUSA),
nH(pOpMAIMI0 O 3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpernaparax M JIEKapCTBEHHBIX
rpenaparax, UCKIIOUEHHBIX U3 FOCYIapCTBEHHOI'O peecTpa JIEKAPCTBEHHBIX CPENICTB, HE MO3AHEE
yeM uepe3 IATh pabouux JHEH CO JIHS MOJIYYEHHS YIOTHOMOYEHHBIM (enepaabHbIM OpraHoM



WCTIOJTHUTEIBHOW BJIACTU COOTBETCTBYIOIIEH mH(popMmanuu. (B pea. denepaibHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 02.08.2019 N 297-D3)

2. Cpoku U MOpAJOK pa3MElIeHMs YKa3aHHOM B yacTu | Hacrosmied craTtbu MHQOpMALUU
YCTAHABIMBAIOTCSI  YIOJHOMOYEHHBIM (pefiepajbHbIM OpPraHOM MCIIOJHUTEIbHOW BJIACTH.
Wudopmarnys, ykazaHHasi B 4aCTU | HACTOSIIEH CTaThy, SIBISETCS OTKPHITON M 00LIe0CTYTHON
U IIPENOCTaBIACTCA 3aUHTEPECOBAHHBIM JIMIIAM B COOTBETCTBMM C 3aKOHOJATEIbCTBOM
Poccuiickoii @enepauuu. (B pen. denepanpbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Inasa 7. KIMHUYECKUE UCCJIEJOBAHUS
JEKAPCTBEHHBIX MPEIMTAPATOB JUISI MEJUIIMHCKOTO
MPUMEHEHMS, JIOTOBOP OF UX MTPOBEJEHUWM, TTIPABA
MALMEHTOB, YYACTBYIOIIUX B DTUX
UCCJIEJOBAHUSIX

Crarps 38. KiiluHn4eckue Mcciie10BaHUs JIeKAPCTBEHHbIX
NnpenaparoB AJs MeMIUHCKOT0 NPUMeHeHHUA

1. Knuanyeckue HCCJICAOBAHUS JICKAPCTBCHHBIX IPCIIapaToB AJId MCAUIUHCKOTI'O IIPUMCHCHU A, B
TOM YHCIC MCXKAYHAPOAHBIC MHOI'OLUCHTPOBBLIC, MHOIOLICHTPOBBLIC, INOCTPCIrUCTpPAllMOHHBIC,
MMpOBOIATCA B OHHOﬁ WM HCECKOJIBKUX MCIUIHUHCKUX OpraHu3alusax B COOTBCTCTBHUU C
npaBuiaMu Hannemamel‘/i KJINHWYECKOH MNPaKTUKHU, YTBCPKIACHHBIMHU  YIIOJIHOMOYCHHBIM
(enepanbHBIM OPraHOM HCIONTHUTEIBHOM BIACTH, COOTBETCTBEHHO B CIEAYIOMINX LESIX: (B pel.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pexn. or 13.07.2015))

1) ycraHoBieHHE 0€30MacHOCTH JICKAPCTBEHHBIX IMPENapaTroB IJisi 3I0POBBIX TOOPOBOJIBILIECB U
(M1M) MepeHOCUMOCTH UX 3I0POBBIMH J0OPOBOJIBIIAMH, 32 UCKIIIOYEHUEM TaKHX MCCIIEeTOBaHUI
JIEKAPCTBEHHBIX IIpenaparoB, MPOU3BEACHHBIX 3a npeaenamu Poccuiickoit enepanuu;

2) noxbop ONTHMAJbHBIX JO3UPOBOK JIEKAPCTBEHHOIO IIpernapara W Kypca JIGUEeHUs s
MNalnuCHTOB C OMNPCACICHHBIM 3a6oneBaH1/1eM, OIITUMAJIBHBIX JO3 MW CXEM BaKIHWHaAIIUH
MMMYHOOHOJIOTHYECKUMHU JIEKAPCTBEHHBIMU TIpeTapaTaMy 37J0POBBIX JOOPOBOIIBIIEB;

3) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHOro Mpenapara M ero 3((eKTUBHOCTH s
NAllMeHTOB  C  ONpenesleHHbIM  3a0osieBaHueM, mnpoduiakTuyeckod  3ddexruBHOCTH
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB sl 3M0POBBIX 100POBOJIBLEB;

4) wu3yyeHHE BO3MOKHOCTH pACIIMpPEHUs] IOKAa3aHUW JJIsi MEIUIUHCKOTO HNPHUMEHEHHs |
BBISIBJICHUSI paHEE€ HEHU3BECTHBIX MOOOYHBIX NEHCTBHM 3aperMCTpUPOBAHHBIX JIEKAPCTBEHHBIX
[IpenaparosB.

2. B oOTHOmIEHUM BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IMPENapaTroB s MEIUIIMHCKOTO
MPUMEHEHUs TPOBOAATCS HCCIEAOBAaHUS OHOIKBUBAJICHTHOCTH U (WJIH) TepaneBTUYECKOU
SKBUBAJIEHTHOCTH B TMOPSJKE, YCTAHOBJIECHHOM YIIOJIHOMOYEHHBIM (eAepaibHbIM OpraHOM
HCIIOJIHUTEILHOM BJIACTH.



3. OpraHuzauuio IMpOBEACHUS KIMHUYECKMX HCCIIEOBAaHUM JIEKApCTBEHHOIO IMpenapara Juls
MEAULUHCKOIO IPUMEHEHHSI BIPABE OCYILECTBISTh:

1) pa3paboT4MK JIEKaPCTBEHHOTO IIpenapara Wil yIoJIHOMOUYEHHOE UM JIUIIO;

2) obOpa3oBarenbHbIE OpraHU3allMM BBICIIEr0 OOpPa30BaHMS, OPraHU3alMH JIOMOJHUTEIHHOIO
npodeccruonanbHoro oopaszoBanus; (B pen. @enepanbuoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayyHO-UCCIEeI0BATENbCKIE OPTaHU3aIUH.

4. KnuHHUUYecKue HCCIIEAO0BAaHUS JIEKAPCTBEHHOI'O Ipernapara Julsi MEIULUHCKOIO IPUMEHEHHS
IIPOBOJATCS HAa OCHOBAaHWMM pa3pelICHUs Ha IPOBEACHHE KIMHUYECKOIO HCCIIEN0BAHUS
JIEKapCTBEHHOI'O  IIperapara, BbIJIAHHOTO  YIOJHOMOYEHHBIM  (elepalbHbIM  OpPraHoM
UCTIOJIHUTENIPHON BJacTH. YIOIHOMOYEHHBIH (enepanbHblii OpraH HMCIOTHUTENBHON BIACTH
BEIET peecTp BBbIJAHHBIX pAa3pelleHUN Ha IPOBEACHUE KIMHUYECKUX HCCIENOBAaHUN
JICKapCTBEHHOIO IIpernapara, COACpKAllui yKa3aHUE Ha MX LEdb WIM LU, B yCTaHOBIEHHOM
3TUM opraHoMm nopsiake. (B pea. deaepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pea. or
13.07.2015), or 13.07.2015 N 241-D3)

5. Yacrp yrparuna cuiy. (B pen. denepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. K opranuzanuu npoBeaeHHs] KIMHUYECKUX MCCIIENOBAHUI JIEKAPCTBEHHOI'O Mpenapara ajis
MCIUIMHCKOI'O INPUMCHCHHA pa3pa60Tq1/11<0M JICKapCTBCHHOI'O IIpcriapara MOIr'yT IPUBJICKATHCA
IOpUAMYECKUE JHLa JIFo0OW OpraHu3alMOHHO-NPaBOBOM (OPMBI IpU YCIOBUU OOecreyeHHs
COOTBETCTBMS ATUX UCCIIEN0BaHUI TpeOoBaHUAM HacTosero deaepaabHOro 3aKoHa.

7. Knuaudaeckue HCCIICA0BaHU JICKAPCTBCHHBIX IMPENAaparoB I MEIUIHUHCKOIO IMPUMCHCHUA
MIPOBOISATCA B MCEANIIMHCKUX OpraHu3zanusix, AKKPCANTOBAHHBIX YIIOJHOMOYCHHbBIM
(I)ellepaJH)HI)IM OpraHom HUCIOJHUTEILHOU BJIACTH B IMOopAAKe, YCTAHOBJICHHOM HpaBI/ITCHBCTBOM
Poccuiickoit ®enepannm.

8. IlepeueHpb MEAWMIMHCKUX OpraHU3alldi, HMMEIOMKUX TMPaBO IPOBOIUTH KIMHUYECKUE
WCCIIeIOBaHUs JIEKAPCTBEHHBIX MPENaparoB Ui MEAWIMHCKOTO IPHUMEHEHUs, M peecTp
BBIJIAHHBIX pa3pelIeHUH Ha TPOBEACHUE KIMHUYECKHX HCCIEIOBAaHUN JIEKApCTBEHHBIX
[penapaToB OMYOIMKOBBIBAIOTCSA M Pa3MELIAIOTCS YHNOJIHOMOYEHHBIM (elepaibHbIM OpraHOM
UCTIOJIHUTETIHLHOM BJIACTU B YCTAHOBJICHHOM MM MOPSIIKE Ha CBOEM O(UIMATBHOM CaiiTe B CeTH
"NnTepHet".

Crarbs 39. Pelienue 0 npoBeieHNH KJINHAYECKOTO UCCIIEI0BAHNS
JIEKAPCTBEHHOI0 Mpenapara AJjs MeIUIMHCKOro NnpuMeHeHus (B peil.
DenepaabHOro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. KnnHnyeckoe ucCiieqoBaHUE JIEKaPCTBEHHOIO IIpenapara s MEIULHUHCKOTO NPUMEHEHUs
IIPOBOJUTCS HA OCHOBAHWUU PAa3pelleHUs Ha IPOBEICHUE KIMHUYECKOIO HCCIIEN0BaHUS
JIEKapCTBEHHOTO  Mperapara, BbIAHHOTO  YHNOJHOMOYEHHBIM  (elepalbHbIM  OpraHOM
WCIOJIHUTEIbHOW BIACTH [0 PE3YJbTaraM »SKCHEPTU3bl JOKYMEHTOB, HEOOXOOUMBIX s
MIOJIyYEHHSI PA3PELICHUsT Ha IIPOBEICHUE KIMHUYECKOTO HCCIECJOBAHUS JIEKAPCTBEHHOIO
rpenapara u 3TU4ECKOM 3KCIIEPTU3BI.




2. Jlng nonydyeHusi pa3pelieHus Ha MPOBeIeHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
mnpernapara i MEIUUMHCKOTO TMPUMEHEHMS! 3asBUTENb MPEACTABISET B YIOJIHOMOYEHHBIN
(denepanibHBIN OpraH UCIIOIHUTEILHOM BIIACTH:

1) 3aj4BJICHUEC O BbLAAYC Ppa3pCliCHUsT Ha IMPOBCACHUC KIIMHHUYCCKOI0 HMCCICAOBAHUA
JICKAPCTBCHHOI'O ITperiapara AJisl MCAUIUHCKOI'O IPUMCHCHHA

2) KOnMM JOKYMEHTOB, MOATBEPKJIAIOIIUX YIUIATy TOCYIapCTBEHHOW MOUUIMHBI 32 MIPOBEIEHUE
ITUYECKON IKCIEPTU3BI, IKCIIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN Ipenapar AJis MOJIy4eHUs
pasperieHusi Ha MPOBEACHHE KIMHHYECKOTO HCCIIENOBaHUS JICKAPCTBEHHOTO Iperapara Jyis
MCIUIUMHCKOI'O IMNPUMCHCHHUS, 3a BblJa4y pPa3pClICHUA Ha MOPOBCACHUC KIMHHUYCCKOI'O
WCCJICZIOBAHUS JIGKAPCTBCHHOT'O Tpernapara Jjisi MEIUIIMHCKOTO TPUMEHEHHS, 3a IMPOBEIACHUE
OKCIEPTHU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM IIpenapar s IOJIy4YeHUs paspeuieHus Ha
MPOBEJCHUE MEXTyHAPOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO
npenapara mid MCIUIUHCKOIO IMPUMCHCHHA, 34 BblAady pa3spCllICHHUA Ha IIPOBCIACHUC
MEXTyHapOTHOTO MHOTOIICHTPOBOTO KIMHHYECKOTO HMCCIEIOBAHMS JICKAPCTBEHHOTO Iperapara
sl MECAUIOUHCKOIO INPUMCHCHUSA, 3a IMPOBCIACHUC 3TUYECKOM OKCIICPTHU3bI, OKCICPTU3bL
JOKYMEHTOB Ha JIGKAPCTBEHHBIM Ipenapar Uil IIOJIy4eHMsl pa3pelleHds Ha IPOBEIEHUE
MOCTPETUCTPAIIMOHHOTO  KIMHUYECKOTO HCCIICNOBAHUS JIEKAPCTBEHHOTO TMpemapara  Jyis
MCIWIMHCKOI'O IMPUMCHCHU:, 3a BblAa4y pPa3pClICHUA Ha HNPOBCACHHUEC MOCTPErUCTpallMOHHOI'O
KJIMHUYECKOTO WCCIICIOBAHMS JICKAPCTBEHHOIO Iperapara i MEAUIIMHCKOTO pUMEHEHHS; (B
pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) IMPOTOKOJI KIIMHHUYCCKOTO HMCCJICAOBAHUA JICKAPCTBCHHOI'O IIp€liapara i1 MEAUIHUHCKOI'O
MPUMCHCHU S,

4) Opoltopy UccaenoBaTes;
5) nHpopMaIMOHHbIH JIMCTOK MALUEHTA;

6) cBemeHust 00 ombITe pabOTHl MCCIEAOBaTENeH MO COOTBETCTBYIOIIMM CIEUUATBHOCTIM U HX
orbITe pabOTHI MO MPOBEACHUIO KITMHUYECKUX HCCIIEIOBaHMUIA;

7) cBeaeHHs O MEAMIMHCKUAX OpPraHU3alMiX, B KOTOPBIX MPEANoiaraercs MpoBEICHUE
KIIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOT'O TMpernapara Jyisi MEIUIMHCKOTO MPUMEHEHUS
(momHOE W COKpallleHHOE HAaMMEHOBAaHUSA, OpTraHU3allMOHHO-TIpaBoBas (opma, MecTo
HaxXOXKJIEHUS U MECTO OCYLIECTBIEHHS NEsITeNbHOCTH, TelaedoH, Tenedakc, aapec 3MeKTPOHHON
MOYTHI K&KJI0H MEIUIIMHCKON OpraHu3alum);

8) cBemeHMS O TMPEANoNaraéMbIX CpOKax IMPOBEAEHUA KIMHUYECKOTO HCCIICAOBAHUS
JIEKapCTBEHHOTO Mpernapara Jijisi MEIUIMHCKOTO MPUMEHEHHUS;

9) xonuio 1OroBOpa 00A3aTEILHOIO CTPaXOBaHUS, 3aKJIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMHU
NpaBWJIaMU 00SI3aTE€IBLHOIO CTPAaXOBAaHMSA, C YKa3aHUEM MPEACIbHONW YHCICHHOCTH TAlMEeHTOB,
YYaCTBYIOIIHUX B KIIMHUYCCKOM HCCJICAOBAHHWU JICKAPCTBCHHOTO IIpCliapara A MCAUIHWHCKOI'O
MPUMCHCHU S,

10) uadopmairio o0 cocTaBe JEKapCTBEHHOI'O Mperapara Jijisi MEIUIMHCKOTO TPUMEHEHHS;

11) nOKyMEeHT, COCTaBIEHHbIN MPOU3BOAUTEIEM JEKAPCTBEHHOI'O Mpenapara s MeAUIUHCKOIO
NPUMEHEHUs M CcoAepXKallluii [OKa3zaTelud (XapakTepUCTHKH), a TaKKe CBEICHHUS O



JICKAPCTBCHHOM Ipfriapare i1 MCAULUMHCKOTO IIPUMCHCHUS, ITPOU3BCIACHHOM Ui IIPOBCACHUA
KIIMHNYCCKUX I/ICCJICI[OBaHI/II\/II;

12) cBeneHus 0 nare NpefoCcTaBlIEHUs] U PeruCcTPallMOHHOM HOMEpE JIMIIEH3UH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEICTB B Cllydae, €cld IIPOM3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara
ocymectBisiercss B Poccuiickoit ®denepauuu, WA CBEIEHHUS O Jare MPEJOCTABIEHUS H
pPETUCTPAllMOHHOM HOMEpE 3aKIIOYEHHs] O COOTBETCTBHMU IPOM3BOAUTEINS JIEKAPCTBEHHOI'O
npenapara TpeOOBaHUIM MIPABUII HaJJexailei MPOU3BOJICTBEHHOU MPAKTUKH,
IIPEJOCTABICHHOIO YIOJHOMOUEHHBIM OpPraHoM CTpPaHbl IPOU3BOAUTENS JIEKApCTBEHHOIO
npemnapara. (B pen. @enepanbabix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1. B ciyuae HempexncTaBleHHs C 3asiBICHMEM O BbIJAYe pa3pelieHHs Ha IPOBEIEHUE
KJIMHUYECKOI0 MCCIIEe0BaHUs JIEKAPCTBEHHOrO Ipemnapara il MEAMIMHCKOIO INPUMEHEHUs
JOKyMEHTOB (CBEJICHHI), TOATBEPKAAIOUINX YIIIaTy TOCYJapCTBEHHOW NOLUUIMHBI U YKa3aHHBIX B
NyHKTe 2 4YacTM 2 HacTosAlled cTaTbd, a TaKXe BbIJABAEMbIX (IIPEAOCTABISIEMbIX)
YIOJIHOMOYEHHbIMU  (pefiepalbHBIMU ~ OpPraHaMU  WCIOJHUTEIbHOM  BJAacTH  JOKYMEHTOB
(cBeneHmii), yKa3aHHBIX B MyHKTe 12 wyactu 2 HACTOAUIEH CTAaTbd, YHNOJHOMOYEHHBIN
(enepanbHbIil OpraH MCIOJHUTENBHOMN BIACTH 3allpallliBaeT yKa3aHHbIE TOKYMEHTBI (CBEICHUS)
B TOpS/IKE MEXBEIOMCTBEHHOro MH(opMaluoHHOro B3aumozencTeusd. (B pen. denepanbHoOro
3akoHa 0T 27.12.2019 N 478-D3)

3. B cpok, He mpeBbILIAOIIUA IATH paboYMX JHEW CO IHS NPUHATHS yKa3aHHOTO B IyHKTeE |
YacTW 2 HAcToALIEH CTaThbu 3asBJICHUS U HEOOXOAUMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIN
(denepanabHBIN OpraH UCTIOJIHUTEILHOM BIIACTH:

1) mnpoBOoAMT TPOBEPKY IOJHOTBI W JOCTOBEPHOCTH CBEAEHUM, coJepXkalluxcsi B
NIPEACTABICHHBIX 3asBUTEIIEM JOKYMEHTAX;

2) npyUHUMAET pelIeHUE O MPOBEICHUH 3KCIIEPTU3bI JOKYMEHTOB JUISl MOJIyYE€HUs pa3peleHns Ha
IIPOBEJCHNUE KIMHUYECKOTO HCCIENOBAHUA JIEKAPCTBEHHOIO IIpernapara Uil MEIUIUHCKOIO
IIPUMEHEHUS U 3TUYECKOM 3KCIEPTU3bl UM 00 OTKa3€ B IPOBEJICHUH YKa3aHHBIX 3KCIIEPTU3;

3) yBemomJisieT B AJIEKTPOHHOM (opMe WiM Ha OyMa)KHOM HOCHUTEJIE 3asBUTENSI O MPUHSATOM
peuICHu N 0o B ClIydac NpPUHATHA PCIICHUA 00 OTKa3e Takxe C YKa3aHUCM IPUYUH TAKOI'O
OTKa3a;

4) moaroTaBIMBaeT W HANPABISIET B 3KCIEPTHOE YUPEXKICHHUE U COBET IO ITHKE 3aJaHuE Ha
IIPOBEJICHUE COOTBETCTBYIOIINX 3KCIIEPTHU3.

4. B ciay4ae BbISIBIEHUS HETIOJHOTHI U (MJIM) HEAOCTOBEPHOCTH MH(OpPMALIUU, coleprKalieics B
NPEACTABICHHBIX  3asfBUTEJEM  JIOKYMEHTaX, VYIOJIHOMOYEHHBIH  (QenepaiabHbIii  opraH
WCHOJIHUTEIbHOW BJIACTH HANpABISEeT 3asgBUTENIO 3apoc 00 YTOYHEHMHM YKa3aHHOMN
uHpopmanuu. JlaHHBIM 3anpoc MOXeT OBITh IMepefaH YIOJIHOMOUYEHHOMY IpEICTaBUTEIIO
3asBUTENS JIMYHO IIOJ] PACIMCKy, HAlpaBlIeH IO I0YTE 3aKa3HBbIM IMCbMOM WM IIepelaH B
ANEKTPOHHOM (opMe MO TEIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3M. B ciyuyae HampaBiieHus
JAHHOT'O 3arpoca MO MOoYTe 3aKa3HbIM IHCbMOM OH CYMTAETCs IOITYYEHHBIM IO HCTEYEHUU
LIECTHU JJHEH C aThl HAIIPABJIEHUS 3aKa3HOIO MUCbMA. 3asBUTENIb 00s3aH MPEACTAaBUTh OTBET Ha
3aIpoC  yIOJIHOMOYEHHOro (peliepalbHOrO OpraHa MCHOJHUTEIBHOW BIACTM B CPOK, HE
IIpEeBbILIAIOIININ JAeBIHOCTA pabounx JIHEH co nHs ero nomyuyeHus. Cpok, yKa3aHHBIM B 4acTu 3
HACTOAIIEH CTaTbM, IIPUOCTAHABIMBAETCA CO [JHA HAlpaBlICHUs 3asBUTENIO 3arpoca



YIOJTHOMOYEHHOTrO (eIepaibHOTO OpraHa HMCHOJHUTENbHOW BIACTH 10 JHS TOJYyYEHUS UM
COOTBETCTBYIOIIEITO OTBETA W HE YYUTHIBAETCA IIPA HUCYUCICHUM CPOKa IPUHATHUA
YIOJTHOMOYEHHBIM (ellepaibHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH PELICHUS O NMPOBEACHUU
OKCHEPTU3bl JOKYMEHTOB Ul TOJYYEHMS pa3pellieHus Ha IPOBEAEHHUE KIMHUYECKOIO
HCCIIENOBAaHUs JIEKAPCTBEHHOTO Npenapara sl MEAUIMHCKOTO ITPUMEHEHUS.

5. OcHOBaHHEM JIJIs1 OTKa3a B MPOBEACHUH SKCIIEPTU3bI JOKYMEHTOB JIJIsl TOJIy4YE€HUSI pa3pelieHus
Ha NPOBEJCHUE KIMHUYECKOTO HKCCIEAOBaHUs JIEKAPCTBEHHOIO Npenapara g MEIUIUHCKOIO
NPUMEHEHUsI M OTUYECKOM  SKCHEPTU3bl  SBISIETCS  MPEICTABIEHHE  JOKYMEHTOB,
MPEIyCMOTPEHHBIX YacThi0 2 HACTOSALIEH CTaThu, B HEMOJHOM OO0bEME, HEMpEeACTaBICHUE
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKA3aHHBIA B YaCTH 4 HACTOAIEH CTAThU 3aIpocC
YIOJIHOMOYEHHOr0  (pefIepajbHOr0 OpraHa MCIOJHUTEIbHOM BIACTH JMOO OTCYTCTBUE B
MPEICTABICHHBIX JOKYMEHTAX MCUYCPIBIBAIOIIETO TEePeUHsi HEOOXO0AuMO HHQOpMaluu Win
uH(dopMaIK, KOoTopas JOKHA OBbITh OTpa)KCHa B HUX, a TaK)Ke OTCYTCTBHE WH(POPMAIIHH,
MOATBEpXKAaloIIe (akT ymjaaTbl TOCYIapCTBEHHOW IMONIIJIMHBI 3a TMPOBEACHHE ATHUYECKOUN
SKCIEPTU3bl, OKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM TMpemapar s [OJy4YeHUs
pa3pelicHuss Ha IPOBEIEHUE KIMHUYECKOIO HCCIIENOBAHUS JIEKAPCTBEHHOIO IIpenapara s
MEIMLIHUHCKOTO TPUMEHEHUs, 3a BblAady pa3peuieHus] Ha MPOBEIECHHE KIMHUYECKOTO
HCCIIEJOBAaHUA JIEKAPCTBEHHOIO IMpenapara Al MEAUIMHCKOTO MPUMEHEHUs, 3a IMpPOBEACHUE
SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar [uisi MOJNyYEeHHsS pa3pelleHuss Ha
MPOBEJIEHUE MEXIYHAPOAHOTO MHOTOLEHTPOBOI'O KIIMHUYECKOTO UCCIEA0BAHUS JIEKAPCTBEHHOTO
mnpernapara s MEIULMHCKOrO TPUMEHEHMs, 3a BblJady pa3pelieHHus] Ha MpPOBEACHUE
MEXIyHapOJIHOIO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Ipernapara
JUIT MEIWLMHCKOTO TIPUMEHEHMs, 3a IPOBEIECHHE ITHUUYECKOM HKCIEPTU3bl, 3SKCIEPTU3IbI
JJOKyMEHTOB Ha JICKApCTBEHHBIM Tmpenapar A IMOJYy4YEHHs] pa3pelieHdss Ha MpPOBEACHUE
MIOCTPETUCTPALMOHHOIO  KJIMHUYECKOTO MCCIIEJOBAHMs JIEKAPCTBEHHOIO IIpemapara  Juls
MEIMLMHCKOTO MPUMEHEHUS, 32 BbIAAYy pa3pelieHus] Ha MPOBEJIEHHUE MOCTPErucTpalMOHHOrO
KJIIMHUYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOr 0 Ipenapara Jjisi MEIULIMHCKOTO IPUMEHEHHUSL.

6. IlpoBeneHue HKCHepTH3bl [OKYMEHTOB Ul IIOJYyYEHHUs pa3pelIeHUss Ha MpOBeIeHUE
KJIMHUYECKOI0 HCCIIEIOBaHMsI JIEKAPCTBEHHOI'O Ipernapara JUisi MEIUIMHCKOTO IPUMEHEHUs U
3THUYECKOW 3KCIIEPTU3bI, COCTABICHHE KOMHCCHEN HKCIIEPTOB U COBETOM IO 3THUKE 3aKIIOYEHUN O
BO3MOYKHOCTH WJIM HEBO3MOXKHOCTH IIPOBEJIEHHUS TAaKOTO0 KIMHMYECKOIO MCCIEOBaHUs U
HalpaBJIeHUE JTUX 3aKIIOUCHHH B YIOTHOMOYEHHBIH (eaepasbHblii OpraH HCIOJHUTENbHON
BJIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBILAOUIMN TpUALATH pabdouyux AHEH co JHS
MIOJIyYEHHs] SKCHEPTHBIM YUPEKICHHUEM 3aJaHus YIOJIHOMOYEHHOTro (elepaabHOro OpraHa
HCHOJTHUTEIbHON BJIAcTU C NPUIOKEHUEM JOKYMEHTOB, yKa3aHHbIX B IyHkrax 3, 4, 10 u 11
YacTH 2 HACTOALICH CTaThd, U COBETOM IO ITHKE 3aJaHUsl YNOJHOMOYEHHOTO (eraepaabHOro
OpraHa MCIIOJHUTEJILHONW BJIACTH C MPHJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IMyHKTax 3 - 6, 8 u
9 yactu 2 HacTOsIIEeH CTaThU.

7. B cpok, HE PEBBIIIAIONIUN TISATH pa0OYMX THEH CO THS MOMYUYCHUS 3aKIIIOUCHUI, YKa3aHHBIX B
4yacTH 6 HACTOSIIEH CTaThU, YIOJIHOMOUYEHHBIH (eiepanbHblid OpraH UCIIOJHUTEIBHON BIACTH:

1) ocymiecTBiseT OLEHKY MOCTYMUBIIUX 3aKIIOYCHHUN IS ONpENesIeHUs] UX COOTBETCTBUS
3aJJaHHSIM Ha IIPOBEJICHUE COOTBETCTBYIOIINX SKCIIEPTH3;

2) NMpUHUMAET PEIIEHHE O BbIJaye pa3pellieHHs Ha MPOBEICHUE KIMHHUYECKOTO HCCIIETOBAHMS
JIEKAPCTBEHHOTO TMpenapara s MEIWIMHCKOTO TPUMEHEHHs Wid 00 OTKa3e B BblAadye



YKa3aHHOTO Pa3peLIeHus;

3) BblIAaeT pa3pellleHHEe Ha IPOBEAEHUE KIMHUYECKOIO HCCIIENOBAHUS JIEKAPCTBEHHOI'O
npenapara il MEIUIMHCKOrO IPUMEHEHUs WIM pelleHHe 00 OTKa3e B BblAauye yKa3aHHOI'O
pa3peleHus ¢ yKka3aHueM INPUYHUH OTKa3a.

8. OcHOBaHHEM IJIs1 OTKa3a B BbIAAYC PaspCUHICHUA HA NPOBCACHUC KIMHUYCCKOI'O UCCIICAOBAHUS
JICKAPCTBCHHOI'O IIpcIiapara AJid MECAUIMUHCKOI'O INPUMCHCHHSA SABIACTCA HAJIUYUC 3aKIIIFOYCHUA
KOMHCCHUHM DJKCICPTOB HJIM 3aKJIIOYCHHA COBCTAa II0O I3THUKEC O HCBO3MOXHOCTU IIPOBCACHUSA
KIIMHAYCCKOI'O HCCJICAOBAHUA JICKAPCTBCHHOI'O IIperiapara il MCOAULUMHCKOI'O IMPUMCHCHHS I10
pe3ysibTaraM IMPOBCACHHBIX 3KCIICPTU3, IMTPEAYCMOTPECHHBIX YaCTbhIO 6 H&CTOSIHIGIZ CTaTbu.

9. Pemienue 00 oTka3e B POBEACHUU 3KCIIEPTU3BI TOKYMEHTOB Ui MOJYUYEHUs pa3pelieHus Ha
MPOBEICHNE KIMHUYECKOTO HCCIENOBAaHUs JIEKaPCTBEHHOTO Ipenapara yisi MEIUIIUHCKOTO
MNPUMCHCHUS U 3TUYECKOH OKCIICPTHU3bI U B BbIAAYC PA3pPCUHICHUA HA MPOBCACHUC KIMHUYCCKOI'O
MCCIIeIOBaHUsl JIEKapCTBEHHOTO TMpenapara s MEIUIIMHCKOIO IMPUMEHEHUS MOXKET ObITh
00aJIOBaHO B MOPSJIKE, YCTAHOBIIEHHOM 3aKoHOJaTelIbcTBOM Poccuiickoit denepanumu.

Crarbs 39.1. DTuyeckasi skcnepTusa (B pen. @enepajbHOro 3aK0HA
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DOtuueckas OKCIICpTHU3a MPOBOAUTCA COBETOM II0 OTHKEC, CO3JaHHBIM B IIOPAIKE,
YCTAaHOBJICHHOM YIIOJIHOMOYCHHbIM (be)lepa.anHM OpraHomMm HUCIIOJTHUTCIIFHOM BJIaCTHU, B LECIAX
BbIJa4H 3aKJIOYCHUA 00 PTHYECKON 000CHOBAHHOCTH BO3MOYKHOCTH MMPOBCACHUS KIMHUYCCKOI'O
HCCIICOBaHMs JICKAPCTBCHHOI'O IIperiapara 111 MCAUIIUMHCKOTO IIPUMCHCHH .

2. DKcrepraMu COBETa IO 3TUKE MOTYT OBIThb MPEACTaBUTEIM MEAUIIMHCKUX OpraHU3allHi,
Hay4YHBIX OpraHU3alUi, 00pa30BaTENbHBIX OpraHMU3allMi BBICIIETO O00pa30BaHUS, a TaKKe
MPEICTaBUTENN OOLIECTBEHHBIX OpraHU3alUi, PETUTHO3HBIX OPraHU3aIUi U CPEJICTB MaCCOBOM
uHopmanuu. JlaHHbIE SKCHEPThl HE JOKHBI HAXOAUTHCS B KAKOH-TMOO 3aBUCHMOCTH OT
pa3pabOTYMKOB JICKAPCTBEHHBIX IMPENapaTtoB U JPYTUX JIMI[, 3aMHTEPECOBAHHBIX B PE3yibTraTax
3TUYECKON IKCIIEPTU3BI.

3. Omnara yciyr SKCIEPTOB COBETa II0 JTHKE OCYLIECTBISETCS Ha OCHOBAaHMM J0I0OBODA,
3aKJIIFOYCHHOI'0 MEXKAY YINOJIHOMOYCHHBIM q)enepaanmM OpraHomMm HUCIIOJTHUTEIILHON BJIaCTH,
KOTOpPBIM CO3JJaH COBET 10 3TUKE, U SKCIEPTOM COBETa I0 3THKE, 3a CYeT OHOIKETHBIX
ACCUTHOBAHMH, MIPEyCMOTPEHHBIX YIIOJHOMOYEHHOMY (pefiepaibHOMY OpraHy MUCIHOJIHUTEIbHON
BJIACTH, KOTOPBIM CO3/1aH COBET IO 3THKE, B (pefepantbHOM OIOKETe Ha COOTBETCTBYIOLIMNA I'OA
Ha obecrieyeHue ero JesTelIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaBuTtenscTtBoM Poccuiickoit
Deaepanum.

4. 3KCHCpTI)I COBCTA II0 3TUKEC HECYT OTBCTCTBCHHOCTbL B COOTBCTCTBHU C 3aKOHOAATCILCTBOM
Poccuiickoit ®enepaunu.

5. CocraB coBeTa IO 3THKE, IOJOKEHHE 00 3TOM COBETe, MHOPSIO0K €ro MAesTeIbHOCTH,
TpeOoBaHUs K KBATM(UKALUU U ONBITY pabOThl IO 3KCIIEPTHOMN OLIEHKE HAYyYHBIX, MEIUIIMHCKIX
U DOTUYECKHUX aCIEKTOB KJIMHWYECKUX MCCIECIOBAHUM JIEKAPCTBEHHBIX IIPENaparoB s
MEIUIIMHCKOIO TPUMEHEHHUs, IPEAbSABISIEMbIE K DJKCIIEpTaM COBETa II0 3THUKE, IOPSA0K
OpraHM3allMd U TPOBEICHUSI 3TUYECKOM 3KcrepTusbl, (hopMa 3aKiIIOYEHHs COBETa IO 3TUKE



yCTaHaBIUBAIOTCS YIOJIHOMOYEHHBIM (DeiepalbHBIM OPTaHOM HCIIOMHHUTENbHOW BiIacTu. Yucio
IpeCTaBUTENeH MEIUIIMHCKUX OpraHu3aliii He MOXKET MPEBBIIIATh [TOJIOBUHY OT OOIIEro yucia
3KCIIEPTOB COBETA 10 ITUKE.

6. Mudopmanus o cocTaBe COBETAa 0 ITHUKE, IUIaHAX €ro paboThl U TEKyIeH AEATEIbHOCTH
pasMemniaercss Ha  OQHULMAIBHOM  CaiiTeé  YNOJHOMOYEHHOro  (peaepaabHOro  opraHa
UCIIOJIHUTEIbHOU BiacTu B ceTH "VIHTepHeT" B yCTaHOBICHHOM UM IOPSJIKE.

Crarbs 40. IIpoBeneHne KJIMHNYECKOTO0 UCCJIET0BAHUA
JIEKAPCTBEHHOI0 NMpenapara Jjisi MeAMIIUHCKOT0 MpUMeHeHU A

1. PykoBoguTens MEAMIIMHCKON OpraHu3alliy, KOTopas MPOBOAUT KIMHUYECKOE HCCIIEIO0BAHHE
JIEKAPCTBEHHOTO Tpernapara i MEIUIIMHCKOTO TPUMEHEHHWs, Ha3Ha4YaeT MCCIIeA0BaTes,
OTBETCTBEHHOTO 32 MPOBEJCHUE TAKOTO MCCIEAOBAHUS U UMEIOUIEro JIeYeOHYIO CIEeIHAIbHOCTb,
COOTBETCTBYIONIYIO MPOBOJAMMOMY KIMHUYECKOMY HCCIEIOBAaHUIO JIEKApCTBEHHOTO IMpernapara,
CO CTakeM paloThl MO MporpaMMaM KIMHHUYECKUX MCCIIEOBAaHUM JIEKAaPCTBEHHBIX MpENnapaToB
HE MEHEe YeM TPH rojia U Mo €ro MpeyioKEHUI0 Ha3HauyaeT CoMCcCieoBaTeNiel U3 Ynucia Bpayeu
3TON MeIUUMHCKOW opranu3auuu. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.

or 13.07.2015))

2. HWccnenoBarenb OCYIIECTBISET BbIOOP MAIMEHTOB, KOTOpPHIE MO MEIUIIMHCKUM TMOKAa3aHUSM
MOTYT OBITh MPUBJICYECHBI K YYACTHIO B KIIMHHYECKOM HCCIIEOBAaHUH JIEKApCTBEHHOIO Mpemnapara
JUI MEAULUHCKOTO NIPUMEHEHUS.

3. MHccnenoBaTenb M COUCCIIENOBATENU JODKHBI OBITh O3HAKOMIJIEHBI C pe3yabTaTaMu
JOKIMHUYECKOIO HCCIEIOBAaHUS JIEKAPCTBEHHOIO CPEICTBA, COAEpKAIMMUCSI B Opoliope
UCCIIEI0BATENs, IPOEKTOM IIPOTOKOJIA KIIMHUYECKOTO UCCIIEI0BaHUS JIEKapCTBEHHOIO Ipernapara
JUIl MEUMIIMHCKOTO NMPUMEHEHUs, pa3paboTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOI'O Iperapara
WIM UHBIM IOPUINYECKUM JIMIOM, NPUBJIEKAEMbIM K OpraHM3alMy NPOBEIEHUS KIMHUYECKOTO
HCCIIEZIOBAaHUS JIEKAPCTBEHHOIO Mpenapara Uil MEIUIUHCKOTO IPUMEHEHUs, U JpyruMHU
MaTepHuaniaMu TaKoro UCCIEJOBaHMs.

3.1. PykoBoauTenb MEIMIMHCKON OpraHU3alii B CPOK, HE MPEBBIIAIONNN TpeX pabouux aHEeH
CO JHsS Hayaja IPOBEICHUS KIMHMYECKOTO HCCIIEJ0BaHMsI JIEKQpCTBEHHOIO IIpenapara s
MEIULUHCKOIO MPUMEHEHMs], cooOuiaer o0 3TOM B YINOJIHOMOYEHHBIH (enepanbHblii OpraH
WCHOJTHUTEIbHON BJIACTH, BBIJABIIMN pa3pellieHHe Ha IIPOBEIEHUE TAKOIO MCCIEIOBAHHUSA, 110
yCcTaHOBJIEHHON UM ¢opme. (B pen. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

4. OpraHu3anuy, OCYHIECTBISIONINE OPraHU3alUI0 MPOBEACHUS KIMHUYECKOTO HCCIICTOBAHUS
JICKAPCTBCHHOI'O IIperiapara i1 MCAUIUHCKOI'O MPUMCHCHUA U YKa3aHHBIC B HaCTU 3 cratpu 38
Hacrosiero PeeparbHOro 3aKOHA, B CIIy4ae HEOOXOAMMOCTH BHECEHUS N3MEHEHHI B IMTPOTOKOI
KJIMHUYECKOIO0 HMCCIICOBaHUs JICKAPCTBEHHOTO TMpemnapara il MEAWIIMHCKOTO IMPUMEHEHUS
cooOmaroT 00 STOM B YNOJHOMOYECHHBIH (QenepanbHbIi OpraH HWCHOJHUTEIBHOW BIIACTH,
BBIJIaBIIIMI pa3pelIeHre Ha MPOBEJCHUE TaKOrO UCCIEIOBAHMS, 10 YCTAaHOBICHHON UM (opme. (B
pen. @eaepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma coOOIlIEHUsT O BHECEHMM HM3MEHEHHUH B IPOTOKOJ KIMHMYECKOI'O HCCIIEAOBAHUS
JIEKapCTBEHHOI'O IIpernapara Ajs MEAMLUUHCKOIO IPUMEHEHUsS JNOJKHA COJEpXKAaTh CIETYyIOLIHe



ceeaenus: (B pen. enepansroro 3akoHa ot 11.10.2010 N 271-P3)

1) HaumMeHoBaHKe, UACHTU(DUKAIIMOHHBIM HOMED U JaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHMS;
(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

2) nara BHECEHMs U3MEHEHMM B IPOTOKOJ KIMHUYECKOro uccienoBanus; (B pen. denepanbHoro
3akoHa oT 11.10.2010 N 271-P3)

3) HaMMEHOBAaHME U MECTO HaxOXKJIeHus 3asButens; (B pen. deaepanbHoro 3akona ot 11.10.2010
N 271-®3)

4) HauMEHOBaHUE OpPraHM3ALMU, NPUBJIECYCHHON Pa3pabOTYUKOM JIEKAPCTBEHHOI'O Ipernapara K
OpraHu3ally MPOBEICHUS KIMHUYECKOTO HccienoBanus (mpu Hanuuuun); (B pen. degepanbHOro
3akoHa oT 11.10.2010 N 271-D3)

5) HaUMEHOBaHUSA U MECTa HAXOXKJICHUS MEIUIIMHCKUX OpraHU3alluid, B KOTOPBIX MPOBOIUTCS
KJIIMHUYEeCKoe ucciienoBanue; (B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

6) nara BbIJIaud Pa3peUICHHS HAa MPOBEACHUE KIMHHYECKOTO HCCICJAOBAHHUS M HOMEpP ITOTO
paspeuienus; (B pen. @enepanproro 3akona ot 11.10.2010 N 271-93)

7) W3MEeHEeHHs, BHOCHMBbIE B MPOTOKOJN KIMHUYECKOro uccienoBaHus. (B pen. demepanbHOro
3akoHa oT 11.10.2010 N 271-P3)

5. B cpok, He mpeBbIIaoNUi TPUALIATH PabOUUX AHEW CO JHS MOTY4YEHHUsl YKa3aHHOTO B 4acTH 4
HACTOSIILEH CTaTbU COOOIIEHUS, YIOJIHOMOUYEHHBIH (pefepalibHbIil OpraH HMCHOJIHUTEIbHON
BJIACTH pacCMaTpPHUBAET 3TO COOOIIEHNE B YCTAaHOBICHHOM UM IOPSAJKE U IPUHUMAET pelIeHue o
BHECEHUU U3MEHEHUH B IPOTOKOJ KIMHUYECKOIO HCCIIEN0BAaHUs JIEKAPCTBEHHOTO IIperapara Ajs
MEAULMHCKOIO MPUMEHEHUS WK 00 OTKa3e BO BHECEHUU TaKUX M3MeHeHu. [Ipu paccmorpenun
COOOLIeHHsI 0 HEOOXOAMMOCTH BHECEHHUS! U3MEHEHUN B MPOTOKOJ KIMHUYECKOTO MCCIIEI0BaHUS
JIEKapCTBEHHOTO MIpernapara A1 MEJUIIMHCKOTO MPUMEHEHUs B LIESIX OLIEHKH 000CHOBAHHOCTH
IpeiaraéMblX M3MEHEHMM M OIpENeeHMs CTENEHU PHUCKAa JJs MAalHMEeHTOB, INPUHUMAKOIIUX
ydyacTHE€ B KJIMHUYECKMX HCCIIEJOBaHUAX, YIOJIHOMOYEHHBIM (penepaibHbIM  OpraHoM
HCIOJHUTEIbHON BJIACTU MOTYT IIPUBIIEKAThCSI SKCIEPTHI COBETA 110 3TUKE (B pea. PenepaabHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. KnnHuueckoe uccieqoBaHue JIEKapCTBEHHOrO Mpenapara Juis MEeIULUHCKOTO HMPUMEHEHHS
MOJKET OBbITh IPUOCTAHOBIIEHO WJIM MIPEKPAIEHO, €CIIU B IIPOLIECCE €ro IPOBEIeHUsI OOHapyKeHa
OIIACHOCTH IS ’KU3HH, 370POBbs MMALIMEHTOB. B Ccilydyae BOZHUKHOBEHMS ONACHOCTH JUIsl KU3HH,
3I0pOBbsI NTALIMEHTA, YYaCTBYIOLIErO B KIMHUYECKOM HCCIIEN0BAaHUU JIEKAPCTBEHHOI'O Ipernapara
1. MEAWIMHCKOTO MPHMEHEHHUs, HCCIeNoBaTean oO0s3aHbl MPOUH(GOPMHUPOBATH 00 3TOM
PYKOBOIUTENS MEIMIIMHCKOM OpraHu3alMy M OpPraHM3alyio, IOMYyYMBILYIO pa3peuieHue
YIOJIHOMOYEHHOr0  (pefiepaibHOr0 OpraHa MCIOJHUTENbHOW BJIacTW Ha  OpraHU3alUio
IIPOBEJICHUs  KIMHUYECKOI'O  MCCIIENOBAaHUSA JICKAPCTBEHHOro Ipemnapara. Pemienwe o
IIPUOCTAHOBJICHUH KIIMHUYECKOT'O MCCIIEAOBAHNUS JIEKAPCTBEHHOTO Mperapara s MEAUIIMHCKOIO
NPUMEHEHUs NPUHUMAIOT PYKOBOAWTENb MEIUIIMHCKOM OpraHm3auuu U (Wid) OpraHu3alus,
MOJTy4MBIIas pa3pelieHne yIoJIHOMOYEHHOTO (ejepaTbHOr0 OpraHa CTIOIHUTEIbHOM BIacTH Ha
OpraHU3alMI0 IPOBEIEHUS KIMHUYECKOIO MCCIENOBAHMS JIEKAPCTBEHHOIO IIpenapara s
MEJUIMHCKOIO IPUMEHEHUS, DPEIICHUE O IPEKPAlEHUU TaKOro HCCIENOBAaHUS MPUHUMACT
YIOJIHOMOYEHHBIN (eiepaabHblii OpraH UCIOJHUTEIbHONW BJIACTH HA OCHOBAaHMU COOOIIEHMS B
MUCbMEHHOU (popMe pyKOBOAUTENSI MEIULIMHCKON OpraHU3allui WK OpraHu3alus, oIy d1BILas



paspelieHue  YHOJHOMOYEHHOro (elepalbHOr0 OpraHa MCIHOJIHUTENbHOM BIACTH Ha
OpPraHM3allMI0 MPOBEIEHUS KIMHUYECKOTO MCCIeIOBaHMs JIEKAPCTBEHHOIO Ipernapara ajis
MEIUITUHCKOTO IPUMEHEHUSI.

7. B cpok, He PEBBIIAIONIUN TATH pabOYMX JHEH CO HS 3aBEpIIEHUs, TPUOCTAHOBICHUS WU
[IPEKPAILECHNs] KIMHUYECKOrO0 HCCIIENOBAHMS JIEKAPCTBEHHOrO IIpernapara JUlsi MEIULIUMHCKOIO
IPUMEHEHHUs, COOOLIeHne 00 3TOM HalpaBisIeTCs OpraHU3alUsMM, YKa3aHHbBIMM B 4acTu 3
crarbu 38 Hactosero dexepanbHOro 3akoHa, B YIOJHOMOYEHHbIN (enepaibHblil opraH
WCTIOJIHUTETIHHOM BJIACTH 110 YCTaHOBICHHOM UM (opme.

8. ®opma cooOuIeHUsI O 3aBEpIICHUM, MPUOCTAHOBICHUU WM MPEKPAIICHUH KIMHHUYECKOTO
MCCIIeI0OBaHus JIEKapCTBEHHOIO Mpenapara i MEAUIIMHCKOTO MPUMEHEHUS JI0JKHA COJIEPIKATh:

1) wundbopmanuio O MEIUUMHCKOM OpraHu3allud WIM MEIUIMHCKUX  OpraHu3almsix,
MPOBOJMBIINX JAHHOE UCCIIEIOBAHUE;

2) onMcaHue JaHHOTO UCCIEeI0OBaHUS;

3) manuble uccienoBarens (hamMuians, UMs, OTYECTBO, MECTO PabOThI, 3aHUMaeMas JOJDKHOCTb,
CHEHMATBHOCTh, CTaX PAa0OTHI MO MPOrpaMMaM KIWHHUYECKHX HCCIICIOBAaHUHN JICKAPCTBEHHBIX
MperaparoB, NepeueHb KIMHUYECKUX MCCIICIOBAHUHN JICKAPCTBEHHBIX MPENapaToB, B KOTOPHIX OH
NpUHUMAJT ydacTue (Tepuobl Yy4acThsi) B KaueCTBE MCCIEAOBATENsl MIIM coucclienoBares); (B
pen. @eaepanbHoro 3akona ot 11.10.2010 N 271-P3)

4) pesynbTar JAHHOTO HCCIENOBaHUS (3aBepIICHHE, MPUOCTAHOBIEHHWE WM MpEeKpallieHre
JaHHOTI'0 UCCJICAOBAHHA C YKA3aHUCM UX MPHUYWH U BIIMAHUA HA OUCHKY €ro pe3yJibTaToB, O6HIYIO
OLIEHKY PHCKa U 0XKHMJIAeMOM MOJIb3bl OT MPUMEHEHHSI HCCIIEyeMOTo0 JIEKAPCTBEHHOTO Mpenapara,
a TaKKe IpernonaraeMble AajJbHene 1eHCTBU).

8.1. Ilpu BbisiBIEeHUM (eaepaJbHbIM OpPraHOM HCIOJHUTEIBHOM BIIACTH, OCYIIECTBISAIOLIUM
(YHKLIMHU 110 KOHTPOJIIO U HAA30py B cepe 31paBOOXpAHEHUs, HapyLLIEHHUH TpaBuIl HaJyIexalei
KJIIMHAYECKOW MPAKTUKU IIPU IPOBEACHUM KIMHUYECKOIO HCCIECIOBaHUSA JIEKapCTBEHHOIO
Ipernapara, BIMSIOIIMX Ha TMOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIMHUYECKOIO
HCCIIEZIOBAHUS, yKa3aHHbIN (enepanbHbIi OpraH UCIOJIHUTENbHOM BIACTH NPUOCTAHABIMBACT
[IPOBEJICHNE JTAHHOI'O KIMHUYECKOTO MCCIIENOBAaHUS U BBIHOCUT MEIMLIMHCKOM OpraHu3alnyy, B
KOTOpPOH IPOBOAUTCS JAHHOE KIMHUYECKOE MCCIeOBaHUE, NpeAnucaHue o0 yCTpaHEHUHU
BBISBJICHHBIX HapyuleHud. [Ipu HeyCTpaHeHMM MEIMLMHCKOM OpraHu3alliel BbISBICHHBIX
HapylleHUH B YCTaHOBJCHHBI B MpeINUCaHUM CPOK YyKa3aHHBIA (penepalbHbli Oprax
WCIIOJIHUTEIIbHOM BJIACTH IPUHUMAECT DPEIICHHE O IPEKpPALIEHUU IPOBEICHUS KIMHUYECKOIO
UCCIIeIOBaHUS  JIGKAPCTBEHHOTO TMpermapara ¥  HampaBilseT B  QeaepanbHBId  OpraH
WCIOJIHUTEIbHON BJIACTH, OCYIIECTBISIOMIMI (QyHKIMM 10 BBIPaOOTKE M pealu3aluu
rOCYJapCTBEHHON  IOMUTHUKM W  HOPMAaTHBHO-NPAaBOBOMY  DEryJIMpOBaHUIO B  cdepe
3paBOOXPAHEHHUs, 3aKIIOYEHHE O BBIABICHUM IIPU IPOBEACHUU JAHHOIO KIMHUYECKOIO
HCCIIEIOBAHUSA HApYyUIEHUH NOpaBuil HaJJeXaled KIWMHUYECKOW MPAaKTUKUA ISl MPUHSTHUS
peuieHuss 00 OTMEHE pas3pelleHHs] Ha OpraHu3alyi0 IPOBEIEHHUS JaHHOIO KIMHHYECKOI'o
HCCIIEIOBAaHUS C JaThl NPUHATHS PELICHUS O IPUOCTAHOBJICHUM INPOBEACHMSI KIMHUYECKOIO
MCCIeI0OBaHus JIEKapCTBEHHOTo Tipenapara. (B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-
®3)

9. VYmonHomoueHHBIH (enepanbHbIi OpraH HCHOJHUTEIBHOM BIACTH OMYOIMKOBBIBAET U



pa3MeniaeT Ha cBoeM o¢uIManbHOM caiite B cetn "MHTepHeT" cooOlieHrne O 3aBeplICHUH,
MPUOCTAHOBICHUH WM MPEKPAIEHIN KIMHUYECKOTO UCCIIEIOBAHUS JIEKapCTBEHHOT 0 Ipernapara
JUISI METMIIMHCKOTO TPUMEHEHHUsSI B CPOK, HE MPEBBIMIAIONIMNA MATH pabouux JHEH CO JHS €ro
MOJIy4CHHUs, B YCTAHOBJICHHOM UM ITOPAJKE.

10. YnonHoMo4yeHHBIN (enepabHbIi OpraH MCIOJHUTEIBHOM BJIACTU OCYIIECTBIISIET BEICHUE
peecTpa uccienoBaresel, MPOBOAAIIMX WJIM TPOBOAMBIIMX KIMHHUYECKHUE HCCIEIOBAHUS
JIEKAPCTBEHHBIX MpEmnaparoB IS MEAUIMHCKOTO TPUMEHEHHS, B  COOTBETCTBUHU C
YTBEP)KJICHHBIMU UM TMpaBWJIaMH W pa3MeNiaeT €ro Ha cBoeM OQUIMAIbHOM CaiiTe B CETH
"MHTepHeT" B YCTAHOBJICHHOM MM IMOpPSJKE. YKa3aHHBIA peecTp COACPKHUT HH(POPMAIIHIO,
MPEIyCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOSIIEN CTaThH.

11. Otuer o pe3ynbTarax KIMHUYECKOTO HCCIEJOBAaHMUs JIEKAPCTBEHHOIO Ipenapara s
MEIULUHCKOIO IPUMEHEHUsI COCTaBJSIeTCsl OpraHu3aluell, ykazaHHOW B yactu 3 crartbu 38
Hacroswero MdenepanbHOro 3aKOHA, HA OCHOBAHMM 3aKJIIOYEHUN MEIULMHCKUX OpraHU3aLMM,
MPOBOJMBIIHNX 3TO HCCIEJOBAaHHUE, U MPEICTABISAETCS B YIOJIHOMOYCHHBIN (enepanbHblii Opran
WCIIOJIHUTEIIbHOM BIIACTH, BBIAABIINN Pa3pellieHue Ha IIPOBEACHUE dTOI0 UCCIENOBAHMS, B CPOK,
HE IPEBBIIIAIOIINNA TPEX MECILEB CO JAHS €r0 3aBEPILICHHUs, IPUOCTAHOBIICHUS WU IIPEKPALLECHUS,
B MOPSIJIKE, YCTAHOBJIEHHOM YIIOJIHOMOUEHHBIM (heiepaibHbIM OPraHOM HCHOJIHUTEIbHON BIACTH.

12. Hapymienue mpaBui Ha/jiexamled KIMHHUYECKOW MpakTUKH, (anbcupukanus pe3ylibTaToB
KJIIMHAYECKOI0 HCCIIEJOBAHMS JIEKAPCTBEHHOIO Ipernapara Julsi MEAULMHCKOIO INPUMEHEHUs
BJIEKYT 3a CcO0Oil OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoi
®eneparuu. (B pen. PeaepansHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

13. Ilpu mnpoBeneHMM KJIMHHUYECKOTO MCCIENOBaHMs JIEKAPCTBEHHOIO Ipenapara i
MEIULUHCKOIO MPUMEHEHMsI JONyCKaeTcss 3a00p y HAlMEeHTOB OMOJIOIMYECKHX MaTepualioB
(0Opa3ubl OMOJIOTUYECKUX JKUIKOCTEH, TKaHEW, CEKPEeTOB U IPOAYKTOB KU3HEAEATEIbHOCTH
YeyoBeKa, (PM3MOJIOTMYECKUX M MATOJIOTMYECKUX BBIJIENEHUH, Ma3KoB, COCKOOOB, CMBIBOB,
MUKpPOOPraHU3MOB, OMONICUIHBINA MaTepuai) Al ux usydenus B Poccuiickoit @enepauuu u (win)
3a nipenenamu Poccutickoit denepanmu. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

14. Tlopsimox BBO3a B Poccuiickyio ®@enepanuio U BbiBo3a 3a npenensl Poccuiickoit deaepanuun
OMOJIOTUYECKUX MAaTepUalioB, IOJYyYEHHBIX IPU IPOBEAEHUU KIMHUYECKOTO HCCIIEAOBAHUS
JIEKapCTBEHHOr0  Mpemapara  AiAs  MEIULUMHCKOIO  INPUMEHEHUs,  yCTaHaBIMBAETCS
[IpaBurenscTBoM Poccuiickoit denepanun. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

Crarba 41. I[OFOBOp 0 MPOBCACHUH KIMHUYCCKOI0 HCCJICAOBAHUA
JEKAPCTBCHHOI'0 NMMpenapara aJid MCANIHHCKOI0 IPUMECHCHU S

1. Knunanueckoe uccieqoBaHue JIEKApCTBEHHOIO Iperapara Juisi MEAULUHCKOIO NMPUMEHEHUs
IIPOBOJIUTCS. B COOTBETCTBUM C JOIOBOPOM O IIPOBEACHUU KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOr0 Ipemnapara A MEAMLMHCKOIO IPUMEHEHUs, 3aKII04aeMbIM — MEXIY
OpraHu3alMel, NOJYy4YUBIIEH pa3pellieHHe YHNOJHOMOUYEHHOro  (efepaJbHOro  Oprasa
HCHOJTHUTEIbHON BJIACTU HA OPraHU3alMI0 POBEIEHUS TAKOIO MCCIEIOBAHUSA, U MEIULIUHCKON
OpraHu3alyei, oCcyIeCTBISIOIIEeN IPOBEAEHNE TAKOTO UCCIIEJOBAHUS.



2. HOFOBOp 0 MOPOBCACHHUHU KIMHHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIpe€riapara i
MCIUIMHCKOI'O MPUMCHCHU TOJIKCH COACPIKATh!:

1) ycioBus ¥ CPOKU IIPOBEAECHUS JAHHOTO UCCIIEN0BAHUS;

2) ompeneneHue oOIIel CTOMMOCTH MPOrpaMMbl TAaHHOTO HMCCIEAOBAHUS C YKAa3aHHEM CyMMBbI,
IpeAHa3HaYaroNIecs IS BBIILJIAT UCCIIENOBATENSIM, COMCCIIEI0BATENSAM;

3) ompeaeneHue QOpMbI  TPEINCTABICHUS  pPE3yJbTAaTOB  JAHHOTO  MCCIEAOBaHUA B
YIOJIHOMOYEHHBIN (peaepasibHbIi OpraH UCIOJIHUTENIbHOM BIACTH.

Crartbi 42. DuHAHCOBOE 00ecnmeUeHNEe KIMHNYECKOro HCCJIeI0BAHNA
JIEKAPCTBEHHOI0 NMpenapara Jjisi MeAMIIUHCKOT0 NpUMeHeHU S

®duHaHcoBOoe oOecIeUeHUEe KIMHUYSCKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIplliapara Ijid
MCIUIMHCKOI'O MPUMCHCHU OCYIICCTBIIACTCA 3a CHCT:

1) cpencts denepanbHOro OroKETA;

2) cpencTB OpraHu3aiii, MOJMYYUBIIMX pa3pelleHWe Ha OPraHU3alHUI0 MPOBEIEHUS TaHHOTO
HCCIIENOBAaHUsl, B COOTBETCTBUU C YCIOBUSIMU JOTOBOPA O €r0 IPOBENCHUY;

3) UHBIX HE 3allPelLeHHbIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepannun HCTOYHUKOB.

Crarba 43. HpaBa MNAalMEHTOB, YHACTBYOIIIUX B KIIMHUICCKOM
HCCICA0OBAHNHU JICKAPCTBCHHOI'0 IMpennapara 1Js MEAUNIUHCKOI0
NPUMCHCHUSA

1. VYyactue mnanmueHTOB B KIMHUYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOTO IMpemnapara s
MEJHUIIUHCKOTO PUMEHEHUS SBIISETCS JOOPOBOIBHBIM.

2. IlanmeHT WM ero 3aKOHHBIM MPEICTaBUTENb JIODKEH ObITh MH(MOPMHPOBAH B MUCHbMEHHOMN
dbopme:

1) o nexapcTBEHHOM IMpenapare Ajas MEAUIIMHCKOTO MPUMEHEHUS U CYIIHOCTH KIMHUYECKOTO
HCCIIEOBAHUsA dTOT0 JIEKapCTBEHHOIO IIperapara;

2) o 0e30macHOCTH JIEKAPCTBEHHOTO TMpenapara g MEAMIIMHCKOTO TPUMEHEHHs, €ro
oxuaaeMol 3(h(heKTUBHOCTH U CTETIEHU PUCKA JJIs NAIIUEeHTa;

3) 00 ycnoBHSX ydacTHs NallMEeHTa B KJIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOI'O Ipernapara
JUI. MEIULIMHCKOTO IIPUMEHEHMS;

4) 0 uenM WM LENSAX W MPOJOJDKUTEIHHOCTH KIMHUYECKOT'O HMCCIIEHOBAHMS JIEKAPCTBEHHOTO
npenapara i MEIUIMHCKOTO ITPUMEHEHUS

5) o neHCTBUAX MalMEeHTa B cily4yae HENpeIBUACHHBIX 3((EKTOB BIUSHUS JIEKAPCTBEHHOIO
Ipernapara Uit MEAULUHCKOIO IPUMEHEHUS Ha COCTOSTHUE €r0 30POBbS;

6) 00 ycioBHX 0053aT€NbHOTO CTPAXOBaHUS KU3HH, 3/J0POBBS MAIIUEHTA;



7) 0 TrapaHTUsaX KOH(l)I/IIICHIII/IaJ'II)HOCTI/I ydaCTyud NagyueHTa B KIMHUYCCKOM HMCCIICAOBAHUU
JICKApPCTBCHHOTI'O ITpe€riapara sl MCAUIIUHCKOI'O ITPUMCHCHU.

3. JloOpoBOjbHOE coIlacue MalMeHTa Ha YyyacTue B KIMHUYECKOM HCCIENOBAaHUU
JIEKapCTBEHHOT0 Tpernapara AJii MEIUIMHCKOTO MPUMEHEHUS MOATBEPKIACTCS €ro MOJMUCHIO
WM TTOJIITUCHIO €0 3aKOHHOT'O TPEACTaBUTENSI HA HHPOPMAIIMOHHOM JIMCTKE MMalUeHTa.

4, HaHI/ICHT WIA €r0 3aKOHHBIN IpeaAcCTaBUTCIIb HMECT IIPaBO OTKa3aTbCsd OT YYaCTus B
KIIMHAYCCKOM HCCIICAOBAHUM JICKAPCTBCHHOI'O IIpCriapara i1 MCIUIHMHCKOIO IMPUMCHCHHUA Ha
JII000H CTaauu MPOBCACHUA TAKOI'0 UCCICAOBAHM.

5. lIpoBeneHue KIMHUYECKOIO MCCIIENOBAHUS JIEKAPCTBEHHOIO Ipenapara Uil MEJULIMHCKOIO
IIPUMEHEHUsI C y4acTHEM B KaueCTBE NALUEHTOB JAETEH JOIYCKAETCS TOJIBKO C COIIacusl B
NUCbMEHHOU (QopMe UX poaUTeNel, yChIHOBUTENEH. JleTu MOoryT paccmarpuBaThCsi B KauecTBE
MOTEHIUATBHBIX MAllMEHTOB TAaKOTO HCCIEOBAaHMS, TOJIBKO €CII €ro MpoBEACHHE HEOOXOIMMO
JUI YKPEIJICHUs! 310pOBbsl AeTel WM NMPO(UIAaKTUKY MH(EKIIMOHHBIX 3a00JI€BaHUM B J1€TCKOM
BO3pacTe JM00 €Clu IeJIbI0 TAKOTO MCCIIEOBAaHUs SBISETCS MOJy4Y€HHUE AAHHBIX O HaWIydllen
JIO3UPOBKE JIEKAPCTBEHHOTO Mpemnapara sl JedeHus jAered. B sTux ciyyasix TakoMy
HCCIIEIOBAHUIO JIOJDKHO IPEALIECTBOBATh KIMHUYECKOE MCCIENOBAHHUE JIEKAPCTBEHHOI'O
mpenapara Uil MEIMLIMHCKOIO IIPUMEHEHUS Ha COBEPLUEHHONETHUX TpaxJaHax, 3a
HCKIIIOYCHUEM CIIy4yacB, €CIU HCCIENyeMbId JIEKAPCTBEHHBIM Mpenapar s MEIULIMHCKOIO
IIPUMEHEHUs IIPEIHA3HAYEH HCKIIOYUTEIBHO JUI1 HCIOJIB30BAaHUS HECOBEPIIECHHOJIETHUMHU
rpaxaadamu. (B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-P3)

6. 3anpeulaeTc;1 MMPOBCACHUC KIIMHUYCCKOIO HCCJICAOBAHHA JICKAPCTBCHHOI'O IIpflapara s
MCIUIMHCKOI'O MMPUMCHCHUS C YUACTUEM B KAUCCTBC IMAI[MCHTOB:

1) nereii-cupor u erei, ocTaBIIKXCs 0€3 MONEYEHUs! POAUTENIEH;

2) KEHIIMH B TEpHOJ OCpPEeMEHHOCTH, >KCHIIWH B TMEpPUOJ TPYIHOTO BCKApMIIMBAHMS, 3a
UCKJIIOYEHUEM CIIy4aeB, €CJId IPOBOAUTCA KIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOI'O
npenapara, NpeIHAa3HAYeHHOTO Ui YKa3aHHBIX JKCHIIWH, MpPH YCIOBHU HEOOXOAUMMOCTH
noyiyueHus: MHGOpPMAIMK TOJBKO BO BpPEMsl TMPOBENEHUS COOTBETCTBYIOLIMX KIMHHYECKHX
WCCJIeIOBAaHUN M MPUHSITHS BCEX HEOOXOTUMBIX MEp MO MCKIIOYEHUI0 pHCKa HAaHECEHHs Bpena
KEHIIMHE B MEepUosl OEpEMEHHOCTH, KEHIIMHE B MEPUOJ TPYAHOTO BCKAPMIIMBAHUS, TUIOAY WIH
peOeHKy;

3) BOEHHOCIHYXKalIMX, 3a UCKIIOUYEHHEM CIIy4aeB IpPOBEIEHHUS KJIMHUYECKOTO HCCIIEAO0BAHUS
JIEKapCTBEHHOI'0 TIpenapara, CHELHaIbHO pPa3pabOTaHHOrO JJsi TNPUMEHEHUsS B YCIOBHSX
BOEHHBIX JICHCTBUM, Ype3BBIYAMHBIX CUTyallMi, NPOQUIAKTUKA U JIedeHUs 3a0o0JeBaHUN U
NOPAXEHUH, TMOJYYEHHbIX B pe3yJbTare BO3JACHCTBUS HEOJAronpUATHBIX XHUMHUYECKHX,
OMOJOTUYECKUX,  paaualMoHHbIX  (akropoB.  KnumHuyeckoe  McCCIeOBaHUE  TaKOro
JIEKapCTBEHHOI'0 IIpernapara MOKET IPOBOAUTHCS C YYacTHEM B KaueCTBE IALUEHTOB
BOEHHOCIYXAIlUX, 32 HCKIIOYEHUEM BOEHHOCIYXAalllUX, MPOXOAAIIMX BOEHHYIO CIYXOy IO
NPU3BIBY, C COONIONEHUEM TPeOOBaHUM, yCTaHOBIEHHBIX HacTosuM denepanbHbIM 3aKOHOM B
OTHOIIEHUH I'PaXKAAHCKUX JIULL;

4) cOTpYITHUKOB ITPAaBOOXPAHUTEIIBHBIX OPI'aHOB;

5) nwuil, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIIEHUS CBOOOJbI, a TAKKE JIUI], HAXOASIIUXCS O]
CTpaxel B CIEACTBEHHBIX U30ISTOPAX.



7. JlomyckaeTcsi NpOBEACHHE KIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOI'O IIpernapara Juis
MEIUIIUHCKOTO MPUMEHEHUs, MPEeIHA3HAYCHHOTO Ui JICUEHUs ICUXUYECKUX 3a0oseBaHuM, C
y4aCTUEM B Ka4€CTBC IMALIMCHTOB JIMI C ICUXUYCCKUMU 3a6OJ'IeBaHI/ISIMI/I, MPU3HAHHBIX
HEJeeCOCOOHBIMM B TIOPSJKE, YCTAHOBIIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit ®denepanuu.
Knununueckoe wuccienoBaHue JIEKapCTBEHHOIO Iperapara B 3TOM Cllyyae IIPOBOJMUTCS IPHU
HaJIMYUU COIVIacus B MUCbMEHHOMN (OpMe 3aKOHHBIX IIpEACTaBUTENEH YKa3aHHbIX JIMIL.

Crarbs 44. O0s13aTe/IbHOE CTPAXOBaHME KU3HU, 3[I0POBbS MALIMEHTA,
YUYaCTBYIOLIET0 B KIMHNYECKOM MCCJIEI0BAHNHU JIEKAPCTBEHHOTIO
npenapara JJjisi MeIMIMHCKOro npuMeHeHus (B pea. PegepajbHOro
3akoHa oT 29.11.2010 N 313-®3)

1. Opranuzanus, MONyYHBIIAs pPa3pelieHUEe Ha OpPraHU3alMI0 MPOBEACHHS KIMHUYECKOTO
WCCJICZIOBAHUS JICKAPCTBEHHOT'O TIperapara Jjisi MEITUIIUHCKOTO TIPUMEHEHMS, 00s13aHa B KaUeCTBE
CTpaxoBaresisl CTPaxoBaTb PUCK NPUYUHEHHS BPENA JKU3HHU, 3M0POBBIO IAIIMEHTA B PE3YyJIBTATE
MPOBEACHUs KIIMHUYECKOIO HCCIIENOBAHUS JIEKAPCTBEHHOIO IIpenapara Uil MEIUIUHCKOTO
MIPUMEHEHUS 32 CBOM CUET MyTEeM 3aKJIIOUCHHS I0TOBOpa 003aTEIbHOTO CTPAaXOBaHMUSL.

2. OOBeKTOM 0053aTeIbHOTO0 CTPAaXOBaHMs SBJIAETCS HMMYIIECTBEHHBIN HHTEpEC MalUeHTa,
CBSI3AQHHBII C NPUYMHEHHUEM Bpela €ro J>KU3HH WM 3I0POBbI0O B pe3ylbTare MpPOBEACHUS
KJIMHAYECKOT'0 UCCIIEJOBAHHS JIEKAPCTBEHHOT'O Mpernapara st MEIUIIMHCKOTO IPUMEHEHHSL.

3. CTpaxoBbIM Clly4aeM IO JOTOBOPY 00S3aTeIbHOTO CTPAXOBAaHMs SBJSIETCS CMEPTh MallMeHTa
WIN YXyIIIEHWE €ro 310pOBbs, B TOM YHUCIE BIEKyIIee 3a COOOH yCTaHOBICHHE MHBAIUIHOCTH,
npru HaJIUIUH HpH‘lHHHO—CHeI{CTBCHHOﬁ CBA3M MCKAY HACTYILICHUEM JOTOI'O coObITHS H
y4acTHEM IMallMeHTa B KIIMHUYECKOM HCCIICI0BaHUY JICKAPCTBEHHOTO Mperapara.

4. Tpe60BaHI/I$I O BO3MCHICHMH BpEld, IMPUIYUMHCHHOIO JKW3HHU WJIK 310POBbBIO IIAlIMCHTA,
NpeaAbABIAIOTCA B TCUYCHUC CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHbLIX TI'pPaXXJaHCKUM
3aKOHOAAaTCJIIbCTBOM.

5. Pa3mep cTpaxoBoil BBIILIATHI IO JOTOBOPY 00SI3aTEIILHOTO CTPAXOBAaHUS COCTABIISIET:

1) B cimy4yae cMepTH ManyeHTa JBa MIIJIMOHA pyOsei Ha KaXk10ro NalleHTa, y4acTBOBABILIETO B
KJIMHUYECKOM M CCIIEI0BaHUHU JIEKAPCTBEHHOTO NIpenapara;

2) npu yXyALIEHUH 3/J0POBbs MALIUEHTa:

a) MOBJIEKILIEM 3a COOOM yCTAaHOBJIEHUE UHBAINIHOCTH | rpyIIbl, OMMH MUJUIMOH MATHCOT ThICAY
pyOieil Ha Ka)KJ0ro MalueHTa, yyacTBOBABILIEr0 B KIIMHUYECKOM MCCIIEI0BAaHUU JIEKAPCTBEHHOTO
Ipernapara;

0) moBJIEKIIIEM 3a COOOM yCTaHOBJIEHHE MHBAIMIHOCTH Il rpymmbl, oguH MWUIMOH pyOnel Ha
Ka)<JIOTO MAIMEHTa, Y4aCTBOBABIIETO B KIMHHYECKOM UCCIIECIOBAaHHMH JICKAPCTBEHHOTO MPETapara;

B) IOBJIEKILIEM 3a cO0OH ycTaHoBieHHe nHBanuaHocTH Il rpynmel, nsarbcoT ThiCSY pyOnei Ha
Ka)KJI0T0 ITallMeHTa, y4acTBOBABILIErO B KIIMHUYECKOM MCCIIEA0BAaHUHU JIEKAPCTBEHHOIO IIperapara;

I') HE TIOBJIEKIIIEM 3a COOOW yCTAaHOBJIEHUS MHBAIMIHOCTH, HE 0oJiee UeM TPHUCTa ThICSY pyOsnei
Ha KaXJIOro NAaIlMeHTa, Yy4YaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUHU JIEKApCTBEHHOTO



nperapara, KCX0/lsl U3 HOPMATUBOB, OTPAXKAIOIIMX XaPAKTEP U CTEIECHb MOBPEIKIACHUS 30POBbS,
a Takke (PaKTUYECKU MOHECEHHBIX MalMEHTOM PAaCXO0J0B, BBI3BAHHBIX MOBPEKICHHEM 310POBbI,
Ha MEIUIIMHCKYIO TTOMOIIb, TPUOOPETEHUE JICKAPCTBEHHBIX TpernaparoB. (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yactp yrparmna cuiy. (B pen. denepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

7. Cpok 1oroBopa 00s3aTelbHOIO CTPAaxOBaHMUs HE MOXET ObITh MEHEe, YeEM CPOK IPOBEIEHHS
KJIMHUYECKOI'O UCCIIE0BAHUS JIEKAPCTBEHHOT'O NIpernapara.

8. YcnoBus moroBopa 00s3aTENBHOIO CTPAaxOBaHUs, B TOM YHCJIE CTPaxoBble TapH]bl 1O
00s13aTeIbHOMY CTPaxOBaHMIO, I€PeUYeHb HEOOXOAMMBIX JIOKYMEHTOB JUIS OCYIIECTBICHUS
CTanOBOﬁ BBIIIJIATHI, IMOPAAOK YCTaHOBJICHUSA CTpaxoBareciieM HHIUBUIYAJIbHOT'O
UACHTU(DUKAIMOHHOTO  KOJa  TAllMEeHTa, MOpSAOK  HHQOPMHUPOBAHUS  CTpaxoBaTelieM
CTpaxOBIIMKa O MPUBJICYCHHBIX K KIMHHUYECKOMY HCCIIEIOBAHUIO JEKapCTBEHHOIO Ipernapara
sl MCIAUIUHCKOIO IPUMCEHCHUA IMAllMCHTAX, IOPAJ0K YIIJIAThl CTanOBOﬁ npemMuun, IMopAaoK
peanu3anyuy ONpEeAeTIeHHBIX HacToAmmM dDenepanbHbIM 3aKOHOM M JAPYTUMH (enepatbHbIMU
3aKOHAMU TIpaB U OOS3aHHOCTEH CTOPOH IO JIOTOBOPY OOS3aTeIbHOIO CTPAXOBaHUS, a TaKKe
HOPMATHBbI, OTPAXKAIOHIUC XAPAKTCp U CTCHICHb IMOBPCIKACHHA 3J0POBbiA, YCTAHABIMBAIOTCA
TUIOBBIMHM TIpaBUJIaMHU 00s3aTeNbHOrO cTpaxoBaHusa. (B pen. dDemepasbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. or 13.07.2015))

9. B cnywyae npuUuMHEHUs BpeAa SKM3HM IALMEHTAa, Y4YaCTBOBABILEIO B KJIMHUYECKOM
UCCIEIOBAaHUM  JIEKAPCTBEHHOIO  IIpenapara,  BBIFOJONPHOOpETaTeNsiMH 10  JOTOBOPY
00513aTeIbHOTO0 CTPaxOBaHUs SIBJSIIOTCS IpaKAaHe, MMEIOLIME MpaBO Ha BO3MEILEHUE Bpela B
cllydya€ CMEpPTH KOpPMMIJIbLIA B COOTBETCTBUM C TIPAKIAHCKUM 3aKOHOJATEIbCTBOM, IIPU
OTCYTCTBUU TaKUX I'Pa)/JaH - POAUTENH, CYIpyT, I€TH yMEPIIEro NalleHTa, y4acTBOBaBILIEro B
KJIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOIO IIpenapara, B Cly4yae CMEpTH HalMEHTa,
Y4acTBOBABILEr0 B KJIMHUYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOI'O IMpenapara U HE HMMEBIIEro
CaMOCTOATEJIBHOIO J0X0/a, - TPaKJaHe, Ha W)KIUBEHUHM KOTOPBIX OH HAaXOJAWICS, B OTHOIIEHUU
BO3MEIICHUs] pacXof0oB Ha MOrpedeHHEe MAlMUEHTa, YYacTBOBABILIEIO B KIMHUYECKOM
UCCIIEI0BaHUH JIEKAPCTBEHHOI'O NIPENapara, - JHUILO, IOHECIIee TAKUE PACXOABI.

10. CrpaxoBas BblIUIaTa B CYET BO3MEIIEHHUS Bpena, MNPUUYMHEHHOTO U3HU IMalMEHTa,
Y4aCTBOBABIIIETO B KJIMHHUYECKOM HCCJIEJOBAHUM JIEKAPCTBEHHOTO IIperapara, pacrpenessieTcs
MEX/y BBITOIONPUOOPETATENIMU MTPOTOPIIMOHATBHO UX KOJIMYECTBY B PABHBIX JOJISIX.

11. Tlpu HacTymjeHUH CTPAxXOBOrO CJiydas MAUUEHT, YYacTBOBABIIMH B KJIMHUYECKOM
MCCJIeIOBAaHUU  JIEKAPCTBEHHOTO IIpernapara, BbITOJAONPHOOpETaTeNnh BIpPaBE IMPEIbSIBUTH
HEIMOCPEICTBEHHO CTPaxXOBIIMKY TpeOOBaHUE O BO3MEIICHUH MpUYMHEHHOro Bpena. CTpaxoBas
BBITIJIaTa OCYUIECTBIISIETCSl CTPAXOBIIMKOM B TEUEHHE TPHUALATH JHEH CO JHS TpeNCTaBICHUS
HEOOXOIUMBIX JTOKyMEeHTOB. [lalMeHT, ydYacTBOBaBIIMH B KIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOTO Tperapara, Wil BbITOJAONpHOOpeTaTenb 00s3aH COOOIIUTh CTPAXOBIIMKY IS
OCYIIECTBJICHHUSI CTPaXOBOW BBIIJIATHl WHIWBUIYaJbHbI WACHTU(PUKAIIMOHHBIA KOJI MAallMEHTa,
YCTAaHOBJICHHBI CTpaxoBaTeJeM B COOTBETCTBUM C THUIIOBBIMHU MpaBUJIAMU 00S3aTEIbLHOTO
CTpaxoBaHMUSI.

12. Jlo monHOro ompeneneHus pa3Mepa MOJIESKAIIEro BO3MELICHHIO Bpeda CTPAXOBILUK IIO
3a4BJICHUIO IMallMCHTA, YYaCTBOBABUICI'O B KIMHHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O



npernapara, WIH 3asBJICHUIO BbIFOJONpPHOOpETaTeNsl BIIPABE OCYIIECTBUTh 4YacTh CTPaXOBOU
BBIIIAThl, COOTBETCTBYIOLIYIO (PAKTUYECKHU OINPEIEI€HHON YacTH IPUUMHEHHOI'O BPEa.

13. CrpaxoBasi BblIUIaATA B COOTBETCTBUM C JIOTOBOPOM O0S3aTENbHOTO CTPAXOBAHUS
OCYILECTBIISIETCS] HE3aBUCUMO OT BBIILJIAT, IPUUUTAIOLIUXCSA 110 JPYTUM BUAAM CTPAXOBAHUSL.

14. He A0IyCKAaCTCd Yy4dYaCTHUC IMaluCHTa B MNPOBCACHHU KIMHHUYCCKOIO MCCIICAOBAHUA
JICKApCTBCHHOI'O IMperiapara npu OTCyTCTBHUU JOroBOpa 00s13aTEIHLHOTO CTpaxOoBaHU .

15. KonTpons 3a HCIIOJIHEHHEM OpraHu3alyeil, NOJIy4YMBIIEH pa3pelleHHe Ha OpraHU3aluio
NIPOBEJCHUS KIMHUYECKOIO HCCIIE0BaHMUs JIEKAPCTBEHHOIO Ipenapara Juisi MEeAULUHCKOIO
NPUMEHEHUs, YCTAHOBJIEHHOM HacToslled crarbed O0OsA3aHHOCTM IO  00s3aTeIbHOMY
CTPaxOBaHMIO JKHU3HHU, 370POBbs MAIMEHTA, YYaCTBYIOIIETO (YYacTBOBABIIETO) B KIMHUYECKOM
UCCIIeIOBaHUH JIEKAPCTBEHHOT'O Tperapara, OCyIIECTBISIETCS YIOJIHOMOYCHHBIM (eaepaabHbIM
OpPraHOM MCIIOJIHUTENIbHOM BJIACTH, BBIJABIIMM pa3pellieHue Ha IPOBEACHUE KIMHUYECKUX
HCCIIEZIOBAaHUH JIEKAPCTBEHHBIX MIPENaparoB JUIsi MEAUIIUHCKOTO IIPUMEHEHHUS.

I'masa 8. IPONU3BOJACTBO U MAPKUPOBKA
JIEKAPCTBEHHBIX CPE/ICTB

Crarbs 45. IIpou3BoaCTBO JIeKAPCTBEHHBIX CPEICTB

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOHKHO COOTBETCTBOBAaTh TPEOOBAHMSIM TMPABUII
HaJJIeXXalel MMpor3BOACTBEHHON NPAKTUKH, YTBEPKICHHBIM YIOJIHOMOYEHHBIM (perepaibHbIM
OpPraHOM HCIHOJHUTENbHOM BiacTu. (OcoOEHHOCTH mepexoja IPOU3BOACTBA  OTAEIBHBIX
JICKApCTBEHHBIX CPEJCTB K HX IPOU3BOJACTBY B COOTBETCTBUM C TPEOOBaHUSAMM IPaBUII
HaJyle)Kalled IMPOU3BOJICTBEHHON NPAKTUKU ycTaHaBiauBaroTcs IIpaBurensctBom Poccuiickoi
@enepauuu. Bbigaya 3akiO4eHMI O COOTBETCTBMM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM MpPaBWJ HaJUIeXalled IPOU3BOACTBEHHOM NPAKTUKU OCYILECTBISETCS IO
pesysibTaraM  MHCIEKTUPOBAHMS IIPOU3BOJAUTENEH JIEKAPCTBEHHBIX CPEACTB B  IMOPSAIKE,
ycraHoBiieHHOM IIpaButensctBoM Poccuiickoir ®enepaumu. Pasmep 1uiatel 3a  BbLAAauy
3aKJIIOYEHUsI O COOTBETCTBUM NPOM3BOJUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBaHUSAM IpaBHII
HaJyle)Kalleyl NpPOU3BOJACTBEHHOW IpakTUKU ycraHaBnuBaercs IIpaBurenscrBoMm Poccuiickoit
@enepauun. Ilopsanok opraHu3alMy M MPOBEACHUS WHCIEKTUPOBAHUS INPOU3BOAUTEINEH
JICKapCTBEHHBIX  CPEACTB  HAa  COOTBETCTBUE  TpeOOBaHMSAM  IpaBWJl  HaJeKalleu
IIPOM3BO/ICTBEHHON NpPaKTUKU ycTaHaBiuBaercs IlpaBurensctBom Poccuiickoit denepanuu. (B
pen. @enepanbHbiX 3ak0HOB OT 25.06.2012 N 93-P3, ot 22.10.2014 N 313-P3, ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

2. IlpousBoacTBO JexapcTBeHHbIX cpeacTB B Poccuiickoii denepannu  OCyUIECTBISETCS
MIPOU3BOAUTEISIMU  JICKAPCTBEHHBIX ~CPEJCTB, HMEIOIIUMMHU JIMLIEH3UI0 Ha IPOU3BOACTBO
JIeKapCTBEHHBIX cpeAcTB. [lonTBepiaeHne COOTBETCTBMS JIMIEH3UATa MpaBWJIaM Hajjiexaniei
IIPOM3BO/ICTBEHHOW IIPAKTUKM OCYLIECTBIIIETCS B pPaMKax JIMLIEH3UOHHOTO KOHTPOJsS B
COOTBETCTBMM C 3aKoHozaTesnbcTBOM Poccuiickoit ®enepanuu ¢ yderoMm ocoOeHHOCTEH,

yKa3aHHBIX B yacTu 1 Hacrosuiei crarbu. (B pea. @enepanbHbix 3akoHOB oT 22.10.2014 N 313-
D3, or 22.12.2014 N 429-P3 (pen. ot 13.07.2015))




3. IIpou3BOICTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCA € COOMoneHueM TpeOoBaHUMN
IPOMBIIIUICHHOI0  pCrilaMCHTa, KOTOprﬁ YTBEPKAACTCA PYKOBOJAUTCIIEM HNPOU3BOAUTECIIA
JICKAPCTBCHHLIX CPCACTB M BKIIOYACT B ceos IMEpEUCHb HCIIOJIb3YCMbIX (bapMaIleBTI/ILIeCKI/IX
Cy6CTaHHHﬁ 1 BCIIOMOTI'aTCJIbHBIX BCHICCTB C YKA3aHUEM KOJIMYCCTBA KaXXJOI'0 M3 HHUX, JAaHHBIC
00 UCToNB3yeMOM 000pYIOBaHUH, ONUCAHUE TEXHOJIOIMYECKOTO MPOLEcca U METOI0B KOHTPOJIS
Ha BCEX 3Tarax MPON3BOJCTBA JIEKAPCTBEHHBIX CPEACTB.

4. Ilpu mpoU3BOACTBE JEKAPCTBEHHBIX CPEACTB MCIONB3YIOTCS (hapMalieBTH4YeCKHue CyOCTaHINH,
CBEJIEHUSI O KOTOPBIX COZAEPXKATCs B TOCYJAPCTBEHHOM PEECTpe JIEKapCTBEHHBIX CPEJCTB, 3a
UCKJIIOUEHHEM (papMalleBTUYECKUX CyOCTaHLMM, TPOU3BOAUMBIX JAJIsl IPOBEACHUS KIMHUYECKUX
uccleioBaHuil 1 s dkcropra. K mporeccy npou3BoicTBa (hapMalieBTHUECKOW CyOCTaHIIUU
OTHOCSTCSI J1I0Obl€ CTaJWU TEXHOJIOTMYECKOTO Ipolecca, MO3BOJSIOIIME MOJYYUTh TOTOBBIN
MPOJYKT, COOTBETCTBYIOMINI TpeOOBaHUAM (apMaKoOIeHHOW CTaThbH, B TOM YHCIe (epMEHTAIIHS,
SKCTPAKLIMsA, OYMCTKA, BBIJCIEHUE, IEPEeKPUCTAJUIM3AlMs, BbICYLIMBaHHME, H3MebieHue. B
ciyyae HEOOXOIMMOCTH HCIIOJIb30BAHUS STHIIOBOTO CIIHMPTA, B TOM YHCIE (hapMaleBTUYECKO
CyOCTaHLIMU CIUPTa 3TUJIIOBOTO (3TaHONIA), IpPU IMPOU3BOACTBE JIEKAPCTBEHHBIX CPEICTB B
KauecTBe JCHCTByIOIIEr0O M (WJIM) BCIIOMOraTelibHOIO BEIIECTBA, a TaKke B HHBIX
TEXHOJOTMYECKHX LENSIX MODKHA OBITh MCIONB30BaHA TOJNBKO (hapMmalneBTHUECKasi CyOCTaHIHS
cnupTa 3TUI0BOro (3raHon). (B pea. denepanbHbix 3akoHOB oT 22.12.2014 N 429-93 (pen. or
13.07.2015), o1 27.12.2019 N 462-D3, or 27.12.2019 N 481-D3)

4.1. HepequL JICKAPCTBCHHBIX IIPCIIapaToB I MCAUIMHCKOI'O MNPUMCHCHUS, B OTHOIICHHH
KOTOPBIX yCTaHABIMBAIOTCS TpeOOBaHUs K 00bEMY Tapbl, YIIAaKOBKE U KOMIUIEKTHOCTH, II€pEUeHb
JICKAPCTBCHHLIX IIPCIIApaTOB I BETCPUHAPHOI'O IIPUMCHCHHUA, B OTHOLICHUU KOTOPBIX
yCTaHaBIUBAIOTCS TPeOOBaHUS K 00bEMY Taphl, a TaKKe TpeOOBaHUS K 00bEMY Taphl, YIIAKOBKE U
KOMIIJICKTHOCTH JICKAPCTBCHHBLIX IPENaparoB I MCAULIMHCKOI'O IMPUMCHCHMUA, Tpe6OBaHI/ISI K
00beMy Tapbl JIEKAPCTBEHHBIX IIpenapaTroB Ul BETEPUHAPHOIO IPUMEHEHUS OIPENENsIOTCs
COOTBCTCTBYIOIUMHA YITOJTHOMOYCHHBIMHU q)eﬂepaJ'IbeIMI/I opraHaMu HCIIOJIHUTESIIFHOM BJIACTH B
nopsiike, ycraHoBieHHoM IlpaBurenbctBom Poccuiickoit @enepauuu. (B pen. denepaibHOro
3akoHa 0T 14.12.2015 N 374-®3)

4.2. Opra"uzainuu, OCyUIECTBIISIONINE MPOU3BOJACTBO (papMalleBTUYECKOW CyOCTaHIIMM CHUpPTA
STUJIIOBOTO (3TaHONA) Ui MPOM3BOACTBA CIIMPTOCOAEPKAIIUX JIEKAPCTBEHHBIX MpPENaparos,
00s13aHbl OCYIIECTBIIATh YYET B TMOPSIKE, YCTAHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHOro
3akoHa oT 22 Hos0ps 1995 rona N 171-®3 "O rocynapcTBEHHOM PEryIMpPOBAHUU ITPOU3BOACTBA
u o0opoTa STHJIOBOIO CIHpPTa, AQJKOTOJBHOW M CIHUPTOCOMAEpIKALIeH MPONyKIMH U 00
OrpaHMYeHMM  MoTpeOneHus  (pacnuTus)  ankoronbHod — mpoxykuuu".  [IpousBoacTBo
dapmManeBTHUECKOM  CyOCTaHIIMM COHpPTa OSTUIOBOrO  (3TAaHONA) JIOMYCKAETCS  TOJBKO
OpraHu3alMel, OCYyIIECTBISIIOMENH MPOU3BOACTBO PEKTU(HUKOBAHHOIO STHJIOBOIO CIIHMpTa W3
MUIIEBOTO CHIPbSI HAa OCHOBAHWM JIMIIGH3MHM Ha TPOU3BOJICTBO JTWJIOBOTO CIHpTa s
MPOU3BOJICTBA (papMaIleBTHUECKON CYyOCTaHLMU CIUPTa 3TUIIOBOTO (3TaHOJIA) B COOTBETCTBUHU C
TpeboBaHusIMU DenepanbHOro 3akoHa ot 22 Hosiops 1995 roga N 171-®3 "O rocynapcTBeHHOM
peryIMpoBaHMM  TMPOU3BOACTBA W 00OpOTa  ATWIOBOTO  CHOHMPTA,  AJKOTOJNBHOM |
CIUPTOCOAEPKALIEH MPOAYKUUU M 00 OrpaHHYEHUU MOTpeOneHus (pacluTHs) aJKOTOJbHON
NpOAYKIMHU'", METOJOM pa3BeleHUss BOAOW OUYMIICHHOW Takoro STUJIOBOTO  CIIUPTAa,
NPOM3BEICHHOTO  JaHHOW  OpraHu3aliell 10 MECTy  OCYILECTBICHHsS IPOM3BOJCTBA
(hapmaleBTHUECKO CyOCTaHIIMU CIIUPTa 3TUIIOBOTO (3TaHona). (B pen. PenepaibHbIX 3aKOHOB OT
03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)




4.3. IanuBuayalibHbIC MPSANPUHUMATENIN ¥ FOPUANYCCKUE JIUIA, OCYIIECTBIIIONINE 3aKYIKY U
UCIOIBb30BaHUE (papManeBTUUECKOW CyOCTaHIIMM CIHPTa JTHJIOBOrO (dTaHONA), a TaKxke
MPOU3BOJICTBO, H3TOTOBIEHUE U (W) O0O0OpOT (3a HCKIIOYEHHEM PO3HUYHOW MPOHAKH)
CIUPTOCOJIEPIKAIIMUX JICKAPCTBEHHBIX TPENapaToB, OO0sS3aHbl OCYIIECTBISTh HX YYeT U
JEKJIapUpOBaHUE B TMOPSAKE, YCTAHOBJICHHOM cTaThsiMu 8 W 14 denmepalibHOro 3akoHa OT 22
HOs10pst 1995 roma N 171-®3 "O rocymapCTBEHHOM pPETYJIMPOBAHUM MPOMU3BOJCTBA M 000pOTa
ATWJIOBOTO CIUPTA, AJKOTOJBHOW M CIHPTOCOAEpXKAIled MPOAYKIMA U 00 OrpaHUYCHUHU
notpedienus (pacnuTHsl) aJKoroibHOM mpoxykuuu'. (B pen. demepaqbHOro 3akoHa OT
29.07.2017 N 278-P3)

4.4. Tlpm mnpoU3BOJACTBE JIEKAPCTBEHHBIX IIpENaparoB JJs BETEPUHAPHOIO IPUMEHEHUs
JOMYCKaeTCsl UCIONb30BaHNE MPOU3BEACHHBIX Ul peanu3anun GpapMaleBTHYeCKUX CyOCTaHINH,
BK/JIFOYCHHBIX B FOC}’I[apCTBeHHI:Iﬁ peecCTp JICKAPCTBCHHBIX CPCACTB YIIOJIHOMOYCHHBLIM
(I)e]lepaHI)HI)IM OopraHomMm HCIIOJTHUTEILHON BJ1aCTH, OCYHICCTBIIAOIIUM BCACHUC
TOCYJapCTBEHHOT'O peecTpa JEKapCTBEHHBIX CPEICTB Ul MEAMIMHCKOTO MPHUMEHEHHs. (B pell.
®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. 3anpeniaercs Mpou3BOJICTBO:

1) 5eKapCTBEHHBIX CPEICTB, HE BKJIIOYEHHBIX B TOCYIAPCTBEHHBIH pPEECTp JIEKapCTBEHHBIX
CPEACTB, 3a MCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAMMBIX Uil IPOBENCHUS
KIIMHUYECKUX UCCIIEIOBAHUN U JJI 3KCIOPTa;

2) anbcupUUMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB;
3) JeKapCTBEHHBIX CPEACTB 0€3 JIMIIEH3UH Ha IPOM3BOJCTBO JIEKAPCTBEHHBIX CPE/CTB;

4) nexapCTBEHHBIX CPEICTB C HApyILIEHHWEM MPaBUJ OPraHM3allMy MPOU3BOJCTBA U KOHTPOIS
KauyeCTBa JIEKAPCTBEHHBIX CPEICTB;

5) monmyHKT yrpatui cuiy. (B pen. denepansHoro 3akona ot 27.12.2019 N 481-D3)

6) cnupToCOIEpKALINX JIEKAPCTBEHHBIX MPEMapaToB MO MECTy OCYIIECTBIECHUS MPOU3BOICTBA
(hapmareBTHUECKO CyOCTaHIIMU CIIUPTA STUIOBOTO (3TaHOIA) U (MIJIM) TIO MECTY OCYIIECTBICHHS
MPOU3BOJICTBA ATHIIOBOTO cniupTa; (B pen. denepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

7) dapmaneBTHUECKON CyOCTaHIIMM CIIUPTa STUJIOBOTO (3TaHoNa) U (MJIM) CIUPTOCOAEP KAIIUX
JIEKapCTBEHHBIX IPENapaToB Ha OCHOBHOM TEXHOJOTHMYECKOM O0OOpYIOBaHHMHM IJISl MPOM3BOJACTBA
STUJIOBOTO CHUPTA, YKa3aHHOM B nyHkre 1.1 crareu 14.1 ®deaepanbHoro 3akoHa ot 22 HOSOps
1995 rona N 171-®3 "O rocymapcTBEHHOM pPETryIMpPOBaHUH MTPOU3BOJCTBA U 000POTA STUIOBOIO
CIIHUPTa, aJKOTOJNBHON W CHUpTOCOAep)Kalleld MPOAYKIMH W 00 OrpaHHMYEHHUU MOTpeOneHus
(pactiutus) ankoronbHOU npoaykiuu'. (B pen. @enepansHoro 3akoHa ot 27.12.2019 N 481-D3)

6. Ilpu BBOJE JEKAPCTBEHHBIX CPEACTB B TPakJAaHCKUN OOOpPOT YIOJIHOMOYEHHOE JIUIO
MNPOU3BOAUTECIIA  JICKAPCTBCHHBLIX CPCACTB  OCYHICCTBIISACT IMOATBCPKACHHUEC COOTBCTCTBUA
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM, YCTAHOBICHHBIM IIPU UX TOCYIapCTBEHHOW perucTpaluy,
W TapaHTHPYCT, YTO JICKAPCTBCHHLIC CPCACTBA IPOHU3BCACHBI B COOTBETCTBUHU C Tpe6OBaHI/IHMI/I
MpaBuJ HaJUIeKallell MpPOW3BOJACTBEHHOM mMpakTUKU. (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pea. or 13.07.2015))

7. YOITHOMOYEHHBIM JIMIIOM IIPOU3BOAUTEIIA JICKAPCTBCHHBIX CPCACTB ABJISICTCA €T0 pa6OTHI/IK,



aTTeCTOBAHHBIM B YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (pefiepalibHbIM OPraHOM HCHOJHUTEIBHON
BJIACTH IMOPSAKE M UMEIOIINI CcTak pabOThl HE MEHEEe YeM IIATh JIeT B 00IacTH MPOU3BOACTBA U
(MIM) KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB, BhICIIEe 00Opa30oBaHUE COOTBETCTBEHHO I10
OHOM U3 cHeuuagbHOCcTe M (WIM) OJHOMY U3 HAlpaBICHUH MOATOTOBKHU: Ouojorus,
OMOTEXHOJIOTHsI, BETEPUHAPHsI, BETEPUHAPHO-CAaHUTApHAs SKCIIEPTU3a, KIMHUYECKash MEeIUI1Ha,
panuanyoHHas, XUMHUYECKass W Ouonormueckas 3ammra, ¢apmauus, (B pea. demepaibHBIX
3akoHOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-®3)

(dbyHIaMeHTalbHas MEIUIIMHA, XUMUYecKas TeXHOIorus, Xxumus. (B pen. denepanbHOro 3akoHa
or 22.10.2014 N 313-P3)

8. IIponsBoauTeNH JIEKapCTBEHHBIX CPENCTB (32 MCKIIOYEHUEM (hapMalleBTUYECKOH CyOCTaHINH
CIHUPTa 3TUJIOBOTO (STaHONA) MOTYT OCYIIECTBIATH MPOJAXy JIEKAPCTBEHHBIX CPEICTB HIIU
nepeaBaTh UX B yCTAHOBJIEHHOM 3aKoHOAATeIbCcTBOM Poccuiickoit denepanuu nopsjake: (B pen.
®enepanbHoro 3akoHa or 29.07.2017 N 278-93)

1) npyruM nOpou3BOIUTENSAM JIEKAPCTBEHHBIX CPEACTB JUISL MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anusM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMH CPEJCTBAMU;

3) AllITCYHBIM OpraHyu3alusaM, BCTCPUHAPHLIM AaIITCYHBIM OpraHu3anuiaM, HHIAUWBHAYAJIbHBIM
npeanpuHuMareiisiM, HWMCIONIMM  JIMIOCH3HWIKO Ha q)apMaHeBTI/II{eCKYIO ACATCIBbHOCTh HIIN
JIMOCH3UI0 Ha MCOAULUMHCKYIO ACATCIIbHOCTD,

4) Hay4yHO-HCCIIENOBATEIbCKMM OpraHU3alMsIM JIJIsl HAyYHO-UCCIIEI0BATENIbCKON paboThI;
5) MEIMLMHCKUM OpPraHU3alUsM U BETEPUHAPHBIM OPraHU3ALUAM;

6) opraHu3alusiM W HHAUBUAYAJIbHBIM NPCANPUHUMATCIIEIM, OCYHICCTBIIAIOIIMM pPa3BCICHUC,
BbIpalllTMBaAHHUEC W COACPIKAHUC KHMBOTHBIX (33 HUCKJIFOYCHUCM IIPOAaKHU UM (I)apMaHCBTI/I‘IeCKI/IX
cyOcTaHIuil win ux nepenaydn). (B pea. deaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

9. IlpousBonurenu ¢apMaleBTUUECKON CyOCTaHIIMM CHUpPTa ATHJIOBOTO (dTaHONa) OOs3aHbI
OCYILIECTBIIATH peanu3anuio (mepenadyy B YCTAaHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
Odenepanun  nopsake) (papMaleBTUYECKOM CyOCTaHLMM cIUpTa 3THIIOBOrO  (3TaHOIIA)
MPOU3BOAMTENSAM JIEKAPCTBEHHBIX CPEACTB JJIA IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB,
MPOU3BOAMUTENSAM (M3TOTOBHUTENSAM) MEIUIMHCKUX W3ICTHI ISl IPOU3BOJICTBA M M3TOTOBICHUS
MEIUIIMHCKUX U3/IETTUN B eMKOCTAX 00beMoM He Oosee 1 mutpa u (unm) He menee 1000 muTpoB,
a opraHu3alusM, yKa3aHHbIM B MyHKTax 3 - 5 yactu 8 HaAcTosAlIeH CTarbu, B Tape 00bEeMOM He
6onee 1 nutpa. (B pen. @enepanbHbix 3akoHOB 0T 29.07.2017 N 278-P3, ot 27.12.2019 N 481-
D3, o1 22.12.2020 N 444-D3)

10. Peanuzanus (mepemadya B YCTAHOBJIGHHOM 3akoHonaTenbcTBoM Poccuiickoit depepanuu
nopsizike) GapmareBTUYECKOl CyOCTaHIIMM CIIUPTa 3TUIIOBOIO (3TaHOJA) OpraHU3alUsIM ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMU CpEACTBAMHU He Jolyckaercd. (B ped. denepansbHOro 3akoHa OT
27.12.2019 N 481-®3)

11. IlepeBo3ku (papmalnieBTHUECKOM CyOCTaHLIMU CIIUPTA 3THIIOBOTO (3TAHOJA) OCYIIECTBISIOTCS
c coOmroneHneM TpeOOBaHMM, YCTAHOBJIEHHBIX a03alleM YeTBEPThIM MyHKTa 3 cratbu 9
®enepanbHOro 3akoHa ot 22 Hosops 1995 roga N 171-03 "O rocynapcTBEHHOM peryiupoBaHUU



IIPOM3BO/ICTBA U 000POTA 3TUIOBOTO CIUPTA, AJIKOTOJBLHOW M CHUPTOCOAEPIKAIed MPOLYKIUN U
00 orpaHMuyeHHH MOTpPeOIeHUs (PACIIUTHS) ATKOroibHOM mponykuuu". (B pen. denepanbHOro
3akoHa 0T 27.12.2019 N 481-D3)

Crarbs 46. MapKkupoBKa JIeKAPCTBEHHbIX CPEICTB

1. JlekapcTBeHHbIE Mpemaparsl, 32 UCKIIOYEHHEM JIEKAPCTBEHHBIX MPENaparoB, W3rOTOBICHHBIX
AllITCYHBIMU OpraHu3aluAaAMu, BETCPUHAPHBIMHA alITCHHBIMU OpraHu3alusaMi, UHAWMBUAYAJIbHbBIMU
npeaArnpuHUMaTeiisiMi, UMCIOIMMU JIMIICH3UIO Ha q)apMaHeBTI/IIIeCKYIO ACATCIBbHOCTDb, HOJIXKHBI
[ocTynarb B oOpaleHue, eciu:

1) Ha uX NepBUYHON ymMakoBKE (32 MCKIIOYEHHEM IEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX
pacTUTEIbHBIX HPENaparoB) XOPOLIO YHUTAEMbIM IIPUPTOM HA PYCCKOM S3bIKE YyKa3aHbl
HAaUMEHOBAaHUE JIEKAPCTBEHHOIO IIpernapara (MEeXIyHapOJHOE HENaTeHTOBAHHOE, WU
IpyNIMPOBOYHOE, UM XUMUYECKOE, UJIM TOPrOBOE HAaMEHOBaHHE), HOMEP CEPHUH, JaTa BbIIIyCKa
(111 UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IpEnaparoB), CPOK TOJHOCTH, JO3UPOBKA WIIU
KOHLEHTpalus, 00beM, aKTHUBHOCTh B E€AMHHULAX JEHCTBUS WJIM KOJIMYECTBO M03; (B pen.
®denepanbHbiX 3ak0HOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKOM) YIMAKOBKE XOPOIIO YUTAEMbIM IIPU(PTOM HA PyCCKOM
SI3bIKE yKa3aHbl HAMMEHOBAHUE JICKAPCTBEHHOI'O Mpenapara (MeX/IyHapoIHOE HEMAaTeHTOBAHHOE,
WU TPYNIHUPOBOYHOE, WJIM XHUMHUYECKOE W TOProBO€ HAMMEHOBAHMS), HAaUMEHOBAaHHE
MPOU3BOJUTENS  JIGKAPCTBEHHOTO  Ipemapara, HOMEp Cepud, Jara BbIMycka (s
MMMYHOOHOJIOTHYECKUX  JIEKAPCTBEHHBIX NpernaparoB), HOMEp  PErucTpalroOHHOrO
YAOCTOBEPEHMS, CPOK TOJHOCTH, CIIOCOO MPUMEHEHUS, O3UPOBKA WM KOHLIEHTpAIMs, 00beM,
AKTUBHOCTh B €IMHHUIIAX JCUCTBUS JTMOO KOJMYECTBO 1103 B YIAKOBKE, JIEKapCTBEHHasi (opMma,
yCJIOBUSI OTIYCKa, YCJIOBHS XpaHEHMs, MpenynpeauTesbHbie Haamucu. (B pen. denepaibHbIX
3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. dapmanieBTHYECKHE CYOCTaHIMM JOJDKHBI IOCTYNAaTh B OOpalleHHe, €CM Ha UX NEepBUYHON
yIaKOBKE XOpOLIO YWTAaeMbIM IWIPU(PTOM HA PYCCKOM S3bIKE YyKa3aHbl HAaWMEHOBAaHUE
(dapmaneBTHUECKONH CcyOcTaHIIMU (MEXIyHApOJHOE HENAaTEeHTOBAaHHOE, WIM TPYIIUPOBOYHOE,
WIM  XUMHYECKOE U  TOProBO€  HAaMMEHOBAaHUS), HAUMEHOBAHHWE  IIPOM3BOJUTENS
(dapMareBTHUECKON CyOCTaHIIMM, HOMEP CEPUU U JaTa U3rOTOBJIECHHUS, KOJIMYECTBO B YIIAKOBKE U
eIMHUIbl U3MEPEHUsI KOJIMYECTBAa, CPOK FOJHOCTH M yClIOBUs XpaHeHus. (B pen. denepanbHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. or 13.07.2015))

3. JlexapcTBEHHBIE CpEACTBA B KauecCTBE CBIBOPOTOK JOJDKHBI IIOCTyIarb B OOpallleHHE C
yKa3aHHEM >KUBOTHOI'O, U3 KPOBH, ILIa3Mbl KPOBHU, OPTaHOB U TKAHEH KOTOPOTO OHM MOIYUYEHBI.

4. Ha BrOopuuHy1O (IOTPEOUTENHCKYIO0) YIMAKOBKY JIEKAPCTBEHHBIX CPEACTB, IMOJYYCHHBIX W3
KpOBH, TIJIa3Mbl KPOBH, OPTaHOB M TKAHEH 4YeJIOBEKa, JI0JIKHA HAHOCUTHCS HAAMKUCh: "AHTHUTENA K
BUY-1, BUY-2, x Bupycy remarura C M TNOBEpPXHOCTHBIM aHTUreH BuUpyca remarura B
OTCYTCTBYIOT".

5. Ha nmnepBuyHyr0  ymakoBKy W BTOPUYHYIO  (HOTPEOMTENBCKYIO)  YHAKOBKY
paanogapMaleBTHUECKUX JEKapCTBEHHBIX CPEICTB JIODKEH HAHOCUTBCS 3HAK PaJUAIlMOHHOMN
OIaCHOCTH.



6. Ha BropuuHyto (HOTpeOUTENBCKYI0) YIAKOBKY TOMEONATUYECKUX JIEKAPCTBEHHBIX MIPENapaToB
JIOJKHA HAaHOCUThCS Haanuck: "[oMmeonarnueckuii”.

7. Ha BTOpHuHYIO (IIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENILHBIX IPENapaToB
JIOJKHA HaHOCUThCs Haanuck: "[Ipoaykuus npolnia paauanuoHHbII KOHTPOIb'.

8. Ha nepBuuHyto ynakoBKy (€ciM i 3TOrO CYHIECTBYET TEXHHYECKash BO3MOKHOCTb) U
BTOPUYHYIO (ITOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX IIPENaparoB, NPeAHA3HAYCHHbIX IS
KIIMHUYECKHUX MCCIICI0BAHNMN, TIOJDKHA HAHOCUTHCS HAATHUCH: " JIJIsl KIMHUYEeCKUX MCCIIeIOBaHUI" .
(B pen. @enepanbpHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

9. VYnakoBka JIEKapCTBEHHBIX CPEJCTB, IPEIHA3HAUEHHBIX MCKIIOUUTEIBHO Ui 3KCIIOPTa,
MapKHpPYyeTcsi B COOTBETCTBUU € TPEOOBAHUSAMH CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He MpeAHa3HadeHa Juld MOTpeOuTeneil U B KOTOPYIO
MIOMELIEHO JIEKAPCTBEHHOE CPEICTBO, JO/DKHA HAHOCUTbCA HH(pOpMAalMs O HauMEHOBaHUH,
CepHH JICKAPCTBEHHOTO CPENCTBA, JAT€ BBIMYCKA, KOJMYECTBE BTOPUYHBIX (IMOTPEOUTENHCKHX)
YIaKOBOK JIEKAPCTBEHHOI'O CPEACTBA, IIPOU3BOJUTEIIE JIEKAPCTBEHHOIO CPEICTBA C YKa3aHUEM
HAaUMEHOBAaHUS U MECTOHAXOXKIECHUS IPOU3BOIUTENS JIEKAPCTBEHHOIO CPEACTBa (aapec, B TOM
yucie cTpaHa W (WIM) MECTO MPOM3BOJACTBA JIEKAPCTBEHHOI'O CPEACTBA), a TaKKE O CPOKE
TOZIHOCTH JIEKApPCTBEHHOIO CPEACTBA M 00 YCIIOBHUSX €r0 XpaHEHMs U MEepEeBO3KU, HEOOXOIUMbIE
IpeaypeIuTeNbHble HAANUCH U MAHUITYJISITOPHbBIE 3HAKH.

11. Ha mepBuYHYyIO yHakoBKY M BTOPUYHYIO (IIOTPEOMTENIbCKYI0) YIAKOBKY JIEKapCTBEHHBIX
CPEACTB JUIsl BETEPUHAPHOIO MPUMEHEHHUsI 10JDKHA HAaHOCUThCA Haanuch: "l BETepUHApHOIO
pUMeHeHus".

12. Ha BropuyHyo (IIOTpeOMTEIbCKYIO) YHAKOBKY JIEKAPCTBEHHOIO IIpernapara HaHOCUTCS
LITPUXOBOU KOJI.

I'maBa 9. BBO3 JIEKAPCTBEHHBLIX CPEJICTB B
POCCHHCKYIO ®EJEPAIINIO U BHIBO3
JEKAPCTBEHHBIX CPEJICTB U3 POCCUIICKON
®OEJAEPAIINUMU (B pen. PenepanbHoro 3akona ot 06.12.2011 N 409-
D3)

Crarbs 47. llopsiiok BB03a JiIeKapCTBEHHBIX cpeaAcTB B Poccuiickyro
Denepanuio ¥ BbIB03a JIEKAPCTBEHHBIX cpeaAcTB U3 Poccuiickou
Denepannn (B pea. @egepaibHoro 3axkona or 06.12.2011 N 409-®3)

1. BB03 nexkapcTBeHHBIX cpencTB B Poccuiickyro @enepanuio OCyLIECTBISIETCS B IOPSIIKE,
ycraHoBiieHHOM IIpaButensctBom Poccuiickoit @enepaiiuy, B COOTBETCTBUU C TaMOXKEHHBIM
3aKOHOJATENILCTBOM TamMOkeHHOro coro3a B pamkax EBpA3DC (manee - TaMokeHHBIN COI03) U
(nnn) 3akoHomatenbcTBoM Poccuiickoit denepanuu o TamoxeHHOM niene. (B pen. denepanbHoro
3akoHa 0T 06.12.2011 N 409-D3)




2. Bosumbie B Poccuiickyto ®denepanuio jgeKkapCTBEHHBIE CPEACTBA JOJDKHBI COAEPKATHCS B
rOCyapCTBEHHOM peecTpe JIeKapCTBEHHBIX cpelacTB. (B pea. denepanbHbIX 3aKOHOB OT
06.12.2011 N 409-®3, or 27.12.2019 N 462-D3)

3. Jlomyckaercsa BBo3 B Pocculickyro deneparuio KOHKpETHOW MapTUU 3apETUCTPUPOBAHHBIX U
(W1M) He3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpPEJHA3HAYCHHBIX ISl MPOBEICHUS
KJIMHUYECKUX  HCCIEJOBAaHUM  JICKApCTBEHHBIX IPENaparoB, IPOBEINECHMsI  SKCIEPTU3BI
JIEKApCTBEHHBIX CPEACTB Ui OCYIECTBICHHs I'OCYIapCTBEHHOM perucrpanuy JeKapCTBEHHbIX
[pernaparoB WIM JUIsl OKa3aHWA MEJUIMHCKOM IIOMOLIM IO JKU3HEHHBIM I10Ka3aHUSAM
KOHKPETHOI'O NAIlMeHTa Ha OCHOBAaHUM pa3pellieHusi, BbIJAHHOIO  YIOJHOMOYEHHBIM
(denepaqbHBIM OPraHOM HCHOJHUTEIBHOW BIACTU IO 3asBICHUSAM JIML, YKa3aHHbIX B cTaThe 48
Hactosero ®denepanbHoro 3akoHa. PaccMoTpeHHe Takoro 3asBiICHHUS U NPHUHATUE PEIIEHUs O
BblIau€ pa3pellieHUs] Ha BBO3 KOHKPETHOM NapTHUM 3aperUCTPUPOBAHHBIX M (WIM)
HE3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IpPEJHA3HAUEHHBIX JUISl IPOBEIEHUS
KJIMHUYECKUX  HCCIEJOBAaHUM  JIGKApCTBEHHBIX  IPENaparoB, IPOBEACHMSI  SKCIEPTU3BI
JIEKApCTBEHHBIX CPEACTB Ui OCYIECTBICHUS I'OCYIapCTBEHHOM perucrpanuy JeKapCTBEHHbIX
[pernaparoB WIM JUIsl OKa3aHWA MEJUIMHCKOM IIOMOLIM 10 JKU3HEHHBIM I10Ka3aHUSAM
KOHKpETHOI'0 naruenTa 1100 06 0TKa3e B BblAa4€ YKa3aHHOI'O PAa3peLICHUs] IPOM3BOISATCS B CPOK,
HE TpEeBBIIAIOIMK MATH pabounx AHe. [lnara 3a Belga4y yKa3aHHOTO pa3pelieHus He
B3umaercs. (B pen. DenepanbHoro 3akona ot 06.12.2011 N 409-D3)

3.1. Jlonyckaercst BBo3 B Poccuiickyro deneparinio KOHKPETHON MapTUU HE3aperucTpUPOBAHHBIX
JICKapCTBEHHBIX IpEenaparoB, COJEPKAIMX HAPKOTHMUECKHE CPEACTBa WM ICUXOTPOIIHBIE
BEILIECTBA, B NOpsiike, ycTraHoBIeHHOM [IpaBurenscTBoM Pocculickoit @enepannu, Ajisi OKa3aHus
MEIULMHCKOM IOMOIIM [0 JKU3HEHHBIM II0KA3aHUSM KOHKPETHOIO NAaIMeHTa WU TPYIIbI
NAIMEHTOB B CIIy4yae, €CJIM UMEETCs pelleHre BpaueOHOl KOMUCCUM METUIIMHCKOM OpraHu3alnuu
0 He3(p(EKTUBHOCTH WM HEBO3MOXXHOCTU IPUMEHEHUS Yy KOHKPETHOI'O IAIMeHTa HHBIX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaTtoB, B TOM YHUCIE COAEpXKallUuX Apyrue
JeUCTBYIOIME BEIIECTBA, U O HEOOXOIMMOCTH BBO3a OIPEAEIEHHOIO HE3aperuCTpUPOBAHHOIO
JIEKapCTBEHHOI0 TIpernapara C YKa3aHUEM €ro MEXIyHApOJHOI0 HENareHTOBAHHOIO (WM
XMUMHYECKOTO, WM TpyNIUPOBOYHOTO) HAWMEHOBAHMSA, (OPMBI BBIIYCKA M KOJIHYECTBA.
[lepeuenp 3a0osneBaHUN M COCTOSHUN M COOTBETCTBYIOLIMX JICKAPCTBEHHBIX IIPENaparos,
coZiep KalluX HAPKOTHUECKHUE CPEJICTBA M IICUXOTPOIHbIE BELIECTBA, B LIESAX OCYILLECTBICHUS UX
BBO3a B COOTBETCTBUHU C TPeOOBAHUSMH HACTOSAIIEH YacTH YTBEPXKAAETCSA YIOIHOMOYEHHBIM
(denepaibHBIM OPraHOM HCIOJIHUTENBHON BiacTH. (B pen. denepanbHoro 3akoHa ot 27.12.2019
N 475-93)

Honoscenusa wvacmu 3.1 cmamou 47 npumenarwomecsa 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

4. B Poccuiickyro @enepannio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA, KAYECTBO KOTOPBIX
MOJTBEPKICHO CEPTU(PUKATOM MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIOLIUM
COOTBETCTBHME BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHUAM (papMakonelHbIX cTarei 1Moo B
cllydae UX OTCYTCTBUS HOPMAaTMBHOH JOKYMEHTAl[MM WJIM HOPMAaTUBHOTO JIOKYMEHTa. (B pel.
®enepanbHoro 3akoHa or 06.12.2011 N 409-D3)

5. 3anpemaerca BBo3 B Poccuiickyto ®Penepauuio (anbcuPUIHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeICTB, HEJOOpPOKAUEeCTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKApPCTBEHHBIX
cpencts. (B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)




6. danbcu@UIMPOBAHHBIE JIEKAPCTBEHHBIE CPEACTBA, HENOOPOKAYECTBEHHBIE JIEKAPCTBEHHbIE
CpelcTBa MOJIEKAT M3BITUIO U MOCIEAYIOUEMY YHUUYTOKEHUIO WM BBIBO3y M3 Poccuiickoii
®denepanuy, KOHTpa(akTHbIE JIEKAPCTBEHHbIE CPEACTBA - U3BATHIO M IOCIEIYIOLIEMY
YHUYTOXXCHUIO. YHUUYTOKEHUE WM BbIBO3 M3 Poccuiickoit denepannn ¢panbcuGuupoBaHHBIX
JICKAPCTBEHHBIX CPEJICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEICTB OCYLIECTBIISETCS 3a CYET JIMIA, OCYLIECTBUBLIEro uxX BBO3. [lopsaaok
YHUUTOXKEHHUS U3BATBIX ¢banbcuGUIIPOBaHHBIX JIEKapCTBEHHBIX CPEICTB,
HEeIOOPOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB
ycranaBiuBaercs [IpaButensctBom Poccuiickoit denepanuu. (B pen. dexepaibHOro 3akoHa OT
06.12.2011 N 409-®3)

7. Jluma, ocymectBistomue BB03 B Poccuiickyro ®enepanuio  panbCcuUIMPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, KOHTpadaKTHBIX
JICKAPCTBCHHBIX CpCACTB, HECYT OTBETCTBECHHOCTH B COOTBETCTBUHN C TaMOXE€HHBIM
3aKOHOJATENILCTBOM TaMOXXKEHHOro coro3a M (MJiM) 3aKoHoAaTenbcTBOM Poccuiickoit denepanuu
0 TaMOXeHHOM fiene. (B pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbiB03 nekapcTBeHHBIX cpeacTB u3  Poccuiickoit ®enepauuu ocymiecTsiaseTcs 0e3
NPUMEHEHUsI OTPAHUYEHU, YCTAaHOBJICHHBIX TAMOXKCHHBIM 3aKOHOJATEIbCTBOM TaMO>KEHHOTO
coro3a M (wm) 3akoHojarenbcTBoM Poccuiickoit  ®exepanu 0 rocyaapcTBEHHOM
pEryMpOBaHUU BHEIIHETOProBOW JesATeNbHOCTU. (B pen. DenepanbHbIX 3akoHOB 0T 06.12.2011
N 409-®3, or 25.11.2013 N 317-P3, or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. BBon B rpakJaHCKuii 000pOT JIEKAPCTBEHHBIX MPENaparoB AJI MEIUIIMHCKOTO MPUMEHEHHS,
BBe3eHHBbIX B Poccuiickyro @enepanuto, ocyliecTsisiercss ¢ coOnofeHueM TpeOoBaHuH,
YCTaHOBJICHHBIX cTarbed 52.1 Hactosmiero denepanbHOro 3akoHa. (B pen. denepanbHOro 3akoHa
or 28.11.2018 N 449-®3)

Crarbi 48. FOpuauyeckue Juna, KOTOPbIM pa3penieH BBO3
JIeKapCTBEHHBIX cpeacTB B Poccuiickyo @enepamnuio (B pej.
DenepaabHoro 3axkona ot 06.12.2011 N 409-d3)

JlekapctBennbie cpencta B Poccuiickyto @enepaiiiio MOryT BBO3UTh: (B ped. demepanbHOro
3akoHa 0T 06.12.2011 N 409-D3)

1) nmpousBoauTENM JIEKAPCTBEHHBIX CPEIACTB JJs LeJedl COOCTBEHHOro IPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) WHOCTpaHHblEe pPa3pabOTUYUKH JIEKAPCTBEHHBIX CPEACTB M HHOCTPAHHbIE HPOM3BOIUTENIN
JICKApCTBEHHBIX CPEACTB WM JpyrHe OpUAMYECKHE JIMLA 10 IMOPYYEHHUIO pPa3paboTynKa
JIEKAPCTBEHHOI'O CPEACTBA U1 IIPOBENCHUS KIMHUYECKUX MCCIENOBAHUN JIEKAPCTBEHHOIO
mmpenapara, OCYILIECTBIEHUS TOCYAAPCTBEHHON pErucTpaluy JIEKApCTBEHHOIO IIpernapara,
BKJIFOYEHHUSI (papMalleBTUUECKOM CyOCTaHIIMM B TOCYIAPCTBEHHBIH pEecTp JIEKapCTBEHHBIX
CPEIACTB, KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPEACTB IIPU  HAJIMYMM  pa3pelieHus
YIOJIHOMOYEHHOT0 (pe/iepajbHOro OpraHa UCIOJIHUTEIbHOM BIACTH Ha BBO3 KOHKPETHOM MapTUu
JIEKaPCTBEHHBIX CPEJICTB;

3) opraHu3amyy ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMHU CPEICTBAMHU;



4) Hay4HO-HCCIIEOBATEIbCKUE OpraHu3aluy, o00pa3oBaTelbHbIE OPraHM3alldd  BBICIIETO
o0pa3oBaHus, TPOU3BOIUTENH JIEKAPCTBEHHBIX CPEACTB sl pa3paOOTKH, HCCIIEI0BAHUM,
KOHTpOJNsT 0e30MacHOCTH, KayecTBa, A(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB IMpPU HAIWYHUU
pasperieHusl YIoJIHOMOUYEHHOro (hepepaapbHOro OpraHa HCIHONHUTENBHOH BiacTu; (B pex.
®enepanbHoro 3akoHa ot 02.07.2013 N 185-P3)

5) MenuUMHCKME OpraHu3allM, WHbIE YyKa3aHHble B MyHKTax |-4 HacTosield craTbu
OpraHM3alMy JUIsl OKAa3aHMUs METULMHCKON MOMOIIU IO KMU3HEHHBIM MOKA3aHHUSM KOHKPETHOI'O
malyeHTa [pU  HAUMYUM  pa3pelieHUs]  yIOJTHOMOYEHHOro  (eAepajbHOro  opraHa
HCHOJHUTEIbHON BJIACTU HA BBO3 KOHKPETHOM MAapTHH JIEKAPCTBEHHOTO IIperapara, BblIaHHOTO B
YCTAaHOBJIEHHOM IOpsAJKe B (opMe 3IEKTPOHHOTO JIOKYMEHTA, MOANMCAHHOIO YCHUJICHHOMN
KBATU(UIIMPOBAHHOM 3M1eKTPOHHOU noanuckio. (B pen. denepanbHoro 3akona or 12.03.2014 N
33-03)

6) TOCYapCTBEHHBIC YHUTAPHBIC MPEAIPUATHS, IMYIIIECTBO KOTOPBIX HAXOAUTCS B (heepaibHOM
coOcTBeHHOCTH, ompenaensieMble [IpaBurensctBom Poccuiickoit ®denepanuu, B 4acTH BBO3a B
Poccuiickyto @enepannio HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENApaTOB, COACPKAIIUX
HAapKOTHYECKUE CPEICTBA WM MCUXOTPOIMHbIE BEUIECTBA, ISl OKa3aHUs MEIUIIMHCKOW MOMOIIH
0 >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO MallMeHTa WX TPYIIIbI MallMeHTOB B COOTBETCTBUU C
yactbio 3.1 crareu 47 Hacrosimero ®deaepanbHoro 3akoHa. (B pen. denmepalbHOro 3akoHa OT
27.12.2019 N 475-P3)

Honoscenua nynkma 6 cmamou 48 npumenaomces 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

Crarbi 49. JIokyMeHTbI, IpeCTABJIsIeMbIe B TAMOKEHHbIE OPTraHbI
Poccuiickoit @enepanuu nNpu BBO3e JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyio @enepanuio (B pea. @enepajbHOro 3aK0HA 0T
06.12.2011 N 409-®3)

1. IIpu BBO3€ JeKapCTBEHHBIX CpelacTB B Poccuiickyro denepanuio B TaMOXECHHbIE OpraHbl
Poccuiickoit @enepanuu Hapsily ¢ JOKYMEHTaMH, MNPEICTABICHUE KOTOPBIX MPEAyCMOTPEHO
TaMOK€HHBIM ~ 3aKOHOJATENLCTBOM TaMOXXEHHOro corw3a M (WiIM) 3aKOHOJAATEIbCTBOM
Poccuiickoii denepannn 0 TaMOXKEHHOM JIEN€, MPEACTABIIAIOTCS CIEAYIOIINE TOKyMEHTHI: (B Pe/l.
®enepanbHoro 3akoHa or 06.12.2011 N 409-P3)

1) ceprudukar npous3BOAMTENS JIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPSAIOIIUN COOTBETCTBUE
BBO3MMOTO JIEKAPCTBEHHOI'O CPEJCTBA TPEOOBaHUAM (apMakoleiHON cTarby JHOO B cilydae ee
OTCYTCTBHSI HOPMAaTUBHOM JOKyMEHTAIIUU HJIM HOPMAaTUBHOIO JOKyMEHTA;

2) paszpeleHue YINOJHOMOYEHHOro (elepalbHOro OpraHa HCIIOJHUTEIbHON BJacTH Ha BBO3
KOHKpETHOM MapTUH JIEKAPCTBEHHOI'O CPEACTBA B CIIydasiX, YCTAHOBJIEHHBIX 4acTbio 3 crarbu 47
Hacrosero dexepanbHOTo 3aKOHa.

2. JIoKyMeHTbI, yKa3aHHble B IyHKTax 1 u 2 yactu 1 Hacrosumie craTbH, MPENCTABISAIOTCSA B
TaMOKeHHble opranbl Poccuiickoii ®enepanuu npu NpUOBITUM JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyto @enepanuto. (B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)




Crarbs 50. BBo3 JiekapcTBeHHbIX npenaparoB B Poccuiickyo
(I)ellepaumo JJIA JTJUYHOI'0 HCITOJIB30BAaHUA U UHBIX
HECKOMMECPUYECCKHUX lIEJ'ICﬁ, a TaKXe 1JdA UCITIOJIb30BaHUA HaA
TEPPUTOPUM MEKAYHAPOAHOI0 MEIUMIUHCKOIO KJacTepa (B pel.
denepaabHbIX 3aK0HOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N
160-®3)

1. JlekapcTBeHHbIE IpenapaTrbl MOryT ObITh BBe3eHbl B Poccuiickyro ®denepanuio 0e3 yuera
TpeboBaHUM, NpeaycMOTpeHHbIX yacTaMU 1 - 4 crtatbu 47, cratbsimMu 48 u 49 HacTosIIero

denepanbHOro 3aKOHA, €CIM OHHM TpenHasHadeHbl isi: (B pex. demepandbHOro 3akoHa OT
06.12.2011 N 409-D3)

1) AMuHOrO MCHOIB30BaHUA (PU3MUECKUMU JIMLAMU, pUObIBIINMU B Poccuiickyro denepanuto.
IIpu stom BBO3 B Poccuiickyro @enepanuro JE€KapCTBEHHBIX IIPENAPATOB, COACPIKALIUX
CWJIBHOJICHCTBYIOIIME U (WIN) SIOBUTHIE BEIIECTBA, BKJIIOUEHHBbIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOACMCTBYIOIIMX BEILIECTB JUIsl 1€J€ll YroJOBHOIO 3aKoHoJaTesnbcTBa Poccuiickoid
@enepai ¥ B CHMCOK SIIOBUTBIX BEIIECTB Ul LEJIEH YrOJOBHOIO 3aKOHOJATENIbCTBA
Poccuiickoit  ®enepauun, yrBepxkaeHHble [IpaButenbctBoM  Poccuiickoit  @eaepainuu,
OCYILECTBIISIETCS MPU HAJIMYMU JIOKYMEHTOB (3aBEPEHHBIX KOIUM JIOKYMEHTOB MJIM 3aBEPEHHBIX
BBIIIUCOK M3 HUX), [OATBEPXKAAOIMX Ha3HaYeHHE (PU3NYECKOMY JIMIy YKa3aHHBIX
JIEKaPCTBEHHBIX IIpenapaToB (3a UCKIIIOUEHUEM JIEKapCTBEHHBIX IIPETaparos.,
3aperucTpupoBaHHbIX B Poccuiickoit deneparnun u orimyckaeMsix B Poccuiickoit deneparuu 6e3
pelenTa Ha JieKapcTBEeHHbIN npemnapar). [lonTBepxaatonue TOKyMeHTb! (MX 3aBEPEHHbIE KOHUU
WIM 3aBEPEHHbIE BBINIUCKUM U3 HUX) JOJDKHBI COZAEP)KaTh CBEIEHUS O HAUMEHOBAHUU U
KOJIMYECTBE HA3HAYEHHOIO JIEKapCTBEHHOrO Ipemnapara. B ciywae, eciu NOATBEPXkKAAOLIHE
JOKyMEHTbl (MX 3aBEpPEHHbIE KOIMU WJIM 3aBEPEHHBbIE BBIMMCKM M3 HUX) COCTaBJIECHbI Ha
MHOCTPAHHOM SI3bIKE, K HUM IIPWJIAracTCsl HOTapHaJbHO 3aBEPEHHBIN IIEPEBOJ Ha PYCCKUH S3BIK;
(B pen. @enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) UCHOJb30BAHUA PpPAaOOTHUKAMM JUIUIOMAaTHUECKOTO KOpIyca WJIM IpeJICTaBUTENIIMU
MEXIyHapOJHbBIX OpraHu3allui, akKpeIuToBaHHbIX B Poccuiickoit denepannu;

3) jedyeHHs NAcCa)KUPOB U WIEHOB SKUIMAXEH TPaHCHOPTHBIX CPEICTB, MOE3JHBIX Opuran u
BOJAUTENEH TPAHCIOPTHBIX cpeAacTB, npuObBMX B Poccuiickyto ®enepauuio; (B pen.
®enepanbHoro 3akoHa or 06.12.2011 N 409-D3)

4) JnedeHus YYaCTHUKOB MEKIYHApPOAHBIX KYJIBTYPHBIX, CIIOPTHUBHBIX MEpPONPUATUH U
YYaCTHHUKOB MEXIYHapOJHBIX IKCIIEIULIHN;

5) nedyeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300CaAax, LHUpKaX, OKeaHapuymax,
nenb(UHApUAX, JICUEHUS] JUKUX JKUBOTHBIX, IIOCTOSIHHO MJIM BpPEMEHHO HACEJSIOIMIMNX
tepputoputo Poccuiickoit denepaiiuu, HaXOAAIIUXCS B COCTOSIHUM €CTECTBEHHOM CBOOOIBI U
NpUHAUIekKAIIUX K BUJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit @eaepauuu u (mnn)
KpacHble KHHUTU cyObekToB Poccuiickoit ®enepanuu, a TakkKe KUBOTHBIX, BBO3HMBIX B
Poccuiickyro @enepanuio A yyacTus B CIIOPTHBHBIX U 3PENUIIHBIX MEPONPUITUAX; (B pell.
®enepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-93)




6) MHCTIONB30BAaHMA HA TEPPUTOPUH MEKIYHAPOJHOTO MEAMIMHCKOTO Kiacrepa. (B per.
®enepanbHoro 3akoHa or 29.06.2015 N 160-D3)

2. B cnydasx, nOpeaycMOTpPEHHBIX YacThio | HacTosmiedl crarbd, AOMyCKaeTcss BBO3 B
Pocculickyro @enepanuio JeKapCTBEHHBIX IPENApaToB, HE 3aperUCTPUPOBAHHBIX B Poccuiickoi
®enepanuu. (B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlexapcTBeHHbIE Ipenaparbl, MpeIHAa3HAYE€HHbIE JUIsI TYMaHUTApHONW NMOMOIIU (ConelcTBUSA)
WJIY TIOMOILM IIPYU YPE3BBIYANHBIX CUTyalMsX, BBO3ATCs B Pocculickyro ®denepanuio B MOpsiIKe,
yctaHoBiieHHOM [IpaButensctBoMm Poccuiickoit denepanuu. 3ampeiniaercs BBo3 B Poccuiickyro
denepanuio HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, MPEAHA3HAYEHHBIX IS
IYMaHUTApHOM MoMoOUIM (CONEHCTBUS) WJIM MOMOIIM NPU Ype3BbIYAMHBIX CUTyalusiX. (B pen.
®denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarbs 51. CorpynaunyectBo ¢eaepajbHOro oprana
HUCIIOJTHUTEJIbHOU BJIACTH, YIIOJTHOMOYEHHOT0 B 00/1aCTH
TAMOKEHHOTO0 /1eJ1a, U APYTUX YIIOJTHOMO4YEHHbIX (eepaibHbIX
OPraHoOB UCIOJHHUTEJIbHOM BJIACTH

1. YnonHomoueHHble (QenepabHbIE OpraHbl HCIOJHUTEIBLHOM BIIACTH NPEJOCTABISAIOT B
pacropsikeHHe (eepalbHOTO0 OpraHa UCIIOJHUTENBHOM BIIACTH, YIOJTHOMOUYEHHOIO B O0ONAcTH
TaMOXXEHHOTO JIeJ1a, FOCYIapCTBEHHBIN peecTp JeKapCTBEHHBIX CPEICTB, a TAKKe HH(POPMAIIHIO O
BBIJJAaHHBIX DPA3PEIICHUAX HA BBO3 KOHKPETHOW IApTUM JIEKAPCTBEHHBIX CPENCTB B CIIyYasX,
YCTAHOBJIEHHBIX 4acThl0 3 craTbu 47 Hacrosiero deaepalbHOro 3aKoHa.

2. ®enepanbHbIl OpraH WCHOJHUTEIBHONW BIIACTH, YIOJHOMOYEHHBIH B 00NAaCTH TaMOKEHHOI'O
nena, WHPOPMHUPYET yKa3aHHBbIE B YacTH | HACTOSILIEH CTaTbU yIMOJHOMOYEHHBIE (eepanbHbIe
OpraHbl UCTIOJHUTEIBLHOM BIIACTH O BBO3€ JIEKAPCTBEHHBIX CpeaCTB B Poccuiickyro Denepanuto u
BBIBO3€ JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepanuu no Gpopme U B MOPSAKE, KOTOPbIE
yctaHoByeHnbl [IpaBurensctBom Poccuiickoit ®enepanuu. (B pen. deaepanbHOro 3akoHa OT
06.12.2011 N 409-®3)

I'maBa 10. PAPMALHEBTUYECKASA JEATEJIBHOCTD

Crarbs 52. OcymecTBieHue ¢papmManeBTHYeCKOM AeSITEJIbHOCTH

1. ®apmaieBTHuecKas JEATEILHOCTh OCYIIECTBISIETCS OPTaHU3AIUsSMU ONTOBOM TOProBIU
JIEKAPCTBEHHBIMU CPEJICTBAMHU, aNTEUYHBIMU OPraHU3alUsAMH, BETEPUHAPHBIMU aANTEUHBIMHU
OpraHu3alMsIMH, WHAUBUAYAJIbHBIMU TMPEANPUHUMATEISIMU, HUMEIOIMMU JIMIEH3UI0 Ha
(hapMaleBTUYECKYIO IESITENbHOCTD, MEAUIIMHCKUMU OPraHU3alUsIMH, UMEIOITUMH JTUIEH3UI0 Ha
(dhapMaleBTUUECKYIO JIeTeIbHOCTh, U UX 000COOICHHBIMU MOJpa3AeieHUsIMH (aMOynaTOpHsIMH,
denpamepckuMu U (esbAIIepCKO-aKyIIepCKUMU TyHKTaMU, HEeHTpaMu (OTAEIEHUsIMU) OOIIei
BpaueOHOM (CeMeiHOI) MPAKTUKH), PACMOJOKEHHBIMH B CEIbCKUX HACEJIEHHBIX IMYyHKTax, B
KOTOPBIX OTCYTCTBYIOT allTEYHbIC OpPraHU3allUU, U BETEPUHAPHBIMU OpraHU3alUsIMH, UMEIOIIUMHU
JULEH3HUI0 Ha (papMalleBTUUECKYIO JIeATeIbHOCTh. (B ped. PeaepanbHoro 3akoHa or 25.11.2013



N 317-®3)

2. ®usnyeckue JHIa MOTYT OCYUIECTBIATH (PapMaleBTHUECKYIO JESATENbHOCTh MPH HATUYUU
BBICIIIETO WJIM CpEAHEro (hapManeBTHYEeCKOro oOpa3oBaHUs W cepTU(UKaTa CICIHAIKCTA,
BBICIIEr0 WJIM CPEIHEro BETEPUHAPHOr0 oOpa3oBaHusl U cepTU(UKATa CIEHHUATUCTA, a TaKXKe
BBICIIIETO WM CPEOHEr0 MEIMIMHCKOrO o00pa3oBaHMs, CepTUdUKATa CIHCHHATUCTa U
JOTIOIHUTENILHOTO  Mpo(decCHOHAIBHOTO  00pa3oBaHUsT B 4YacTU PO3HUYHOM  TOProBIIU
JIEKAPCTBEHHBIMU TpenaparaMu MpU YCIOBUM HX paboThl B 000COOIEHHBIX MOJpa3ieIeHUSIX
MEIUIIMHCKUX OpTaHM3alliii, yKa3aHHbIX B 4acTu | HacTosmied crarbu. (B pen. denepalibHOTO
3akoHa oT 27.07.2010 N 192-®3)

Crartbs 52.1. BBox B rpa:kIaHCKuii 000pOT JIEKAPCTBEHHBIX
NMpenaparos AJIs1 MeAMIUHCKOro npuMeHenns (B pea. @enepajbHOro
3akoHa oT 28.11.2018 N 449-®3)

1. [lepen BBOJIOM B I'pa)<IaHCKUN 000POT KaXA0H CEpUU WM Ka)XA0H mapTHH MPOU3BEIEHHOIO B
Poccuiickoii denepanuu J1€KapCTBEHHOrO IIperapara il MEJULMHCKOTO IPUMEHEHHs, 3a
UCKJIIOYEHUEM HMMMYHOOMOJOTMYECKHUX JIEKAPCTBEHHBIX IIPENaparoB, IMPOU3BOJIUTENL TaKOI'o
JIEKapCTBEHHOI'O Ipernapara MpeacTaBiIseT B (heAepalbHbll OpraH HCIOIHUTEIbHOW BIIACTH,
OCYILECTBISIOMNUN (PyHKIIMU IO KOHTPOJIIO U HAA30py B cdepe 3ApaBOOXpaHEHUS, JTOKYMEHT
IIPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA, IOATBEPXKAAIOIIMUN Ka4eCTBO JIEKAPCTBEHHOI'O
rpenapara, 1 IoATBEPKACHHUE YIIOJIHOMOUYEHHOTO JIMLA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBMsI  JIGKAPCTBEHHOI'O IIpernapara TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPpH €0
rOCY/IapCTBEHHOM perucTparuu.

2. Tlepen BBOAOM B Tpa)<IaHCKUH OOOPOT Ka)KIOW CEpUM WM KaKIO0M MapTUXU BBO3UMOTO B
Poccuiickyto @enepanuio JeKapcTBEHHOrO Ipenapara i MEAUIMHCKOTO MPUMEHEHUs, 3a
UCKJIIOYEHUEM  MMMYHOOHOJIOTUYECKMX  JICKAPCTBEHHBIX  IIpenapaToB,  OpraHU3aLus,
OCYLIECTBJIAIONIAasl BBO3 JIEKAPCTBEHHOrO npemnapara B Poccuiickyro denepanuro, nIpeacTapiseT
B (enepanbHbI OpraH HCIOJIHUTEIBHOMN BJIACTH, OCYIIECTBISIIOMUN (PYHKIIUM 1O KOHTPOJIIO U
Ha/I30py B cdepe 3IpaBOOXpaHEHHUs, CepTU(HUKAT MPOU3BOAMUTEINS JIEKAPCTBEHHOI'O CPEICTBA,
YAOCTOBEPSIIOLIMM  COOTBETCTBHME BBO3UMOIO JIEKAPCTBEHHOIO Ipemnapara TpeOOBaHUSIM
(dapMakoneifHOW cTaTbu, a B Ciy4ae OTCYTCTBUS (papMakomneiHoOll cTarbu TpeOOBaHUSAM
HOpPMAaTUBHOM  JOKyMEHTalluM, W  [OATBEp)KJIEHUE  MPEACTaBUTENs  OpraHu3alluy,
OCYILIECTBJISIIOLLIEN BBO3 JIEKapCTBEHHOro nmnpenapata B Pocculickyro ®enepauuio u
YIOJIHOMOYEHHOM MHOCTPAHHBIM MPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS
BBO3MMOIO  JIGKAPCTBEHHOI'O  Ipenapara  TpeOOBaHUSM, YCTAHOBJICHHBIM IPU  €ro
rOCY/IapCTBEHHOM perucTparu.

3. [Nopsanok mpeacTaBieHuss B COOTBETCTBUM C YacTAMH | U 2 HACTOSMIEH CTaThU JOKYMEHTOB U
CBCI[eHI/Iﬁ 0 JICKAapCTBCHHBLIX IIp€Iiaparax, BBOAUMbIX B Fpa)KI[aHCKI/Iﬁ O60pOT, YCTaHaBJIMNBACTCA
IIpaBurensctBoM Pocculickoit denepannu.

4. B OTHOLIEHHMH MEpPBbIX TPEX CEpUM MM MApTUH JIEKAPCTBEHHOIO Ipernapara, BIEpBbIE
npousBeeHHoro B Poccuiickoit ®Pexepauuu wiaM  BOEpBble  BBO3UMOro B Pocculickyro
®enepanyio, B GenepanbHbli OpraH UCIOJIHUTEIHHOM BIIACTH, OCYLIECTBISMIONUN (QYHKINU TTO
KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpPAHEHMs, JOMOJHUTENIBHO MPEACTABISETCS MPOTOKOI



WCIIBITAaHUI O COOTBETCTBUU CEPUU WIIM MAPTUH JIEKAPCTBEHHOIO Mpernapara Jyisi MEIUIIUHCKOTO
MPUMEHEHU MTOKA3aTeNsIM KauecTBa, MPeIyCMOTPEHHBIM HOPMAaTUBHOM JTOKyMeHTaIuel (zasee -
MPOTOKOJI UCTIBITAHUI), TPOBOJAUMBIX aKKPEAUTOBAHHBIMHU B COOTBETCTBUH C 3aKOHO/IATEIHCTBOM
Poccuiickoii ®epepanuu 00 aKKpeOUTAlMd B HAIMOHAJIBHOM CHCTEME aKKpeIuTaluu
(denepadbHBIMM  TOCYIAPCTBEHHBIMH  OIODKETHBIMU  YUPEKICHUSIMH, TOJBEIOMCTBEHHBIMHU
(denepaibHOMY OpraHy MCIOJHUTEIBHOMN BJIACTH, OCYHIECTBIIIOMEMY (YHKIIUU IO BEIPAOOTKE U
peanu3alnuyd rocyJapCTBEHHOW MOJUTUKA U HOPMAaTHUBHO-IIPABOBOMY DPETYJIMPOBAHHIO B cdepe
3/IpaBOOXpaHeHusi, U (enepaJbHOMy OpraHy HCIOJIHUTENbHON BIIACTH, OCYIIECTBISIOIIEMY
(GYHKIIMU 1O KOHTPOJIO U Hal3opy B cdepe 3npaBooxpaneHus. [lopsaok BbAauM yKazaHHBIMU
(denepaibHBIMM TOCYJAPCTBEHHBIMH OIOMKETHBIMU YUPEXKICHUAMH JaHHOTO MPOTOKOJA U
pa3Mep IuIaThl 3a ero BelAauy ycraHaBiuBarorcs [IpaBurenscrBom Poccuiickoit @enepannu.

5. ExeronHo He no3anHee | gpeBpais IpOM3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB WIIK OpraHN3allly,
OCYILIECTBJISIOLIME BBO3 JIECKAPCTBEHHBIX NpenaparoB B Pocculickyto denepannto, NpeacTaBisitoT
B ¢enepaibHbli OpraH UCIOJHUTEIBHONW BJIACTH, OCYUIECTBISIONUN (PYHKIMH MO KOHTPOJIO U
HaJ30py B cdepe 3ApaBOOXpaHEHUS, MPOTOKOJ HCHBITAHUM MOCTYMHUBIIEr0 B TEYEHHUE rojia B
rpaKIaHCKUKA 000pOT JIEKAPCTBEHHOTO Mpernapara KOHKPETHOTO MPOU3BOIUTENS (Ha OHY CEPHI0
Ka)XJIOTO TOPrOBOr0 HAWMEHOBAaHUS C YYETOM JIEKAPCTBEHHOW (OpMBI W JO3UPOBKH),
MPOBOAUMBIX AKKPEIUTOBAHHBIMM B COOTBETCTBUHM C 3aKOHOJATENBCTBOM Poccuiickoit
Oenepann 00 aKKpeIUTAlMU B HAIIMOHAJBHOW CHCTEME aKKpPEIUTallUd HCIbITaTeIbHBIMU
naboparopusiMu (LIEHTpaMH).

6. IlpomsBomuTenu JEKapCTBEHHBIX CPEACTB WJIM OpraHU3alid, OCYLIECTBISIOLIUE BBO3
JeKapCTBEHHBIX mpemnapatoB B Poccuiickyro ®exepaunuio, He MEHee 4eM 3a OOUH Tof 10
IJIAaHUPYEMBIX MPUOCTAHOBIICHHUS WIIA MPEKPAIIEHHUS TPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB
uim ux BBo3a B Poccuiickyto ®enepannio yBeAoOMISIOT 00 3ToM (denepanbHbI OpraH
WCIIOJIHUTENILHOM BJIACTH, OCYHIECTBISIOMMNA (YHKIIMKM TO KOHTPOJIO U Haa3opy B cdepe
3[IpaBOOXpaHEHUs U eliepaibHbIii OPraH UCTIOTHUTEIBHON BIIACTH, OCYIIECTBISIOMUN (QYHKIIUN
IO JIMIIEH3UPOBAHUIO MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.

7. BBoa B rpakJaHCKM 00OpOT KaXKIAOH CEepUM MM KaXJ0H MapTUHM MMMYHOOMOJIOTHUYECKOTO
JIEKAPCTBEHHOI'0 Mpenapara, MnpousBeneHHoro B Poccuiickoid Penepaniii WM BBO3UMOIO B
Poccuiickyto @eznepanuto, OCYILECTBISIETCS Ha OCHOBAaHUM Pa3pEIICHUs, BbIJIAHHOIO
(denepaqbHBIM OpraHOM HCIIOJHUTEIbHON BJIACTH, OCYILECTBISIIOIUM (YHKIHUU IO KOHTPOJIIO U
Haa3opy B cdepe 3ApaBOOXpAaHEHMs, HA OCHOBAaHMM BBIJAHHOIO  (henepanbHBIMU
rOCY/IapCTBEHHBIMU OIOIKETHBIMH YUPEXKICHUSAMH, YKa3aHHBIMU B 4acTH 4 HAcTOsIIEH CTaTbu,
3aKJIIOYEHUS O COOTBETCTBMM CEPUM WM MNAPTUM HUMMYHOOHOJIOTMYECKOTO JIEKapCTBEHHOI'O
npenapara TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPH €ro rocyrapcTBeHHOM peructpauuu. Ilopsmok
BbIIaYM  pa3pelleHusi Ha BBOJ B TPaXAaHCKUH  00OpoT cepud WIM  [ApTUHU
MMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOI'O0 IIperapara, a TakKe IOpPsAJIOK BbIJAYM YKa3aHHOI'O
3aKJIIOYEHUS W pa3Mep IUIaThl 3a €ro BblAAayy ycTaHaenuparoTcs [IpaButenscTtBoM Poccuiickoit
Deaepanum.

8. 3a HempeacTaBI€HHME WM HECBOEBPEMEHHOE IPEACTABICHUE JIOKYMEHTOB M CBEJIEHUM,
MPEeIyCMOTPEHHBIX YacTsmMu 1, 2, 4, 5 u 6 HacTOAIIEH CTaTby, MPOU3BOAUTENH JIEKAPCTBEHHBIX
CPEICTB M OpTraHMW3alllM, OCYIUECTBIISIOLINE BBO3 JIEKAPCTBEHHBIX MpenapartoB B Poccuiickyro
@deznepalto, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoit
Deaepanum.



9. IlpencraBieHue TOKYMEHTOB U CBEIEHMM, MPELyCMOTPEHHBIX YacTsMu 1, 2 u 4 Hacrosuei
CTaThH, U TOJyYeHHE MPETyCMOTPEHHOIO YacThi0 7 HACTOSIICH CTaThu pa3pellieHust Ha BBOJ
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IMpernapara B IpakIaHCKUK 000poT He TpeOyroTcs B
OTHOIICHUH JIEKAPCTBEHHBIX IPENapaToB, MpeIHa3HAYEHHBIX MJIsi MPOBEACHUS KIMHUYECKUX
UCCIIeIOBaHUH JIEKAPCTBEHHBIX IMPENapaToB, MPOBEACHUS IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB
IJISl OCYIECTBICHHUS TOCYAApPCTBEHHOH pPErucTpalMy JIKAPCTBEHHBIX IPENapaToB, a TaKke B
OTHOIICHUH HE3apPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, MpeIHA3HAYCHHBIX IS
OKa3aHUsl MEIUIMHCKOM IMOMOIIM IO JXMU3HEHHBIM MOKa3aHUSM KOHKPETHOTO MalleHTa WU
IpyINBI TAMEHTOB, BBO3UMBIX B Poccuiickyro ®Denepaiyio B COOTBETCTBUM € YacTaMu 3 U 3.1
cratbu 47 Hacrosero denepanbHoro 3akoHa. (B pea. denepanpHoro 3akoHa ot 27.12.2019 N
475-P3)

10. Ilpu BBISIBIEHUH B Ipa’kKJaHCKOM OOOpOTE CEpPUH WJIM MapTUH JIEKApCTBEHHOIO IMpernapara,
JIOKYMEHTBI U CBEJIEHUS O KOTOPBIX, MPEAYCMOTPEHHbIE YacTsIMu 1, 2 u 4 HacTodIel cTaTbu, HE
MPECTaBICHBI B (heIepaibHbI OpraH UCIOJHUTEIBLHOM BIACTH, OCYIIECTBISIONINN QYHKIIUHU 110
KOHTPOIIO M Haa3opy B cdepe 3apaBoOXpaHEeHMs, MO0 Ccepun WIM  [apTUU
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOI'O Mpernapara, He HMMEIOIIUX pa3pelieHus Ha BBOI B
IrpaXIaHCKUKA 000POT, MPEAYCMOTPEHHOI0 YacThio 7 HACTOSIIEH cTarbu, (eAepalbHbIM OpraH
WCIIOJIHUTEIILHOM BJIACTH, OCYHIECTBISIONMNA (YHKIIMKM TO KOHTPOJIO U Haa3opy B cdepe
3IpaBOOXpaHEHUs, B TMOpsAKe, ycraHoBieHHOM IIpaButenscTtBoM Poccuiickoit ®enepaiuu,
MPUHUMAET pEHICHHE O MPEKPaIIeHUH T'PAXTAHCKOTO 000poTa TaKMX CEpUM WIM MapTUH A0
MPEICTaBIEHHUs YKA3aHHbBIX JTIOKyMEHTOB U CBEIACHHH JIMOO MOIYYSHHs YKa3aHHOTO pa3perieHHs .

Crarbs 53. IIpona:xka, nepexaya JiekapCTBEHHBIX CPEICTB
OpPraHu3anusMI ONITOBOM TOPIOBJIH JIEKAPCTBEHHBIMM CPeACTBAMM

1. OpraHu3anuyd ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEICTBAMM MOIYT OCYIIECTBISATh
npoaaKy JICKAapCTBCHHbBIX CPCACTB WM IIE€pCAaBaTb MX B YCTAHOBJIICHHOM 3aKOHOAATCJILCTBOM
Poccuiickoii ®Denepaiuu mopsake (3a HCKIIOYEHHEM (apMaleBTHYECKOW CyOCTaHIIMHM CIIHPTa
ATUIIOBOTO (3TaHoia): (B pen. PenepaibHbx 3ak0HOB oT 29.07.2017 N 278-D3, ot 27.12.2019 N
481-P3)

1) npyrum opraHu3anusM orTOBOM TOProBiIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NpOU3BOAUTENISIM JICKAPCTBEHHBIX CPEACTB IS 1Iee MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB;
3) AlITCYHBIM OpraHu3alusaM U BETCPUHAPHBIM AlITCUHBIM OpraHHU3aluiIM;

4) Hay4yHO-HCCIIENOBATEIbCKMM OpraHU3alMsIM JIJIsl HAyYHO-UCCIIEI0BATENIbCKON PabOoThI;

5) uHAMBUIYyalbHBIM NPEANPUHUMATENSM, HMEIOIIUM JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
JEATEIBHOCTh WIH JILICH3UIO HA MEIULIMHCKYIO JEATEIBHOCTD;

6) MEIUMIMHCKUM OpraHu3alusM, B TOM 4YHCIE€ CO3JaHHBIM M 3aperucTpUpPOBAHHBIM B
COOTBETCTBMM C 3aKOHOJATEJILCTBOM HHOCTPAaHHOIO TrocyjgapcTBa - wieHa OpraHuzanuu
SKOHOMUYECKOI'O COTPYIHMYECTBA M Pa3BUTUS HMHOCTPAHHBIM IOPUAWYECKUM  JIMIIAM,
UHMBUAYaAJIbHBIM MPEIIPUHUMATENSAM, SBISIOUUMCS YYaCTHUKAMU IPOEKTa B COOTBETCTBHUU C
®denepabHbIM 3aKkOHOM "O MEXIyHApOAHOM MEIUIIMHCKOM KJIacTepe U BHECEHUH U3MEHEHUU B
OT/IeTIbHBIE 3aKOHOJaTeIbHbIE akThl Poccuiickoit denepaunn”, 1 BeTepUHAPHBIM OpraHU3aIUsIM;



(B pen. denepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHu3alusiM W HHAUBUAYAJIbHBIM MNPCANPUHUMATCIIIM, OCYHICCTBIIAIOINIUMM pPa3BCIACHUC,
BbIpalllTMBaAHHUEC W COACPIKAHUC KMBOTHBIX (33 HUCKIIFOYCHUCM IIPpOAaXu UM q)apMaHCBTI/I‘ICCKI/IX
cyOcTaHiuil win ux nepenaydn). (B pea. deaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3alnuy ONTOBOM TOProBiM JIEKAPCTBEHHBIMU CPEACTBAMU HE BIPAaBE OCYLIECTBIATH
npojaxy (mepefady B yCTaHOBJIGHHOM 3akoHoJarelbcTBoM Poccuiickoit denepanmu mopsiake)
(hapmaleBTHUECKO CyOCTaHIIMM CIIUPTA 3TUIIOBOrO (3TaHoina). (B pea. denepaibHOrO 3aKOHA OT
27.12.2019 N 481-®3)

Crarba 54. [IpaBuiia onToBOM TOPIroBJIN JIEKAPCTBEHHBIMH
cpeacTBaMu

OnToBasi TOProBis JIEKAPCTBEHHBIMU CPEIACTBAMU  OCYILIECTBISAETCS MPOU3BOJUTEIAIMU
JIEKAPCTBEHHBIX CPEACTB U OPraHU3alUsMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEIACTBAMU 110
IpaBWJIaM HaJJIexaulel JucTpUOBIOTOPCKOM NPAaKTUKW M IpaBWiIaM HaJJieXaled MpaKkTUKU
XpaHEHHUsT W IIEPEBO3KM JIEKAPCTBEHHBIX IIPENAPATOB, YTBEPXKIECHHBIM COOTBETCTBYIOIIUMHU
YIOJIHOMOYEHHBIMU (e/iepaabHbIMU OpTaHaMH UCIOJIHUTEIbHON BiacTH. (B pen. denepaabHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Crarba 55. [lopsiiok pO3HMYHOM TOPIOBJIN JIEKAPCTBEHHBIMH
npenaparamu

1. Po3HuyHass TOpProBisl JIEKAPCTBEHHBIMM IperaparaMd B KOJIMYECTBaX, HEOOXOJUMBIX s
BBINIOJIHEHUsT BpadeOHBIX ((enbAlIepckrux) Ha3HAYeHUM WIM Ha3HAueHWil CIelualucToB B
o0JIaCTM  BETEPUHAPHM, OCYILIECTBISIETCS AalTeYHbIMM OpraHHU3ALUAMH, BETEPUHAPHBIMU
anTeYHbIMU OpPraHU3alUsAMHU, UHAUBUAYAJIbHBIMU IPEANPUHUMATEIIMH, UMEIOIIUMHU JIMLIEH3UI0
Ha (papMaLeBTUYECKYIO J€ATEIbHOCTh, MEAULIMHCKUMU OpPraHU3alsIMH, UMEIOILUMU JTUICH3UI0
Ha  (apManeBTHUYECKyI0  JEATENbHOCTh, U HMX  O000COOJNEHHBIMH  IOJPA3JECIICHUIMU
(amOynaTopusiMM, (QenpJIIEpCKUMH U (QeNbAIEpCKO-aKyIIepCKUMH  [TYHKTaMH, LEHTpaMu
(otmenenusimu) oOmIEeH BpaueOHOM (CeMEWHOMN) MpPaKkTHUKH), PACIONOKEHHBIMH B CEJIbCKUX
HACeJIEHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHble OpraHU3allMM, U BETEPUHAPHBIMU
OpraHM3alMsIMU, MMEIOIMMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYO0 JedaTeabHOCTh. PaspemieHa
pPO3HMYHAsl TOProBIs TOJNBKO JIEKAPCTBEHHBIMU IIpernaparamy, 3aperucTpUpPOBAHHBIMU B
Poccuiickoii denepany UM U3rOTOBJIEHHBIMU ANTEYHBIMU OPraHU3alUsIMHU, BETEPUHAPHBIMU
anTEeYHbIMU OpPraHU3alUsAMH, UHAUBUAYAJIbHBIMU IPEANPUHUMATEIIMH, UMEIOIIUMU JIMLIEH3UI0
Ha (hapMaleBTUYECKYIO eSITeIbHOCTh. PO3HMUYHAs TOProBis JIEKApCTBEHHBIMHU IIperapaTraMu
OCYILECTBIISIETCSI 10 IpaBWJIaM  HaJuleXkalled  anTeYHOM MpPaKTUKH, YTBEP)KICHHBIM
YIOJIHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIOJIHUTEIbHOW BiacTu. (B pen. denepaibHbIX
3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1.1. Po3HuuHas TOProwis JIEKapCTBEHHBIMU IIpernaparaMu JUisi MEIUIMHCKOTO IMPUMEHEHHs (3a
HCKIIIOYCHUEM JIEKapCTBEHHBIX IIPENaparoB, OTIIYCKAEMBIX I10 PELENTY Ha JIEKapCTBEHHBIN
rpenapar, HApKOTUYECKHUX JIEKAPCTBEHHBIX IIPENapaToB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX
[IpernaparoB, a TaKXe CHMPTOCOIACPXKAIIMX JIEKAPCTBEHHBIX IPENnaparoB ¢ 0ObeMHOM monei



STUJIOBOTO CIIMPTA CBbIIIE 25 MPOLIEHTOB) MOXET OCYIECTBISITbCA aNTEYHbIMU OpPraHU3ALUAMU
JUCTAaHLUMOHHBIM crocoOOM. PO3HMUYHYIO TOProBiIIO JIEKAPCTBEHHBIMM IpenapaTtamu Ajs
MEIULUHCKOIO TNPUMEHEHUsI JAUCTAHIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISATh ANTEYHbIE
OpraHM3aluy, UMEIOLUE JULEH3UI0 Ha (apMaleBTUUYECKYIO JESITEIbHOCTh U COOTBETCTBYIOLIEE
paspernieHue ¢eaeparbHOr0 OpraHa MCIOIHUTEIBHON BIACTH, OCYLIECTBISIONIET0 (YHKIHH IO
KOHTPOIIO W Haa3opy B cdepe 3apaBooxpaHeHus. llopsaok Beliauum paspelieHus Ha
OCYILIECTBJIEHHE PO3HUYHOW TOProBIM JIEKAPCTBEHHBIMU IIpenaparamMu JUCTaHLIMOHHBIM
crnocoboM, TpeOOBaHUS K aNTEYHbIM OpraHU3aLUsAM, KOTOPbIEé MOTYT OCYIIECTBIATH TaKyIO
TOPIOBIIO, U IMOPSAJOK €€ OCYIIECTBICHMs, a TakKe IpaBuUia JOCTABKU JIEKAPCTBEHHBIX
MpenapaTtoB rpaxzaaHaM ycraHaenuparorcsi [IpaBurenbctBom Poccuiickoin  @epepanuu.
Wndopmanuss o6 oriadeHHbIX (OTHYLIEHHBIX) M IOJIYYEHHBIX JIEKAPCTBEHHBIX IIpernapaTrax
BHOCHUTCSI B CUCTEMY MOHUTOPHHIA JBM)KEHUS JIEKAPCTBEHHBIX IPENapaTroB AJs MEIULUHCKOTO
NPUMEHEHUsl B MOpsKE, MPEeIyCMOTPEHHOM 4YacThio 7 ctaTbi 67 Hacrosuero denepanbHoro
3akoHa. (B pen. denepanproro 3akona ot 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHM3allMiii W MpaBWiIa OTIYCKa JIEKAPCTBEHHBIX IPEMapaToB [Uis
MEIUITTHCKOTO IpUMEHEHUS anTe4YHbIMU OpraHu3aIysIMy, WH/IMBUyaTbHBIMU
IPEANPUHUMATEISIMU, UMEIOIIUMH JIMIIEH3UI0 Ha (apMaleBTHUUYECKYIO IeSTeIbHOCTh, a TaKKe
IpaBUJja OTIyCKa JIEKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO MPUMEHEHUST MEAUIITHCKUMU
OpraHu3alMsMH, HMMEIOUIMMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO JEeSITEeIbHOCTh, H HX
000cOONEeHHBIMI  TIOZIpa3aeeHusIMU  (amOynaropusiMu, (enpamepckuMu U (henbamepeKo-
aKyIIepCKUMH IMyHKTaMHM, IIEHTpaMH (OTAENEHUsAMH) 001el BpaueOHOM (CeMEeMHOM) MPaKTUKH),
pacIoOKEHHBIMU B CEJIbCKUX HACENEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIC
OpraHu3aliy, YTBEP)KIAIOTCS YIOJHOMOYEHHBIM (eaepaqbHbIM OpPraHOM HCHOJTHUTEIBHON
BiacTH. (B pea. PeaepanbHoro 3akona ot 25.11.2013 N 317-D3)

3. IIpaBuna oTIycKka HAPKOTHYECKUX CPEJICTB U IMCHUXOTPOMHBIX BEIIECTB, 3aPErUCTPUPOBAHHBIX
B KaueCTBE JIEKAPCTBEHHBIX IPEMapaToB, JIEKAPCTBEHHBIX IMPENapaTtoB, COIEPKALIUX
HApKOTUYCCKHUE CpEACTBA U IICUXOTPOIIHBIC BCHICCTBA, YTBCPKAAKOTCA YIIOJIHOMOYCHHBIM
(benepanbHBIM OPraHOM HCIIOJHUTEIBHOM BIACTH IO COINIACOBAaHMIO C (hellepalbHBIM OpPraHOM
WCTIOJTHUTEIBHOW BJIACTH, YIIOJTHOMOYEHHBIM B cepe BHYTpeHHUX nen. (B pen. denepaibHOro
3axkoHa o1 03.07.2016 N 305-D3)

4. JlexapcTBeHHbIE TIpemnaparbl JJii BETEPUHAPHOTO IMPUMEHEHMs IOUIeKAT OTIYCKY
BETEpPUHAPHBIMU anTe4HbIMU OpraHu3aLusIMH, BETEPUHAPHBIMHU OpraHu3aLUsIMU,
UHJVBUAYAIbHBIMU NPEANPUHUMATEISIMY, HMEIOIIMMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
nesaTenbHOCTh.  OTHYCK JIEKapCTBEHHBIX IPENaparoB Uil BETEPUHAPHOIO IPUMEHEHHS
OCYILECTBISIETCSI B  COOTBETCTBMM C NPAaBWIAMM  HAQAJIEXKalle anTeyHOH IpaKTUKU
JICKapCTBEHHBIX  IIpernaparoB Uil  BETEPUHAPHOTO  NPUMEHEHHUs,  YTBEPKACHHBIMU
YIOJIHOMOYEHHBIM (pe/iepalIbHbIM OpPraHOM MCHOJIHUTENbHOW BiacTu. (B pen. denepanbHOro
3axkoHa o1 02.08.2019 N 297-D3)

5. IlepedyeHbp MEOUIMHCKMX OpraHM3alUi, HMEIOIIMX JIMLIEH3UI0 Ha (apMaleBTHUECKYIO
JeATeNIbHOCTh, M UX 000cOo0NeHHBIX mojapa3aeneHuil (amOynaropuii, denpamepckux u
(denpamepcKo-akylmepckux IMyHKTOB, LEHTPOB (OTaeneHui) oOmieit BpaueOHON (ceMeiHOoM)
NIPAKTUKH), PACHOJIOKEHHBIX B CEJIbCKMX HACEIEHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpPraHU3alMy, a TAaKKe IEepeuyeHb JIEKAPCTBEHHBIX IPENaparoB, MPOJaXa KOTOPBIX
MOJKET OCYILECTBIIATHCS YKa3aHHBIMU OpraHU3alMsAMU U UX 000COOIEHHBIMHU M10/Ipa3/IeleHUSIMH,



yCTaHABJIMBAIOTCS OpraHaMu HCIOJIHUTENBbHON BiacTu cyObekToB Poccuiickoit denepanuu. (B
pen. @eaepanbHbIx 3ak0HOB OT 25.11.2013 N 317-P3, ot 03.04.2020 N 105-D3)

6. AnrteuHble OpraHu3alMy, WHIUBUAYaJbHblE MPEANPUHUMATENH, UMEIOLIUE JIMIEH3UI0 Ha
(apMaleBTHUECKYIO JIeSTEIbHOCTh, 00s3aHbl oOecreunBaTh yTBEpXkAeHHbIM [IpaBuTenscTBOM
Poccuiickoii @enepanun 1 GOpMUPYEMBII B YCTaHOBICHHOM WM TOPSAJKE MUHUMAaIbHBINA
ACCOPTUMEHT JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX Il OKa3aHUSI MEIUIIMHCKON TOMOLIH.
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHu3aldy, WHIUBUAYaJIbHbIE MPEANPUHUMATENH, UMEIOLIUe JIMLEH3UI0 Ha
(bapMaleBTHUECKYIO AEATENbHOCTh, Hapsly C JIEKApCTBEHHBIMU IIpernaparaMyd HMEIOT MpPaBo
npuodpeTarb U NpojaBaTh, B TOM YHUCIE JUCTAHIMOHHBIM CIIOCOOOM, MEIUIMHCKUE W3ENHs,
Ne3uH(UIUpPYIOIIUE CPEeACTBa, IpeIMEeTbl U CPEACTBAa JIMYHOW THUIHMEHbI, MOCyRy s
MEIMLUHCKUX LeJeH, MpeAMEeTbl U CpelICTBa, IPeAHAa3HAYeHHbIE Uil yXoAa 3a OOJIbHBIMH,
HOBOPOX/IEHHBIMU U JIETbMHM, HE JOCTUILIMMH BO3pacTa TPEX JIET, OYKOBYIO ONTUKY U CpEICTBa
yX0Za 3a Hel, MUHEpaJbHbIE BOJBI, MPOAYKThI JIEYEOHOTO, AETCKOIO U AUETUYECKOTO MUTAHUS,
OMOJIOTUYECKU aKTUBHBIE J00aBKH, ap(roMepHble U KOCMETUYECKUE CPEJCTBA, MEIULIMHCKIE U
CaHUTAPHO-IIPOCBETUTENIbHBIE I€UaTHbIE M3/aHUs, IpEeJHA3HAuYEHHbIE JJIs IpomaraHibl
310poBOoro obOpasa »ku3HU. (B pen. DeaepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, or
25.11.2013 N 317-®3, ot 03.04.2020 N 105-P3)

8. JlesTenbHOCTh anTeyHbIX opranu3auuil Boopyxennsix Cun Poccuiickoit @enepanum, qpyrux
BOMCK, BOMHCKHUX (OPMHUPOBAHMN M OpraHOB, B KOTOPBIX 3aKOHOAATENbCTBOM Poccuiickoit
Qenepanii NPEIYCMOTPEHO  MPOXOXKJIEHHWE  BOCGHHOM  CIykObl uian  (denepanbHOM
TOCYAapCTBEHHOM  CIIyObl,  CBSI3aHHOM €  IPAaBOOXPAHUTEIBHOW  J€STEIbHOCTBIO,
perntameHTHpyeTcs HacTosmuM deepanbHbIM 3aKOHOM U YTBEPKAEHHBIMU COOTBETCTBYIOLIMMHU
(denepanbHBIMM OpraHAMU MCIIOJIHUTENIBHOM BIacTH mosiokeHusiMU. KOHTpoIb 3a cobmoneHreM
yKa3aHHbIMU aNTEYHbIMU OpraHU3alUsAMU MOJOXKEHUH Hactosmero denepaibHOro 3aKoHa
OCYILECTBIISIETCSI COOTBETCTBYIOIIMMU (peiepaibHbIMU OpraHaMU WCIOJIHUTEIbHOM BilacTu. (B
pen. @eaepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. B ycnoBusix upe3BbluaiiHON CUTyalluy U (UJIM) IPU BO3HUKHOBEHUH YI'PO3bl paCpOCTPaHEHUS
3a00JeBaHusl, MPEACTABISIONIEr0 OMAaCHOCTh s OKpyxaromux, IIpaBurenscrBo Poccuiickoit
®denepanuu  Mpu  HEOOXOIUMOCTH BIIPAaBE YCTAHOBUTb BPEMEHHBIM MOPSJOK PO3HUYHOMN
TOPIOBJIM JIEKAPCTBEHHBIMU IIperaparaMy Uil MEIULUHCKOIO IPUMEHEHUs (3a UCKIIOYEHUEM
HapKOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB U ICUXOTPOINHBIX JEKAPCTBEHHBIX IPENaparoB, a
TaKKe CHUPTOCOJEPIKAIIMX JIEKAPCTBEHHBIX NPENaparoB ¢ 0ObEMHOM J101€i 3TUIIOBOrO CIUpTa
CBbIIIE 25 TMPOIEHTOB) IUCTAHIMOHHBIM CIOCOOOM, TMOPSIAOK BBIJAYM pa3pelieHus Ha
OCYILECTBJIEHHE TOPIOBIM, MPEAYCMOTPEHHON HACTOSILEH 4YacThlo, TPEOOBAaHUS K alTE€YHbIM
OpraHM3alMsIM, KOTOpPble MOTYT OCYIIECTBISATh TaKylO TOPrOBIIIO, @ TAK)KE BPEMEHHbIE MTpaBuUIIa
JIOCTaBKH JIEKAPCTBEHHBIX MpernaparoB rpaxkaaHam. (B pen. @enepanbHoro 3akona ot 03.04.2020
N 105-93)

Honoswcenue wvacmu 9 cmamou 55 oeitcmeosanu 0o 31.12.2020 exnrouumenvrno (vacmsp 2
cmamuu 3 Dedepanvrozo 3axkona om 03.04.2020 N 105-D3).

Crarbs 56. U3roroBjieHUE U OTIYCK JEKAPCTBEHHBIX MPeNnaparoB



1. M3rortoBieHue JIeKapCTBEHHBIX IPENaparoB anTEYHbIMU OpPraHU3aLUsAMH, BETEPUHAPHBIMU
anTeYHbIMU OPraHU3alUsAMU, UHAUBUAYAIbHBIMU IIPEANPUHUMATEISIMU, UMEIOIIUMHA JIMLIEH3UIO
Ha (papMaleBTUYECKYI0 JEATEIbHOCTb, OCYIIECTBIAETCSA II0 pELEeNTaM Ha JIEKapCTBEHHBIE
npernaparbl, MO TpPeOOBAaHUSAM MEIULMHCKUX OpraHU3alui, BETEpUHAPHBIX OpraHu3aluil B
COOTBETCTBUM C IIPaBUJIaMH U3IOTOBIEHUs U OTIYCKAa JICKAPCTBEHHBIX IIPENaparos,
YTBEPXKAECHHBIMU YIIOJIHOMOYEHHBIM (peiepaibHbIM OPTraHOM HCIIOJIHUTEJIBHOMN BIIACTH.

2. Ilpu W3rOTOBJIEHMM  JICKAPCTBEHHBIX IpENapaToB  aNTeYHbIMH  OpPraHU3ALMSIMHU,
BCTCPUHAPHBIMU  AlITCYHBIMKU  OpraHu3alsaMu, HWHIAWBUAYAJIbHBIMU [IPCANPUHUMATCIISAMU,
MMEIOIIMMH  JIMIIEH3UI0  Ha (dbapMaleBTUUECKyl0  JIEITEIbHOCTb, UCTIONb3YIOTCS
(dapMmanieBTHUECKHE CyOCTAHIIMM, BKJIIOYEHHBIE COOTBETCTBEHHO B TOCYJApPCTBEHHBIM peecTp
JICKAPCTBCHHLIX CPCACTB i1 MCAULMHCKOIO IIPUMCHCHHUA U FOCy,Z[apCTBCHHBIﬁ peecTp
JICKAPCTBCHHLIX CPCACTB A BCTCPUHAPHOI'O IPUMCEHCHHUA B YCTAHOBJIICHHOM IIOPAJIKE. He
A0IyCKacTCA HU3TrOTOBJICHUC alITCYHbBIMHU OpraHu3anusamMu, BCTCPUHAPHBIMHU aAlITCYHbBIMU
opraHusanusmu, HHANBUAYAJIbHBIMU npeaAnpruHUMAaTCIIsIMHU, UMCHOIIIUMHA JIMIEH3N IO Ha
(hapMaleBTUUECKYI0 JeSTeNbHOCTh, JIEKaPCTBEHHBIX IMpPENnaparoB, 3aperuCTPUPOBAHHBIX B
Poccuiickoit ®enepannu.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIaApaToOB, H3rOTOBJIICHHBLIX aIllTCUHbIMU OpraHU3allusAMU,
BCTCPUHAPHBIMU  AlITCYHBIMKU  OpraHu3alusaMu, HWHIAUBUAYAJIbHbBIMU [PCAIIPUHHUMATCIAMU,
HUMCIOIIMMHU JIMICH3UIO Ha (bapMaHeBTI/ILICCKYI-O ACATCIABHOCTh, H O(l)OpMJ'IeHI/Ie TaKux
npenapaTroB JOJLKHBI COOTBETCTBOBATL IIPpaBUJIaM, YKa3aHHbBIM B 4aCTHU 1 HaCTOHHle/'I CTaThbH.

4. AnreynHsle OopraHu3alnuy, BCETCPUHAPHLIC AIITCYHBLIC OpraHu3allii, WHAWBUAYAJIbHbLIC
NpeIIpUHUMATENH, HMEIOLUe JIMIEH3UI0 Ha (apMaleBTUUECKYI0 JEATelIbHOCTb, HECYT
OTBETCTBEHHOCTh 3a HECOOJIONEHHE TMpaBUJ H3TOTOBJICHUS U OTIIyCKAa JIEKAPCTBEHHBIX
IIpenaparoB B COOTBETCTBUHU C 3aKOHOAATENbCTBOM Poccuniickoit denepanuu.

Crarba 57. 3anpemenue npoaaxxu GpaabcupuIUPOBAHHBIX
JIEKAPCTBEHHBIX CPECTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHbBIX
CpeacTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPECTB

[Iponaxxa  danbcuUUUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB,  HEAOOPOKAYEeCTBEHHBIX
JICKAPCTBEHHBIX CPE/ICTB, KOHTPAPAKTHBIX JICKAPCTBEHHBIX CPEIICTB 3alPeIIacTCs.

Crarbs 58. XpaHeHuUe JieKAPCTBEHHBIX CPeACTB

1. XpaHeHHe JEKapCTBEHHBIX CPEJICTB OCYILECTBIISIETCS IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
CPEICTB, OpraHU3alUsIMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU, aNTEYHBIMHU
OpTaHW3alMsIMHA,  BETEPUHAPHBIMU  AlTEYHBIMM  OpPraHU3alUsMH,  HWHIAUBUAYAJIBHBIMH
MpEeANPUHUMATEISIMA, WMEIOIIUMU JIMIIEH3UI0 Ha (apMalleBTUUYECKYI0 JEeSTENbHOCTh WU
JINIIEH3UI0 HA MEAULHUHCKYIO NESITEIbHOCTh, MEIULIMHCKUMU OPraHU3aLUsIMU, BETEPUHAPHBIMU
OpraHu3alMsIMH ¥ WHBIMU OpPraHU3alUsSIMU, OCYLIECTBISIONIMMU OOpalleHHe JIEKapCTBEHHBIX
CpencTB. XpaHEHHE JIEKAPCTBEHHBIX CPEJCTB Jisi BETEPUHAPHOTO NPUMEHEHHUSI OpraHU3alUusIMu
A UHAWBUIYAIbHBIMU IPEANPHUHUMATEIIMA B  CIy4dasX, €CIH OHHM  HCIOJb3YITCS
HUCKJIFOUUTENBHO TIPUA PA3BEICHUM, BBIPALIUBAHUM, COACPKAHUM U JICYEHUU JKUBOTHBIX, MOXKET



OCYIIECTBIATHCSA Oe3 IMONyu4eHMs JMIEH3MH Ha (DapMaleBTUUECKYIO NEATeIbHOCTb. (B pell.
®enepanbHoro 3akoHa or 22.10.2014 N 313-93)

2. llpaBuna XpaHEHHs JIEKAPCTBEHHBIX CPEJICTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIUM
YIOJIHOMOYEHHBIM (efiepanbHbIM OPraHOM UCIIOIHUTEIBHON BIACTH.

3. XpaHCHI/IC HAPKOTUYCCKUX JICKAPCTBCHHLIX CPCACTB, IICUXOTPOITHLIX JICKAPCTBCHHLIX CPEACTB,
paﬂﬂoq)apMaHeBTquCKHX JICKAPCTBCHHBIX CPCACTB OCYLICCTBIIICTCA B COOTBCTCTBUHU C
3akoHozaresbeTBoM Poccuiickoit Penepanun.

Crarbs 58.1. IIpeaMeTHO-KOJIUYEeCTBEHHBIH Y4eT JIeKaApCTBEHHbIX
CpeacTB Jisi MeAULIMHCKOT0 MpuMeHeHusl (B pea. PeaepajbHOIoO
3akoHa oT 25.12.2012 N 262-®3)

1. TIlepeyeHb JIEKAPCTBEHHBIX CPEACTB M MEAUIMHCKOTO TIPUMEHEHHUsS], MOAJIEKAIIUX
MPEIMETHO-KOJIMUYECTBEHHOMY YUETY, YTBEPKAACTCS YIIOJHOMOUYEHHBIM (peiepaibHBIM OpraHOM
HUCIIOJIHUTEIHHOU BJIACTHU.

2. HOpHI[OK BKJIFOUCHUSA JICKAPCTBCHHBIX CPCACTB JII MCIUIMWMHCKOIO NPHUMCHCHUS B IIEPCUCHDb
JICKAPCTBCHHLIX CPCACTB I MCIUIIUHCKOIO IIPUMCHCHUA, IIOMJICKAIIUX IMMPEAMCTHO-
KOJIMYCCTBCHHOMY  Y4C€TYy, YCTAHABJIMBACTCA  YIIOJIHOMOYCHHBIM (be)]epaHBHI)IM Opraiom
UCTIOJIHUTETIHHOM BJIACTH MO COTNIACOBAHMIO C (helepalbHBIM OPTaHOM HCIIONHUTEIBHOM BIIACTH,
YIOJIHOMOYEHHBIM B cdepe BHYTpeHHUX Jneinl. (B pen. PenepanbHoro 3akoHa oT 03.07.2016 N
305-P3)

3. [IpenMeTHO-KOJIMYECTBEHHbBIN YUET JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TPUMEHEHUS
BEIyT TMPOU3BOJUTENM  JIEKAPCTBEHHBIX CPEACTB, OpraHuU3allMi  ONTOBOW  TOPrOBIIH
JIEKAPCTBEHHBIMHU CPEICTBAMH, aNTEYHbIE OpraHU3alluu, WHIAUBUAYaJIbHBIC MPEANPUHUMATEH,
MMEIOIINE JIMIICH3UIO0 Ha (apMalleBTUYECKYIO AEATEeIbHOCTh WIW JIMLEH3UI0 Ha MEIUIIMHCKYIO
JEeSTENbHOCTh, U MEIUIMHCKUE OpraHu3alliM, OCYIIECTBIIAIOMINE OOpallleHue JIEKapCTBEHHBIX
CPEICTB I MEOUIIMHCKOTO MPUMEHEHHs, IMyTEeM pPErucTpaliy JIoObIX CBS3aHHBIX C HUX
oOpallleHMeM Omepaluii, MNP KOTOPHIX HM3MEHSETCS MX KOJWYECTBO M (WJIM) COCTOSHUE, B
CHeIUalIbHBIX KypHaJaxX ydeTa olnepalui, CBI3aHHBIX C OOpalleHUuEM JIEKapCTBEHHBIX CPEICTB
JUTSI METUIIMHCKOTO MPUMEHEHHUS (Jajiee - CrelMalIbHbIE )KyPHAJIbI).

4. IlpaBuiia perucrpalyy onepaunui, CBsI3aHHBIX C OOpallleHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEIULMHCKOIO IIPUMEHEHHUA, BKIIOYCHHBIX B IIEPEYCHb JIEKAPCTBEHHBIX CPEICTB  IJIs
MEIULMHCKOIO  IIPUMEHEHMs, [OUICXKAIIMX  IPEAMETHO-KOIUYECTBEHHOMY  YY€Ty, B
CIELMAIBHBIX OKypHajdaXx M [paBuila BENCHUA U XPaHEHUS CIECLUAIBHBIX JKypPHAJIOB
YTBEPKIAIOTCS YIIOTHOMOUEHHBIM (he/iepaibHbIM OPraHOM HCIIOJHUTEIBHOM BIACTH.

5. KouTponps 3a coOmroneHHeM MpaBUJI PErMCTpAlliy ONEpAallHi, CBSI3aHHBIX C OOpalleHUEM
JICKApCTBEHHBIX CPEACTB Ui MEIULMHCKOIO IPUMEHEHMs, BKIIOYEHHBIX B IIepeuyeHb
JIEKQpCTBEHHBIX CPEICTB ISl MEAMLMHCKOIO TPUMEHEHMs, MOMJISKAUUX MPEAMETHO-
KOJIMYECTBEHHOMY YUEeTy, B CIELIMATIbHBIX )KypHAJIaxX, a TaKXkKe 3a COOM0EHHEM MPaBUIl BEICHUS
U XpaHEHMsl CleLUalbHbIX KYPHAJIOB BO3JIAaraeTcsi Ha yIOJIHOMOYEHHbIE (eliepaibHble OpraHbl
WCIOJTHUTEIbHOW BJIACTM W OpraHbl MCIOJHUTENBbHOM Biacth cyObekToB Poccuiickoit
@enepanuy, OCYLIECTBIAIOIME JUUEH3UPOBAHUE IIPOU3BOJACTBA JICKAPCTBEHHBIX CPEICTB,



(hapMaleBTUUECKON IeATeIbHOCTH U MEIUIIMHCKON NESATENbHOCTH, U OCYIIECTBISIETCA B paMKax
JINIIEH3MOHHOTO KOHTPOJISL.

I'maga 11. YHUYTOXEHUE JTEKAPCTBEHHbBIX CPEACTB

Crarbs 59. OcHoBaHMSI M IOPS/IOK YHUYTOKEHUS JIEKAPCTBEHHBIX
CpeACTB

1. HenoGpoxauecTBeHHbIE JIEKAPCTBEHHBIE CPEICTBA, (PalbCU(UIMPOBAHHbIE JIEKAPCTBEHHbIE
CpEACTBA MOIEKAT M3BATHIO U3 OOpallleHHs U YHUUYTOXKEHUIO B IOPSJIKE, YCTAHOBICHHOM
[IpaBurensctBoM Poccuiickoit @enepanuu. OcHOBaHMEM MJIi YHUUTOXKEHMsI JIEKAPCTBEHHBIX
CPEICTB SBJIAETCS PELICHUE BIAJeiblia JEKAPCTBEHHBIX CPEICTB, PEIIEHHE COOTBETCTBYIOLIErO
YIIOJTHOMOYEHHOT0 (pefiepajIbHOr0 OpraHa UCIOJIHUTEIbHOM BIACTU WM pelleHHue cyia. (B pern.
®enepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. or 13.07.2015))

2. KoHutpadakTHble JIEKAPCTBEHHbIE CPEICTBA TMOMJICKAT U3BATUIO U3 OOpaIlllEeHUs H
YHUUTOXKEHUIO MO pemieHuto cyna. [lopspaok yHUUYTOKEHHS KOHTpadaKTHBIX JIEKAPCTBEHHBIX
cpenctB ycranaBnuBaerca [lpaButensctBoM Poccuiickoit @enepanuu. (B pen. denepanbHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxompl, cBS3aHHBIE C YHHYTOXKCHHEM KOHTPA(aKTHBIX JICKAPCTBEHHBIX CPEICTB,
HEeI00pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (albCU(UIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, BO3BMEUIAIOTCS UX BIIAJENIBIEM.

4. Bnanenerl JIeKapCTBEHHBIX CPENICTB JODKEH MPENCTaBUTh B YIIOJTHOMOYEHHBIN (enepaibHbIN
OpraH HWCIOJIHUTEIbHOW BIACTH JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJIEHHOM IOPSIKE €ro
KOTIHIO, TOATBEprKAatonMe (PakT YHUUTOKEHHUS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIOIIMH YMOJTHOMOYEHHBIH (enepanbHbii OpraH HMCHOJTHUTENBFHOW BIIACTH,
NPUHSBILUN penieHre 00 YHUYTOXKEHUH JIEKaPCTBEHHBIX CPE/ICTB, OCYILECTBISIET KOHTPOJIb 32 UX
YHUYTO)KEHHUEM.

6. YHUUTOXKEHHE JICKAPCTBCHHLIX CPCACTB IMPOU3BOAUTCA OpraHu3aluiaMi, HWMCHOIIHUMHA
COOTBETCTBYIOIYIO JIMIEH3HIO, HA CIELUAIbHO OOOPYIOBAHHBIX IUIOIIAJKaX, MOJUIOHAX U B
CHeLUATIbHO O0OPYAOBaHHBIX IOMELIEHUSX C COONIOACHHEM TpeOOBaHHUNH B OOJACTH OXPAHBI
OKPYXaIoIIeil cpelibl B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.

7. HapxoTuueckue JEKapCTBEHHbIE CpEACTBA, IICUXOTPOINHbIE JIEKAPCTBEHHBIE CPE/CTBa,
paanogapMalieBTUUECKUE JIEKAPCTBEHHbIE CpEJCTBA YHUUYTOXAIOTCSI B COOTBETCTBHHM C
3akoHonaresnbeTeoM Poccuiickoit @enepanun.

I'masa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE IIEH HA
JIEKAPCTBEHHBIE ITPEITAPATBI JUIA MEJIUITWUHCKOI'O
NPUMEHEHUASA



Crarbs 60. I'ocynapcTBeHHOe peryJiupoBaHue eH Ha
JIEKAPCTBEHHbIE Mpenaparsbl AJs1 MeIUIIUHCKOT0 PUMEHeHUsI
1. TocynapcTBEHHOE peryjaupoBaHUE IIEH Ha JIEKAPCTBEHHbIE Ipenaparbl A1 MEIULUHCKOrO

MIPUMEHEHUS OCYILECTBISETCS MocpencTBoM: (B pen. PeaepanbHoro 3akoHa ot 26.03.2020 N 67-
D3)

1) yrBepxxknenus [IpaButensctBom Poccuiickoit deaeparuu nepedns >KM3HEHHO HEOOXOIUMBIX U
BO)KHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, KOTOPBIH (GOpPMUPYETCS U HE pexke OTHOTO pa3a B rojl
[IEPECMaTpPUBACTC B YCTAaHOBJIEHHOM UM IIOPSAKE HAa OCHOBE KOMIUIEKCHOM OLEHKH
JIEKAPCTBEHHBIX IMIPENaparoB, BKIIOYAs AaHAIU3 CBEACHUN O CPaBHUTEIBHOM KIMHUYECKOUN
3pQpeKTUBHOCTH M  0€30MaCHOCTH JIEKAPCTBEHHOI'O CpEACTBA, OLIEHKY 3KOHOMHYECKUX
MOCJIC/ICTBUN  NPUMEHEHHs JIEKAPCTBEHHOIO CpEACTBA UM H3Y4YEHHUE JIOTOJIHUTENbHBIX
MOCJICACTBUNA NPUMEHEHHs JIeKapCTBEHHOro cpelacTBa; (B pea. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 13.07.2020 N 206-D3)

2) YTBEpXKICHHUS METONUKMA pacueTa IMpeAeibHbIX OTIMYCKHBIX II€H MPOU3BOJUTENICH Ha
JIEKapCTBEHHBIE TpenapaThl, BKIIOYEHHBIE B MEpPEUeHb KU3HEHHO HEOOXOAMMBIX W Ba)KHEHUIIUX
JIEKapCTBEHHBIX TpEmapaToB, a TaKKe BHEAPEHUS MEXaHU3MOB (POPMHUPOBAHUS CHUCTEMBI
pedepenturix neH; (B pen. PenepanbHbIXx 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 06.06.2019 N 134-D3)

3) rocymapCTBEHHOW pErucTpaluu MpeaeibHbIX OTIYCKHBIX II€H MPOU3BOAMTENICH Ha
JICKAPCTBCHHLIC MPCIIaparbl, BKIIOYCHHBIC B IICPCUCHLb JKU3HCHHO HCO6XO)]I/IMBIX U BaXKHEUIIINX
JIEKapCTBEHHBIX IMpenaparos; (B pea. PeaepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeneHHsl rocydapCTBEHHOIO peecTpa HpPEIeibHbIX OTIYCKHBIX ILIEH IPOU3BOAUTENEH Ha
JIEKapCTBEHHbBIE IpernapaThbl, BKIOUEHHbIE B IEPEYECHb )KU3HEHHO HEOOXOIUMBIX M BaKHEHUIINX
JIEKaPCTBEHHBIX IPENaparos;

5) yTBepKIEHHs METOAMKHM YCTAHOBJIEHUS OpraHaMu MWCIOJHUTEIbHOW BIIACTH CyObEKTOB
Poccuiickoii ®enepannn mpeenbHbIX pa3MepoOB ONTOBBIX HAJ0AaBOK U MpEAEIbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PaKTUUYECKMM OTIIYCKHBIM LI€HAM, YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IIPENApaThl, BKIIOYCHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB;

6) yCTaHOBJIEHUS NPEAEIbHBIX pPa3MEpPOB OMNTOBBIX HAA0ABOK M IpPEIENIbHBIX pPa3MepoB
PO3HMYHBIX HaJ0aBOK K (PaKTUUYECKMM OTIIYCKHBIM LI€HAM, YCTAHOBJIEHHBIM IPOU3BOAUTENISMU
JIEKAPCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIEC IIpEIaparbl, BKJIIOUYEHHBIE B IIEPEYCHB
KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB;

7) yTBEp)KACHUS MOpPsAKa BbIIAUM MpPEANUCAHUN OpraHaM HCIIOJHHUTEIbHOW BIACTH CYOBEKTOB
Poccuiickoit @enepaniiu 0 NPUBEACHUM B COOTBETCTBHE C 3aKOHOJIATEIHCTBOM Poccuiickoit
@enepanun  pemieHuil 00 YCTAHOBJIEHUMM NPEAEIbHBIX pa3MEpOB OINTOBBIX HAaJA0aBOK U
IpEeNIbHbIX pa3MEpoB  pPO3HMYHBIX HAA0aBOK K (DAKTUUYECKUM  OTIYCKHBIM  II€HaM,
YCTAHOBJIEHHBIM MPOU3BOJUTEISIMH JIEKAPCTBEHHBIX NPENapaToB, Ha JIEKAPCTBEHHbIE Mpenaparsl,
BKJIFOYEHHBIE B IIEPEUYECHb )KU3HEHHO HEOOXOJUMBIX U BAKHEUIIMX JIEKAPCTBEHHBIX MpPEnapaTos,
€ClIi OHU MPHUHSATHI C HapylleHWeM 3akoHojarenbcTBa Poccuiickoir denepanuu, B MOPSIIKE,
ycraHoBiieHHOM IIpaBurensctsoM Poccuiickoit Penepanuy;



8) HampaBJIeHUs YIOJIHOMOUYEHHBIM (ellepaibHbIM OPraHOM HCIIOJIHMUTEIbHON BIACTU OpraHam
HCHOJIHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu npeanucaHuii o MpUBEICHUM B
COOTBETCTBHE C 3aKOHOAATenbCTBOM Pocculickoli ®enepaluu NPUHATBIX C  HapyLIEHHMEM
3akoHozarenbcTBa Poccuiickoit @enepanuu penieHnid 00 yCTaHOBIIEHUH NPENIENbHBIX pa3MepoB
OITOBBIX HA/J10aBOK U MpeEieibHBIX Pa3MEpPOB PO3HUYHBIX HA/10aBOK K II€HAM Ha JIEKAPCTBEHHbIE
Ipernaparbl, BKJIIOUEHHbIE B II€PEYEHb KU3HEHHO HEOOXOJMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
[Ipenaparos;

9) ocymectBineHuss (deaeparbHOTO TrOCyJapcTBEHHOIO0 Haa3opa B cdepe oOparieHus
JIEKApCTBEHHBIX CPEJICTB U PErHMOHAIBHOIO rOCYJapCTBEHHOI'O KOHTPOJIS 32 IPUMEHEHUEM IIeH
Ha JIGKapCTBEHHBIE MpernapaTsl COOTBETCTBEHHO YIOIHOMOUEHHBIMU (peaepaIbHBIMU OpraHaMu
UCIOJIHUTEIbHOW BJIACTM M OpraHAMHM HCHOJHUTENbHOW BJAacTU CcyObekToB Poccuiickoit
®denepanuy  COIIaCHO HUX KOMIIETEHLMHM B MOpsJKe, YycTaHOBIeHHOM IIpaBurensctBom
Poccuiickoii ®denepanuu; (B pen. enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) mnpuMeHeHHs MpelyCMOTPEHHBIX 3aKOHOAATeNbcTBOM Poccuiickoit ®enepauuu  mep
OTBETCTBEHHOCTH 3a HapylIeHHE MOpsiKa LIEHOOOpa30BaHMS Ha JIEKAPCTBEHHbIE Mpenaparshl,
BKJIFOYEHHBIE B IIEPEYCHb KU3HEHHO HEOOXOIUMBIX U BOXHEHUIIMX JIEKAPCTBEHHBIX IPENapaToB.
(B pen. @enepanbHoro 3akoHa or 27.12.2019 N 475-P3)

2. B ycnoBusix upe3BbluaiiHOM CUTYyallMK U (MIJIK) IPU BO3SHUKHOBEHUHU YIPO3bl paCIPOCTPAHEHUS
3a00JeBaHUsl, MPEICTABIIAIOIIEIO OMACHOCTh JUIl OKPYKAIOLIUX, a TakKkKe B clydae, €clid B
TeYCHUE TPUALATA KAJICHIApHbIX JHEH mnocine npuHatug IlpaBurensctBoM Poccuiickoit
®denepanun  pelieHuss O IPOBEACHUHM MOHUTOPHUHIA DPO3HUYHBIX IIEH Ha JIEKAPCTBEHHbIE
Ipenaparbl, HE€ BKIIOYEHHbIE B IEpEYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)XHEHUIIMX
JIEKapCTBEHHBIX TMpernaparoB, Ha Teppuropusix cyobekToB Poccuiickoit denepannu BbIsSBICH
pOCT PO3HUYHBIX LIEH Ha yKa3aHHbIE JIEKApCTBEHHbIE IMpernaparbl Ha TPUALATh HMPOLEHTOB U
6onee, IlpaBurenscrBo Poccuiickoit ®denepanuu BlpaBe YCTAaHOBUTH IpENENbHBIE OTIYCKHbBIE
LIEHbl MPOM3BOAMUTENEH Ha YKa3aHHbIE JIEKAPCTBEHHbIC IIpenaparhl, MpeAeibHbIE pa3Mephbl
OITOBBIX HaZ0ABOK M INpe/ebHbIE pa3Mepbl PO3HUUHBIX Ha/J10aBOK K (DAKTUYECKUM OTILY CKHBIM
LIEHaM IPOU3BOJUTENEH Ha YKa3aHHbIE JIEKAPCTBEHHbIE MpenapaTsl. [lepeueHb JekapcTBEHHBIX
[IpernapaToB, HE BKIIOYEHHbIX B II€peUYeHb JKM3HEHHO HEOOXOAMMBIX U Ba)KHEHUIIMX
JIEKapCTBEHHBIX IpEnapaToB, U MOPsI0K ero (opMUpOBaHUsS ompeaesstorcs [IpaBuTenscTBoM
Poccuiickoii ®enepanuu. (B pen. @enepanbHoro 3akona ot 26.03.2020 N 67-D3)

3. B Teuenue neBsHOCTA KaJleHAapHBIX JHEH co aHs yTBepkaeHus [IpasurensctBom Poccuiickoit
®denepanuy nepeyHsi, yKa3aHHOIO B YaCTH 2 HACTOSAIIEH CTAaThbH, HE JOIMYCKAIOTCS peanu3alnus u
OTIIyCK BKJIIOYEHHBIX B HErO JIEKAPCTBEHHBIX IIpEeNaparoB I10 II€HaM, IPEBBIIIAIONIUM
IpeJesibHble OTIYCKHbIE LIE€Hbl NMPOMU3BOAMTENEH Ha yKa3aHHbIE JIEKAPCTBEHHbIE MpEnaparhl,
IpeJesibHble pa3Mepbl ONTOBBIX HaJA0aBOK M IpelelibHbIE pa3Mepbl PO3HUYHBIX Hal0aBOK K
(akTHYEeCKUM OTIYCKHBIM 1I€HaM IPOM3BOAMTENEH Ha yKa3aHHbIE JIEKAPCTBEHHBIE IIpenaparsl ¢
Yy4€TOM HaJlora Ha J00aBJIEHHYIO CTOUMOCTb. (B pel. DenepanbHoro 3akoHa ot 26.03.2020 N 67-
®3)

Cratbs 61. I'ocynapcTBeHHasi perucTpanus U nepeperucTpanus
npeaebHbIX OTIYCKHBIX IleH MPOU3BOANTEIe HA JIeKAPCTBEHHbIE
npenaparbl, BKJIOYEHHbIE B IlepevYeHb ;KU3HEHHO He00X0AUMBbIX 1



BaKHEH KX JIEKAPCTBEHHBIX MpenaparosB (B pea. PenepajibHOro
3akoHa oT 06.06.2019 N 134-®3)

1. IlpenenbHast OTIyCKHasl 1IeHA NPOU3BOJUTEIA Ha JIEKAPCTBEHHBIN Mpenapar, BKIOUEHHbINH B
MepeyeHb KU3HEHHO HEOOXOMUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MOMICKHUT
TFOCY/IapCTBEHHOM perucTpaluy B TOpsiake, ycraHoBiieHHOM IIpaButensctBoM Poccuiickoit
denepanuy, Ha OCHOBAaHMM MPEACTABICHHOTO B YIOJHOMOYCHHBIH (QerepanbHbIi  opraH
WCIOJIHUTENLHOW  BJACTH  3asBJICHUsI JepKareist WA BiajAeliblla PErucTpalioOHHOro
YAOCTOBEPEHMSI JIEKAPCTBEHHOTO Ipernapara (yrnoJHOMOYEHHOI0 UM JIUIIA).

2. 3aperucTpupoBaHHas HpeleibHas OTIYCKHas LeHa IPOU3BOAUTENS Ha JIEKapCTBEHHBIN
Ipernapar, BKJIIOYEHHBIN B MepeueHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHMIIMX JIEKapCTBEHHBIX
[pernaparoB, MOXXET ObITb IEpeperucTpupoBaHa B CTOPOHY YBEJIMYEHHUS OIUH pa3 B
KaJICHJapHOM TOJly Ha OCHOBAHUH MPEICTABICHHOTO B yIOJHOMOYEHHBIN (elepalbHbIi Opran
WCHOJTHUTEIbHONU BIAcTU 10 1 OKTAOpsA Ka)XJA0ro roja 3asiBJICHUS JepiKaresis WU BiaJelbla
PETUCTPALMOHHOIO YI0CTOBEPEHHUS JIEKApCTBEHHOI 0 Ipenapara (yInoJIHOMOYEHHOT0 UM JIUIA).

3. 3aperucTpupoBaHHAas MpeneibHAas OTIYCKHAas IeHa MPOM3BOAUTENS HAa JICKAPCTBEHHBIN
npenapat, BKIIOYCHHBI B MEpedyeHb KU3HEHHO HEOOXOAUMBIX M Ba)KHEMIIUX JIEKApPCTBEHHBIX
npenapaToB, MOXeT OBITh IEepPEeperucTpUpoOBaHa B CTOPOHY CHH)KEHUSI Ha OCHOBaHHH
MIPEACTABIEHHOTO B YIIOJHOMOYCHHBIN (efepaabHblii OpraH UCIIOTHUTEIBHOM BIACTH 3asiBICHUS
AepKarenss WM BIaeiblla PEerucTPAllMOHHOTO YIOCTOBEPEHMs JIEKApCTBEHHOIO Iperapara
(YIIOJTHOMOUYEHHOT'O UM JIUIIA).

4. Jlepxarenb WIN BIaJeJell PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O Iperapara
(YNOJTHOMOUEHHOE WM JIMIIO) O0f3aH MPEICTaBUTh B YIOJHOMOYEHHBIN (enepanbHblii opraH
HCIIOJIHUTEIIbHOM BJIACTU 3asBJICHHE O IIEPEPETUCTPALMU 3apETUCTPUPOBAHHON IIPEACIIBHON
OTIIyCKHOM LI€Hbl MPOU3BOAMUTENS HA JICKAPCTBEHHBIM Ipernapar, BKJIIUYEHHBIM B IIEpEUEHb
AKU3HEHHO HEOOXOIMMBIX M BaXHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHUXKEHUS B
CIIEQYIOIIMX CIIyYasX:

1) cHuxeHHe IIeHbl B HHOCTPAaHHOM BaJIOTe Ha JIEKAPCTBEHHBIM TIpermapar B CTpaHe
MpOU3BOIUTENS U (MJIM) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN MperapaT 3aperucTpUpoOBaH U
(m1M) B KOTOpBIE TIOCTABIISIETCS] IPOU3BOAUTEINIEM;

2) cHWXKeHHE 1IeH Ha pe(epeHTHBIE JIEKAPCTBEHHbIE IIpenaparbl B COOTBETCTBUU C ITYHKTOM 1
HACTOSIIEH YacTu (7151 COOTBETCTBYIOLIUX BOCIPOM3BEACHHBIX, OM0aHAIOTOBBIX (OMONOI00HbIX)
JIEKapCTBEHHBIX MpEnapaToB);

3) mpeBbIlIeHNE TPEAeTbHON OTITYCKHOM 1IEHbI Ha TIEPBBIA BOCIIPON3BEICHHBIN, OMOaHATOTOBBIN
(6nomnomoOHbIN) JeKapCTBEHHBIM Ipernapar WHOCTPAaHHOI'O IPOM3BOJCTBA HAJA IpelesIbHOMN
OTIyCKHOM LI€HOW IpPOM3BOIUTENs HA BTOPOM BOCIPOU3BEICHHBINH, OHOAHAIOTOBBIN
(6nomnomoOHbIN) JeKapCTBEHHBIM Mpernapar, pacCUUTaHHOW B COOTBETCTBUM C METOJUKOMH,
yrBepkaeHHoH [IpasurensctBom Poccuniickon @enepanuu;

4) mpeBbIlIEHUE TIPENEIbHON OTIYCKHOM 1I€HbI Ha NMEPBBIM BOCIPOM3BEIEHHBIN, OM0aHaIOTOBBIM
(6uomo0OHbIN) JIEKAPCTBEHHBIN TpemnapaT MpOU3BOAUTENS rocyaapcTBa - wieHa EBpasuiickoro
OKOHOMHYECKOI'O COK03a HaJ IPENEIbHOM OTIYCKHOW ILICHOW IIPOM3BOAUTENSL HA BTOPOU
BOCIIPOU3BEICHHBIN, 010aHaJIOrOBBIN (6rononoOHbIIT) JIEKapCTBEHHBIN npenapar



MPOU3BOJIUTENSL TOCYIapCTBa - ujieHa EBpa3suiicKOro S3KOHOMHYECKOTO COK03a, PACCUMTAHHOW B
COOTBETCTBUM C METOJIMKOM, yTBEp:kAeHHOU [IpaBuTensctBoM Poccuiickoit denepanuu.

5. Tlopsmok  mepeperucTpanuy  3aperuCTPUPOBAHHBIX — MPENEIbHBIX  OTIYCKHBIX  IIE€H
MPOU3BOJIMTENICH Ha JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TMEpPEUCHb KU3HEHHO
HEOOXOIMMBIX W BaXHEMIMX JIEKAPCTBEHHBIX MpENapaToB, B CIydasx, MPEAyCMOTPEHHBIX
yacTsMH 2 - 4 HacTosAIIEeH cTarby, ycTanaBiauBaercs [IpaButenbctBom Poccuiickoit @eneparuu.

6. DKOHOMMUYECKUH aHaU3 MpPEJEeIbHOM OTIYCKHOW II€HBbI MPOM3BOAUTENS HA JEKAPCTBEHHBIN
Ipernapar, BKJIIOYEHHBIM B MepeueHb JKU3HEHHO HEOOXOAMMBIX M BAKHEHMIIMX JIEKapCTBEHHBIX
[IpenaparoB, MpU €€ TOCYAAPCTBEHHON PErucCTpalUM WIM IEPEPETrUCTPALMHU OCYILECTBISAETCSA
(denepaqbHBIM OPraHOM HCIIOJIHUTENIBHOM BIACTH, OCYLIECTBIIIONUM (YHKLIUHU 110 MPUHATHIO
HOPMAaTHBHBIX IIPABOBBIX AKTOB U KOHTPOIIO 3a COONIIONEHMEM 3aKOHOAATENbCTBA B cdepe
rOCYJIapCTBEHHOTO PeryaupoBaHus 1eH (Tapudo) Ha ToBapbI (YCIyIn).

7. PacueT npenenbHbIX OTIYCKHBIX LI€H, YKAQ3aHHBIX B 4acTAX | M 2 HacTosIIed CTaThu, MPU UX
rOCyJapCTBEHHOW PEruCTpaliyd WU IEPEPEruCTpallUd OCYILIECTBISETCS B COOTBETCTBUU C
METOIUKOM, yTBepkAcHHOU [IpaBurensctBoM Poccuiickoil @enepanuu U yYUTHIBAIOIIEH B TOM
qHCIIe:

1) cobmronenue OanaHca UHTEPECOB MOTpPeOUTEINEH J1eKapCTBEHHbBIX PENapaToB, BKIIOYEHHBIX B
NepeUYCHb KN3HCHHO HCO6XOI[I/IMI)IX n BaYKHEHIITHX JICKaAPCTBCHHBIX Impenaparos, n
HpOHSBOIIHTeJIeﬁ JICKAPCTBCHHLIX IIperaparos, BKJIFOUCHHBIX B IIEpEUCHb JKHU3HECHHO
HEOOXOAMMBIX U BaXKHEWIIMX JIEKAPCTBEHHBIX IIPENapaToB;

2) ¢akTuuecKylo OTIIyCKHYIO IIEHy Ha JIeKapCTBEeHHble Ipemnaparsl B Poccuiickoit denepanuu,
LIEHY BBO3a JIGKQpCTBEHHBIX IMpenaparoB B Poccuiickyto ®enepaiiuio, a Takxke LUEHBl Ha
aHaAJIOTUYHbIE JIEKAPCTBEHHbIE IIpernaparbl, HaxojsduMecss B oOpamieHun B Poccuiickoit
denepanui;

3) 3arparbl MPOU3BOAMUTENS JIEKAPCTBEHHOIO IIpernapara Ha IMPOM3BOJACTBO U peaIH3aLUI0
JIEKapCTBEHHOIO IIperapara;

4) neHy Ha JIEKapCTBEHHBIM Ipemapar, ero LieHy B CTpaHe IPOU3BOJAUTENS U B CTpaHax, B
KOTOPBIX JIEKAPCTBEHHBIM Ipernapar 3aperucTpupoBaH U (WIM) B KOTOpbIE IOCTaBIISETCS
NIPOU3BOJUTEIIEM.

8. He pmomyckarorcs peanus3anusi U OTIYCK JIEKAPCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B
NepeyeHb >KM3HEHHO HEOOXOJUMBIX M BaXKHEHMIIMX JIEKAPCTBEHHBIX MpEnaparoB, Ha KOTOpPbIE
IIPOM3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB HE 3aperucTpUpOBAHA IpeNesIbHAs OTIyCKHAs
LIeHa, pean3alus MPOU3BOIUTENSMHU JIEKAPCTBEHHBIX MPENapaToB MO ILE€HAaM, MPEBHIIIAIONIUM
3apErUCTPUPOBAHHbIE WM IEPEPEerMCTPUPOBAHHBIE MPEIEIbHBIE OTHYCKHbIE II€HBl Ha
JIEKapCTBEHHBIE IIPENaparthl ¢ y4eTOM Hajora Ha J0OaBJIEHHYIO CTOUMOCTb.

9. OcobeHHOCTH TOCYJAPCTBEHHOI'O  pErylIMpOBaHUS  IPENENbHBIX  OTIYCKHBIX  LI€H
HpOI/I3BOIII/ITeJ16ﬁ Ha JICKAPCTBCHHBLIC IIpCIIaparbl, BKIIOYCHHLIC B ICPCUYCHb KHU3HCHHO
HCO6XOIII/IMI)IX 1 Ba)KHEHUIITHX JICKaAPCTBCHHBIX NPCIIapaTtoB, B 3aBUCUMOCTH OT DKOHOMHWYCCKUX U
(wm) couManbHBIX KpPUTEpUEB (M3MEHEHHE YCJIOBUM, IMOpsAKa M CTOMMOCTH IPOU3BOJICTBA
JICKapCTBEHHBIX  IPENaparoB, HCIONb30BaHHE HOBBIX (opM, METONOB U  CIOCOOOB
roCcy1apCTBEHHOI'0 peryjiupoBaHrd LCH Ha JICKAPCTBCHHBIC IIPEIIapaThbl, B TOM YUCJIC Ha OCHOBC
MeXaHu3Ma pedepeHTHOro IEeHO0Opa30BaHUsl, M3MEHEHUH MOpsIKa OKa3aHWs MEIUIMHCKON



IIOMOIIIY, ¥ MHbIE U3MEHEeHus) ycTaHaBnuBatorcs [IpaButensctBoM Poccuiickoit deneparuu.

Cratbs 62. I'ocynapcTBeHHBIN peecTp npeaebHbIX OTHYCKHBIX I[€H
NMPON3BOAUTEJIEH HA JIeKAPCTBEHHbIE NPeNnaparbl, BKJIAIOYEHHbIE B
nepeyeHb »KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
npenaparon

1. 3aperucTpupoBaHHblE WJIM NEPEPErUCTPUPOBAHHBIE IpPENEIbHbIE OTIYCKHbIE LIEHBI
HpOHSBOIIHTeJIeﬁ Ha JICKAPCTBCHHBLIC IIpCIaparbl, BKIIOYCHHLIC B IICPCUYCHb KHU3HCHHO
HCO6XOIII/IMI)IX U BaXHEHIINX JICKAPCTBCHHBIX NPCIaparoB, IMOMJICKAT BKIOYCHUIO B
TOCY/IapCTBEHHBIN PEECTp NpPENeNbHbIX OTIYCKHBIX LIEH MPOWU3BOAMUTENICH Ha JIEKapCTBEHHBIE
npemnaparbl, BKIIFOYCHHBIC B IICPCYCHb KU3HCHHO HCO6XO)II/IMIJIX U BaXKHEHUIITNX JICKapCTBCHHBIX
npemnaparos. (B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-P3)

2. TocynapcTBEHHBII peecTp MpeeabHbIX OTIYCKHBIX 1IE€H MPOU3BOIUTENCH HA JIEKapCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B TIEPEYCHb )KM3HEHHO HEOOXOIMMBIX M BOKHEUIIUX JIEKAPCTBEHHBIX
IpenapaToB, COJAECPIKUT B cede Cley NIy 0 HHPOPMAIUIO:

1) HauMeHOBaHME JepkKaTelid WM  BIajeNblla  PErucTPallMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapara, HaUMEHOBAHHWE MPOU3BOJIUTENs JIEKAPCTBEHHOI'O Ipemnapara,
CBEIACHHMS O pErucTpaluu JAep)KaTess WA BIAJeNblla PErUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapara, CBEICHHs O pPETrUCTpalud IMPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapara Juisi MEIMIMHCKOTO TMPUMEHEHHS B KayeCTBE HAJOroruiaTesblliKa B CTpPaHE
peructpauuu (I POCCUUCKUX IOPUIMYECKUX JIMI - HWACHTU(PUKAIMOHHBIA HOMEp
Hanoromiarensiuka (MHH), mis mHOCTpaHHBIX IOPUAWYECKHUX JIUIl - CTPaHa PErucTpalui,
HAaMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, perucTpalMoOHHbIA HOMEp, KOJ HaJOTOIIIaTeNNbIIUKA
B CTpaHe perucrpauuu (MHKOPIOpalMM) WM €ro  aHajor), MECTO HaXOXKICHUS
MPOU3BOJICTBEHHBIX IIJIOMIAZ0K, YYACTBYIOLIMX B IPOILIECCE MPOM3BOACTBA JIEKAPCTBEHHOIO
Ipernapara, ¢ yKa3aHUeM CTaJuu Ipolecca Mpou3BojAcTBa; (B pen. denepanbHOro 3akoHa OT
28.12.2017 N 425-P3)

2) HaMMEHOBaHHWE JIEKAPCTBEHHOIo Ipemnapara (MEXIyHapOoAHOE HENaTeHTOBAHHOE, WU
IpyNIHUPOBOYHOE, UM XMMHUECKOE U TOProBo€ HauMeHOBaHUs); (B pea. DenepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. or 13.07.2015))

3) HOMep PerucTPaLOHHOIO YIOCTOBEPEHUS JICKapCTBEHHOI'O MIPEMnapara;

4) nexapcTBeHHas popma ¢ yKazaHHEM JIO3UPOBKU JIEKApCTBEHHOI'O IIperapara U ero KoJauuecTBa
BO BTOPHYHOH (IOTPEOMTENIHCKOI) YIAaKOBKe, a TaKKe KOMILIEKTHOCTh; (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHas MpesieibHas OTIyCKHas 1IeHA Ha JIEKapCTBEHHBIN Ipenapar B pyousix; (B
pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) nara ¥ HOMEp MpPHKa3a YIOJIHOMOYEHHOTO (eiepaibHOr0 OpraHa UCIOIHUTEIBHOM BIACTH O
FOCYIapCTBEHHOM pErucTpaldd WM TepeperucTpauu NpenesibHOW OTIYCKHOM 1IEHbl Ha
JICKApCTBEHHBIN Mperapar, BKIIOUYECHHBI B MEPEYCHb XU3HEHHO HEOOXOAMMBIX M BaKHEUIIHX
JIEKapCTBEHHBIX MpenapartoB; (B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3 (pen. ot




13.07.2015), ot 06.06.2019 N 134-P3)

6.1) pmara BCTyIUJIGHHMST B CWIy I[IpHKa3a YIOJHOMOUYEHHOro (eaepalbHOrO oOpraHa
HCHOJIHUTEIbHON BJIACTU O FOCYAAPCTBEHHOM PErMCTpalMy UM MEepeperucTpaluy npeieibHoN
OTIYCKHOM 1I€HbI MPOU3BOAMUTENSI HA JICKAPCTBEHHBIM Mpernapar, BKJIIOYEHHBIM B MepeueHb
KU3HEHHO HEOOXOIMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX MpernaparoB; (B pen. denepalibHOrO
3akoHa 0T 06.06.2019 N 134-D3)

7) WTPUXOBOM KO/, HAHECEHHBIH HAa BTOPUYHYIO (IOTPEOUTENIBCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO
npenapara; (B pen. PenepaibHoro 3akoHa ot 22.12.2014 N 429-93 (pex. ot 13.07.2015))

8) Kom JIEKapCTBEHHOTO Ipernapara Mo aHaTOMO-TeParneBTHYECKO-XUMUYECKOW KIacCU(pUKALIIH,
pexoMeHI0BaHHOM BcemupHoi opranusanueit 3apaBooxpanenust. (B pea. denepanbHoro 3akona
or 22.12.2014 N 429-®3)

3. TocymapcTBeHHass perucTpauuss WIM IEpeperucTpaunus IpelesbHbIX OTIYCKHBIX LIEH Ha
JICKAPCTBCHHLIC MPCIIaparbl, BKIIOYCHHBIC B IICPCUCHLb JKU3HCHHO HCO6XO)II/IMBIX U BaXKHEUIIINX
JIEKapCTBEHHBIX MpENapaToB, BelEHUE IOCYAapCTBEHHOIO peecTpa NpeAeIbHbIX OTIYCKHBIX 1IEH
HpOHSBOIIHTCJIeﬁ Ha JICKAPCTBCHHBLIC IIpCIIaparbl, BKIIOYCHHLBIC B IMNCPCUCHb KHU3HCHHO
HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IIPENaparoB, OCYLIECTBIIAIOTCA B HOPSIAKE,
ycraHoBieHHOM [lIpaBurensctBoM Poccuiickoit @enepanuu. (B pen. denepanbHOro 3akoHa OT
06.06.2019 N 134-D3)

Crarbs 63. YcTaHOB/IEHHE OPraHAMHU MCIIOJHUTEIHLHOM BJIACTH
cyobekToB Poccuiickoii denepauyu npeaejbHbIX pa3MepoB
OINTOBBIX HAA0ABOK M NpeaeJbHbIX PAa3MepPOB PO3HUYHBIX HAT0ABOK
K (p)AKTHYECKHM OTIYCKHBIM IIeHAM, YCTAHOBJIEHHbIM
NMPOU3BOAUTEISIMH JIeKAPCTBEHHBIX MpPenaparoB, HA
JIeKapCTBEHHbIE NMPenaparbl, BKJIYEHHbIE B IepedyeHb )KM3HEHHO
HeoOX0IMMBbIX U BaKHEHIINX JIeKAPCTBEHHbIX NpenaparoB (B pe.
DenepajbHOro 3akona ot 27.12.2019 N 475-@3)

1. Opranbl ucnonHUTeIbHOM BIACTH cyObekToB Poccuiickoii ®denepanuu ycTaHaBINBAIOT
IpeJesibHble pa3Mepbl ONTOBBIX HaJA0aBOK M IpelelibHble pa3Mepbl PO3HUYHBIX Hal0aBOK K
(dakTHUYeCKMM OTIYCKHBIM IleHaM (0e3 ydera Hajora Ha J100aBJICHHYIO CTOMMOCTB),
YCTaHOBJICHHBIM ITPOU3BOIUTEIISAMU JICKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIE IIPEMaparhl,
BKJIFOYEHHBIE B II€PEUYECHDb KU3HEHHO HEOOXOJUMBIX U BAKHEUIIMX JIEKAPCTBEHHBIX MpPEnapaTos,
B COOTBETCTBMM C YTBEP)KICHHOM B MOpslKe, ycTaHOBIeHHOM IIpaBurensctBoMm Poccuiickoit
denepanuy, METOAUKOM YCTAaHOBJIEHUS OpraHaMHM HCIOJHUTEIbHOW BIIACTH CYyOBEKTOB
Poccuiickoii ®enepauun mpeeabHbIX pa3MepoOB ONTOBBIX HAJ0ABOK M IMpEAEIbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PaKTUUYECKMM OTIIYCKHBIM LI€HAM, YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHbIC IIPENaparbl, BKIIOYECHHBIE B IIEPEYEHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIINMX JIEKapCTBEHHBIX IpenaparoB. IIpoekTsl perieHni
OpPraHOB UCIOJIHUTENBHOMN BiacTH cyObekTOB Poccuiickoit denepannn 00 yCTaHOBIEHUU U (UIIH)
W3MEHEHUU NPEAETIbHBIX Pa3MEpOB ONTOBBIX HAA0aBOK M IpPEJENIbHBIX pa3MEpOB PO3HUUYHBIX
HanA0aBOK K (AKTUYECKUM  OTHYCKHBIM II€HaM, YCTAHOBJIIEHHbIM IPOU3BOIUTENISIMU




JICKapCTBEHHBIX IIpernapaToB, Ha JIEKAPCTBEHHbIE IIpernaparbl, BKJIIOUEHHbIE B IIEpEYEHb
AKU3HEHHO HEOOXOIMMBIX M BaKHEHMIUX JIEKAPCTBEHHBIX IMPENaparoB, MOJIekKaT COIIACOBAaHHIO
C YNOJIHOMOYEHHBIM (efepanbHbIM OPraHOM MCIOJHUTENBHOM BJIACTH, OCYIIECTBISAIOLIUM
(YHKIMM 10 NOPUHATHUIO HOPMAaTHBHBIX IIPABOBBIX AaKTOB M KOHTPOJIO 3a COOJIOIEHHEM
3aKOHOJATENILCTBA B Cdepe TOCYIapCTBEHHOTO pETYIHpOBaHUsS IeH (TapudoB) Ha TOBapbHI
(ycnyru), B mopsake, ycraHosieHHOM I[IpaButenbctBoMm Poccuiickoit ®enepauuu. (B pen.
®denepanbHbix 3ak0HOB 0T 13.07.2015 N 241-P3, o1 27.12.2019 N 475-P3)

2. OpraHu3anuu OINTOBOH TOPrOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH, alTE€UHbIE OPraHU3alluH,
WHAWBUAyalbHBIE  NPEANPUHUMATENH, WMEIOIIME JIMLIEH3UI0 Ha  (apMaleBTHYECKYIO
NesITeIbHOCTh, MEAULIIMHCKUE OpraHu3alM, HMEIOLINe JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
JeATeNIbHOCTh, W HX o0ocoOneHHble mozapazaeneHus (amOymaropuu, Qenpamepckue u
(denpamepcKo-akylepckue MyHKThI, HEHTPbl (OTHeneHus) ooOimeid BpadyeOHOM (cemeiHoM)
NIPAKTUKU), PACIHOJIOKEHHbIE B CEJIbCKUX HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT
arnTeyHble  OpPraHu3allud, OCYLIECTBISIOT  pealM3alyi0  JIEKapCTBEHHBIX  Ipenaparos,
BKJIFOYEHHBIX B I€PEUEHb KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIHMX JIEKAPCTBEHHBIX IpEnapaTos,
[0 IeHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUM C IOPSAKOM, YCTAHOBJIEHHBIM
[IpaButenscTBOM Poccuiickoit ®exnepanu, U ypoBeHb KOTOphIX (0€3 ydera Hajora Ha
N00aBJIEHHYI0O CTOMMOCTb) HE JOJDKEH IpeBbIIaTh CyMMY (DaKTHUECKOM OTITyCKHOW II€HBI,
YCTAaHOBJIEHHOM  NpOM3BOJAMTENEM  JIEKAPCTBEHHOIO  Ipemnapara, He  IpeBblLIarOIEen
3apErUCTPUPOBAHHON MM NEPEPErMCTPUPOBAHHOM  NPEHCIBHONW  OTIIYCKHOW  LIEHBI
IIPOM3BOANTEINS (HA ATy peanu3alvy JIEKApCTBEHHOTrO Ipenapara IpOU3BOIUTENEM), U pa3Mepa
ONTOBOM HaJ0ABKU U (WJIK) pa3Mepa pOo3HUYHON HaJ0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO
pa3mepa npenenbHOM ONTOBOHM HanbaBKU M (MJIM) pa3Mepa IpeleabHOW pO3HUYHOM Haj0aBKH,
yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®enepamuu. (B pea. PenepanbHOro 3akoHa OT
27.12.2019 N 475-®3)

3. Oprasbl UCHOJHUTENIBHON BiacTu cyObekToB Poccuiickoit @enepanuu pa3smemiaroT B CETH
"UnTepHer" MHOpPMALMIO O 3apErUCTPUPOBAHHBIX IMPEAEIbHBIX  OTHYCKHBIX  LI€HAaX
NIPOM3BOANUTENIEH Ha JIEKAPCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B IIE€PEYEHb IKU3HEHHO
HEOOXOAMMBIX M Ba)KHEMIIMX JIEKapCTBEHHBIX IpenaparoB, 00 YCTAHOBIEHHBIX B CyOBEKTE
Poccuiickoii ®denepanuu mpenenbHBIX pa3Mepax ONTOBBIX HAA0ABOK W (WJIM) MPEAesIbHBIX
pa3Mepax pO3HMYHBIX HaA0AaBOK K YCTAHOBJIEHHBIM IPOU3BOAMUTEISIMU JIEKAPCTBEHHBIX
IpenaparoB (paKTUUECKUM OTITYCKHBIM LI€HaM Ha JIEKApCTBEHHbIE Ipenaparbl, BKIOUEHHBIE B
NEePEeYEeHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHUIIMX JIEKAPCTBEHHBIX IPENaparoB, a TaKXKe O
CyMMe€ 3aperucCTpUpPOBAaHHbBIX MPEEIbHBIX OTIYCKHBIX II€H IIPOU3BOIUTENEH HA JeKapCTBEHHbIE
Ipernaparbl, BKJIIOUEHHbIE B N1€PEUEHb KU3HEHHO HEOOXOJUMBIX U BaKHEHIINX JEKAPCTBEHHBIX
[IpernaparoB, YCTAHOBIEHHBIX B cyObekre Poccuiickoii ®denepanuu IpeaesibHbIX pa3MepoB
OITOBBIX HAJ0ABOK U MPEAETIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK U Hajora Ha J10OaBIEHHYIO
croumocTb. MHpopmanus, nperycMOTpeHHasi HacTOSIIEeH 4acThlo, I0KHA HAXOAUTHCS TAKXKE B
anTe4YHbIX OPraHU3aLUAX B JOCTYIHOM Ul BCEX 3aMHTEPECOBAHHBIX JIMIL (POPME U OOHOBIATHCS
Mo Mepe ee pa3MelIeHHs] OpraHaMu HWCHOJHUTENbHOW BJacTH CcyObekToB Poccuiickoit
®enepanun B cetu "UutepHer". (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. TIlynkt yrparui cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

I'masa 13. MOHUTOPHUHI DOOEKTUBHOCTU N



BE3OITACHOCTU JIEKAPCTBEHHBIX ITPEITAPATOB,
HAXOJIAIIUXCSA B OBPAIIIEHAU B POCCUMCKOU
®EJAEPAIINMU (B pea. PenepanbHoro 3axkona or 22.12.2014 N 429-
D3 (pen. or 13.07.2015))

Crarbs 64. ®apmakoHansop (B pea. PenepajbHOro 3aK0OHA 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. JlexapcTBeHHbIE TpemapaThl, Haxopsmuecs B oOpameHuun B Poccuiickoit ®enepanum,
NOJUIeKAaT MOHHUTOPUHTY S(PQPEKTUBHOCTH M O€30IaCHOCTH B LENAX BBISBICHHUS BO3MOMKHBIX
HEraTUBHBIX  IOCIEACTBUH  MX  NPUMEHEHUS, UWHAMBUIYaJbHOW  HENEPEHOCHUMOCTH,
NPEeayNpeKICHUs] MEIUIMHCKUX pa0OTHUKOB, CIEHUAIMCTOB B 00JacTH BETEpUHApPHUHU,
NAIMEHTOB WJIN BIIAJEINbLEB )KUBOTHBIX U MX 3AIIUTHI OT MPUMEHEHUS TAKUX JIEKAPCTBEHHBIX
npemnaparos. (B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHaJ30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (enepasbHbIM
OPraHOM HCIOJHMTEIbHOM BJIACTM B YCTAHOBJIEHHOM WM IIOpsiIKE IyTEM aHajiu3a
MPEAOCTaBIsIeMOl cyObeKTaMH OOpaIlleHus JIEKapCTBEHHBIX CPEACTB MH(pOpMaUU O MOOOYHBIX
NEUCTBUSIX,  HEXKEJATeNbHBIX  PEaKUMsIX,  CEpPbE3HbIX  HEXKENaTelbHbIX  peaKklusX,
HENPEIBUAECHHBIX HEXKeJIaTeJIbHbIX PeakIUsaX MpU MPUMEHEHUHU JIEKapCTBEHHBIX IIpenaparos, 00
WUH/MBUIYyaJIbHOW HENEPEHOCUMOCTH, OTCYTCTBUH 3(P(PEKTUBHOCTH JEKAPCTBEHHBIX IPENapaToB,
a Taroke 00 MHBIX (pakTax U OOCTOATENILCTBAX, NPEACTABIAIONINX YIPO3y JKU3HU WM 30POBBIO
YesioBeKa JM00 JKMBOTHOIO MpPU NPUMEHEHHH JIEKAPCTBEHHBIX MpPENapaToB U BBISABICHHBIX Ha
BCEX JTamax oOpallleHusl JeKapCTBEHHbIX mpenapatoB B Poccuiickoit denepanum u apyrux
rocy/apcTBax.

3. CyObexthl oOpamieHUs JICKApCTBEHHBIX CPEACTB B  TMOpsSAKE, YCTAHOBJIECHHOM
YIOJIHOMOYEHHBIM (peiepalibHbIM OPraHoM MCIIOJHUTENbHOM BiacTH, 00s3aHbl COOOIIATh B
YIOJHOMOYEHHBIN (hefiepaibHblii OpraH HCIOJHUTEIbHOW BIACTH O MOOOYHBIX JEUCTBUSX,
HEeXeJaTeabHbIX  PEAaKLUMsIX, CEepbe3HbIX HEKENATEeNbHBIX pEaKUUsAX, HENPEIBUAECHHBIX
He)KeJaTeIbHbIX PeaKkUsIX MpU NPUMEHEHUH JIEKAaPCTBEHHBIX MpenapaToB, 00 MHAWBUIYAIbHON
HEIMEePEHOCUMOCTH, OTCYTCTBUHU 3(D(PEKTUBHOCTH JEKAPCTBEHHBIX MPENaparoB, a TakkKe 00 MHBIX
dakTax u 00CTOATENHCTBAX, MPEACTABISIONINX YIpo3y KU3HM WIIM 3[OPOBBIO YeJOBeKa JHO0
KUBOTHOTO IPU NPUMEHEHUM JIEKAPCTBEHHBIX IPENapaToB M BBIABIEHHBIX Ha BCEX H3Tamax
oOpalieHus IeKapCTBEHHBIX IpenapatoB B Poccuiickoit denepanuu 1 Ipyrux rocyjapcrpax.

4. Jlepkatenau WIK BIIAJEblLbl PETUCTPALMOHHBIX Y0CTOBEPEHUN JIEKAPCTBEHHBIX IPENapaTos.,
IOPUIMYECKUE JIMIIA, HAa MMsS KOTOPBIX BbIJAHBl pa3pelleHus Ha MPOBENCHHE KIMHUYECKUX
uccienoBanuil B Poccuiickoit denepanny, J1ub0 yOIHOMOYEHHbIE UMM APYTHe IOPUIANYECKUE
Juna B pamkax oOecreuyeHusi Oe30IIaCHOCTH JIEKAPCTBEHHBIX IIpenapaToB B HOpPSKe,
YCTaHOBJIEHHOM COOTBETCTBYIOIUM YIOJHOMOYEHHBIM (denepanbHbIM OpraHom
HCHOJIHUTEIbHON BJIACTH, O0SI3aHbl OCYILECTBIIATH IIPUEM, YUeT, 00pabOTKy, aHaIU3 U XpaHEHue
NOCTYyHAOIIUX B HMX aJpec OT CyObEeKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEACTB M OpPraHOB
rOCyJapCTBEHHON BIACTH COOOIIEHUII O MOOOYHBIX JEMCTBUAX, HEXKENATeIbHbIX PEaKIUsX,
CEPbE3HBIX HEXEJIATeJIbHBIX M HEINpPEJBUJCHHBIX HEXKENATENbHbIX PeaKUUsAX MPHU MPUMEHEHUU
JIEKapCTBEHHBIX  IIpernaparoB, 00 OCOOCHHOCTSX HX  B3aUMOJCHCTBHS C  JIPyTMMHU



JICKAPCTBCHHBIMU IIpCIIaparaMu, I/IHIII/IBI/IILYElJ'ILHOfI HCIICPEHOCUMOCTH, a TAKIKEC 00 MHBIX (balcrax
u O6CTO$ITCJ'II)CTB3X, NpEACTABIIAONINX YI'PO3Y KU3HHU WUJIK 3J0POBbBIO UCIIOBCKA 1100 YKUBOTHOT'O
WINKn BIHUAIOIIUX Ha HW3MCHCHUC OTHOIICHUA O)I(HIlaeMOﬁ IMOJIb3bI K BO3MOXHOMY PHUCKY
MNPHUMCHCHU S JICKAPCTBCHHBIX IIPCIIAPATOB.

5. Ilpu BbIsBIEHUU HMH(OPMALMKM O CEPhE3HBIX HEKENATENbHBIX PEAKLUIX U HENPEABHIECHHBIX
He)XeJaTeabHbIX PEaKLUsIX MPU MPUMEHEHUH JEKAPCTBEHHBIX IIPENapaToB, 00 0COOEHHOCTIX UX
B3aMMOJIEUCTBUS €  JIpYTMMM  JIGKAPCTBEHHBIMM  IpenapaTraM,  MHAUBUIYAIbHOMN
HENEepEHOCUMOCTH, a Takke 00 MHBIX (PaKTax M OOCTOATENbCTBAX, BIUSIOIIMX HAa M3MEHEHUE
OTHOILLUEHUS OXHUJAEMOM TMOJIb3bl K BO3MOKHOMY pHUCKY IPUMEHEHHUS JIEKapCTBEHHBIX
[IpernaparoB, JAEp)KaTeld WX BIAJENblibl PErMCTPALlMOHHBIX YIOCTOBEPEHUHN JIEKapCTBEHHBIX
[IpernaparoB, OPUIMYECKHE JIMIA, Ha UMS KOTOPBIX BBbIJaHbl pa3pelleHHss Ha IPOBEACHUE
KJIMHUYECKUX HccienoBanuil B Poccuiickoit denepanuu, 1100 ynoJIHOMOYEHHbIE UMU JpYyTUe
IOpUAMYECKUE JIMLA OOsA3aHbl NPUHATH MEpbl, HAlpaBICHHbIE HAa YCTPAHEHHE HEraTUBHBIX
MOCJICICTBUN IPUMEHEHHs] TaKUX JIEKAPCTBEHHBIX IIPENaparoB, NPEaylpeKIeHUEe NPUUYNHEHUS
Bpela *U3HU WM 3/10pPOBBIO Ue€lOBeKa JMOO >KMBOTHOIO, 3aIIUTYy MX OT NPUMEHEHUs TaKHX
JICKapCTBEHHBIX IpenaparoB, Ha JIOMOJHUTENbHBIA cOOp JaHHBIX 00 3(QQEKTUBHOCTH WU
0€30I1aCHOCTH TaKUX JIEKAPCTBEHHBIX MpenapaToB.

6. 3a HecooOlleHHE WIH COKpbITHE HH(OpMAIMM, MPETyCMOTPEHHONW YacThio 3 HacTOsIIEH
CTaTb{, JEp)KaTelud WM BIAAEIbIbl PErMCTPALlMOHHBIX YJOCTOBEPEHUH JIEKapCTBEHHBIX
[IpernaparoB, OPUIMYECKHE JMIA, Ha UMS KOTOPBIX BBbIJaHbl pa3pelIeHHss Ha IPOBEACHUE
KJIMHAYECKUX uccienoBanuii B Poccuiickoit denepannu, 1u60 yNOTHOMOYEHHBIE UMHU ApPYTHE
IOPUIMYECKUE JINIIA, @ TAKXKe JAOJDKHOCTHBIE JIMLA, KOTOPBIM 3Ta MH(pOpMaIMs CTaja U3BECTHA
0 poay HMX Npo(ecCHOHATBHOU NEeSTENbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUHU C
3akoHonaresnbeTeoM Poccuiickoit @enepanun.

7. Ilpu nongyyeHMM YHOJIHOMOYEHHBIM (pefepanibHbIM OpPraHOM HCHOJHUTEIbHON BIIACTH B
pamMKax  OCyLIECTBIEHHs UM  (apMakoHaJg30pa  JI0KAa3aTelbCTB O  HECOOTBETCTBUU
JIEKapCTBEHHOT'O Iperapara yCTaHOBICHHBIM TPEOOBAHUSAM WM MPH MOMyYeHUH WH(OPMALIUH O
HECOOTBETCTBUHU JIaHHBIX 00 3¢ (EeKTUBHOCTH W O OE30MaCHOCTH JIEKAPCTBEHHOIO Mperapara
JaHHBIM O JICKapCTBCHHOM IIpCIiapare, COACPKKAIMMCA B MHCTPYKIHU IO €0 NPHUMCHCHUIO (B
TOM 4MCJI€ BBISIBICHHBIX B XOJI€ OCYLIECTBJICHUS (hapMaKoHaA30pa KOHTPOJIbHO-HAJA30PHBIMU
OpraHaMu MHOCTPAHHBIX TOCY/IapCTB), YIIOJIHOMOYEHHBIH (eiepaibHblil OpraH UCIOJIHUTEIbHON
BJIACTH B YCTAHOBJIICHHOM UM TOPSAJIKE pacCMaTpHUBAET BOMPOC O MPUOCTAHOBICHUH MPUMEHEHHUS
TaKoro JIEKapCTBEHHOI'O Ipenapara.

Crarb 65. IIlpuocTaHoB/IeHH e TPUMEHEHU JIEKAPCTBEHHOT 0
npenapara (B pea. @exepajabHoro 3akona or 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

1. Ilpu mnomydyeHun wuHPOPMALMM O HEXKEJIATEIbHBIX pEaKUMUsIX TMpU [PUMEHEHUU
JICKAPCTBCHHOI'O IIpCIiapara, HC YKa3aHHbIX B HMHCTPYKOHWHU II0 IMPUMCHCHHIO JICKAPCTBECHHOI'O
[pernapara, Cepbe3HbIX HEXKEJAaTEeNIbHbIX peaklusaX, 00 OCOOCHHOCTSX €ro B3auMOJCHCTBUS C
JpYTMMH JIEKAPCTBEHHBIMU IIpENaparaMy, KOTOpPbIE MOIYT MPEACTABIATH YIpo3y >KM3HU HIU
3JI0POBbBIO YEJIOBEKA JIMOO )KMBOTHOI'O, @ TAK)KE O HECOOTBETCTBUU JIAHHBIX 00 A3((PEKTUBHOCTHU U
0 0e30MacHOCTH JIEKApCTBEHHOIO IIpernapara JaHHBIM O JIEKAPCTBEHHOM IIpenapare,




COJEPKALUMCS B MHCTPYKLIUHU 10 €r0 IPUMEHEHHUIO, B TOM YHUCJIE OT YIIOJTHOMOUYEHHBIX OPraHOB
MHOCTPAHHBIX T'OCY1apCTB, OOMEH KOTOPOW OCYIIECTBIISETCA B COOTBETCTBUU C CONIAIICHUAMU
MEX/Jy  YIOJHOMOYEHHBIM  (pellepajbHbIM  OpPraHOM  WCIOJHUTEIBHOW  BJIACTH U
YIOJIHOMOYEHHBIMM OpraHaMy HMHOCTPAHHBIX TOCYAApPCTB, YIOJTHOMOYEHHBIN QenepanbHbIi
OpraH MWCIOJIHUTEIBHON BJIACTH PAcCMATPUBAET BOIPOC O BO3MOKHOCTU IIPUOCTAHOBIIEHUS
oOpalieHus] TaKoro JIEKapCTBEHHOI'O Iperapara B MOpPsAKE, YCTAHOBIEHHOM YITOJTHOMOYEHHbBIM
(denepaqbHBIM OPraHOM MCIOJIHUTENIBHOM BIACTH.

2. HpI/I HCUCIIOJIHCHUNW WJIM HCHalJICKalleM HCITOJHCHUU Z[ep)KaTCJISIMI/I WJIN BJaAcJiblIaMUu
peFI/ICTpaHI/IOHHI)IX y,[[OCTOBCpCHI/Iﬁ HeKapCTBCHHI)IX HpenapaTOB, I-OpI/II[I/I‘{eCKI/IMI/I JJMgamMu, Ha
MMs KOTOPBIX BbIJAHBI PA3pELICHUs HA MPOBEICHNUE KIMHUYECKUX HCCIen0BaHui B Poccuiickon
(Dez[epaum/l, NI yHOJ'IHOMOLIeHHI)IMI/I nMHn Z[pyrI/IMI/I I-OpI/II[I/I‘ICCKI/IMI/I JIMamMu O6H33HHOCTCI>1,
YCTaHOBJICHHBIX YacTaMH 3 U 4 ctathu 64 Hactosimiero deaepaabHOro 3akoHa, JUO0 B CiIydasx
HpCZ[CTaBJIeHI/ISI COOTBCTCTBy}OHII/IM YHOJ'IHOMOI{CHHIJIM (be)lepaJ'ILHBIM OpFaHOM I/ICHOHHI/ITCHBHOﬁ
BJIACTH  3aKJIOYEHHMS O HEJAOCTOBEPHOCTH PE3yJIbTAaTOB  KIMHUYECKOTO  HCCIEIOBAHUS
JIEKapCTBEHHOTO Mpernapara Jjs MEAUIIMHCKOTO TPUMEHEHUS, KOTOPOE OCHOBAHO Ha Pe3yJbTaTax
MPOBEPKH MEIUIIMHCKONW OpraHU3allid, MPOBOIUBIIEH YKa3aHHOE KIMHUYECKOE UCCIIEIOBAHHE C
HapyHICHI/ICM HpaBI/IJI HaIIJ'IC)KaHICI\/'I KJ'IHHI/I‘ICCKOﬁ HpaKTI/IKI/I, nu HpI/IBCJ'IO K HOJ'Iy‘-leHI/IIO
HeI[OCTOBepHI)IX peSy.HI)TaTOB, J'II/I6O B cnyqae HCBBIITOJIHCHU A HpeI[HI/IcaHI/ISI, BbIJAHHOT'O
YHOJIHOMOUICHHI)IM (I)CIICp&JIbHI)IM OpFaHOM I/ICHOJ’IHI/ITCJ’IBHOfI BJIACTH 11O UTOramM OCyIIIeCTBJ'IeHI/ISI
BBIOOPOYHOTO KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Tpernapara, yrnoJIHOMOUYCHHBINH (enepanbHbIi
OpraH UCIIOJIHUTENIbHOM BJIAaCTH B YCTAHOBJIEHHOM WM TMOPSAKE pPaccMaTpuUBAaeT BOIPOC O
MIPUOCTAHOBJIEHUU MTPUMEHEHUS TAKOT'O JIEKAPCTBEHHOTO IIpernapara.

3. YnoiaHOMOYEHHbIM (enepanbHbIil OpraH MCIOMHUTEIBHOM BIACTH MpPU NMPENCTABICHUH €My
CBCI[CHH?I O HCECOOTBCTCTBUU IPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/ISIM IIpaBUJI
HaJJIeXaled Mponu3BOACTBEHHOM NPAaKTUKU U (MJIM) O HapyIIEHUH JIMIIEH3UOHHBIX TpeOOBaHUMH,
KOTOpPbIC ObLIN BBISIBJICHBI B Xoae IIPOBCACHHUA HWHCIICKTUPOBAHUA IIPOU3BOAUTCIIA
JICKAPCTBEHHBIX CPEICTB WJIM OCYIIECTBICHUS JUIICH3HOHHOTO KOHTPOJIS B Cc(epe MPOU3BOACTBA
JICKAPCTBCHHLIX CPCACTB W IPUBCIMA WJIKM MOI'YT HNPHUBCCTU K IMPOHU3BOACTBY JICKAPCTBCHHBIX
npenaparoB AJjisk MEAUIMUHCKOTO IIPUMCHCHHA, IPUYMHUBIIUX HWJIN CIIOCOOHBIX IIPUYIUHUTL BPEA
JKHU3HU WKW 300POBBIO TpaXAaH, pacCMATpUBACT BOIPOC O IMPUOCTAHOBJICHHU IMNPUMCHCHUA
JICKAPCTBCHHLIX IIPCIIapaToB MJId MCAUIUMHCKOI'O NMPUMCHCHHA B YCTAHOBJICHHOM HM IIOPAJIKE B
cienyromux ciaydasx: (B pen. @enepansroro 3akona ot 04.06.2018 N 140-D3)

1) cocTaB U (MJIM) TEXHOJIOTHUS MPOM3BOJCTBA JIEKAPCTBEHHOTO Mpernapara i MEAUIIMHCKOTO
NpuUMEHeHus (C OMHCaHWEM CTaauid TMPOU3BOJACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B
perucTpanuoHHoM Jocke; (B pen. Denepansroro 3akona ot 04.06.2018 N 140-D3)

2) nexapCTBEHHBIM  Impemapar Ui  MEIULUMHCKOIO  IPUMEHEHUs  IPOU3BEAEH  Ha
IPOU3BOJCTBEHHON IIOIIAJKE, HE YKa3aHHOH B PErHCTPALIMOHHOM JI0cke; (B pen. denepanbHOro
3akoHa 0T 04.06.2018 N 140-D3)

3) y mpoM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBI, MOJTBEPKIAIOIINE
COOTBETCTBHE Ka4yeCTBa JICKAPCTBEHHOrO TMpenapara i MEAMIIMHCKOTO TMPUMEHEHHS,
BBOJIMMOT'O B TPaXXJIaHCKUM 000pOT, TpeOOBaHUAM, YCTAaHOBJIEHHBIM IIPU €r0 IOCYIapCTBEHHOMN
peructpauuw; (B pea. @eaepanpHoro 3akoHa ot 04.06.2018 N 140-P3)

4) npou3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIIACOBAaHHBIH C COOTBETCTBYIOIUM



YIOJIHOMOYEHHBIM (peJlepaIbHbIM OpPraHOM MCIIOJHUTENBbHOM BIACTH CPOK HE YCTpPaHEHbI
HapyuieHus: TpeOOBaHWN MpaBUJ HAJUIeKAIIEH MPOU3BOJACTBEHHOW MPAKTUKU U (WIIH)
JIMIEH3UOHHBIX TPeOOBaHMM, KOTOpble ObUIM BBISBIECHBI B XO/€ MPOBEICHHSI MHCIEKTUPOBAHUS
IIPOU3BONUTENS JIEKAPCTBEHHBIX CPEACTB MJIM OCYLIECTBIICHUS JIMLIEH3MOHHOI'O KOHTPOJS B
cdepe Npou3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEIU UM MOTYT IIPUBECTH K IPOU3BOJCTBY
JIEKapCTBEHHBIX IPENaparoB JUIsi MEIULUHCKOIO MPUMEHEHHUs, PUUUHUBIINX UM CIOCOOHBIX
NPUYMHUTH BPEeJ )KU3HU WM 30pOBbI0 rpaxaaH. (B pen. @enepanbHoro 3akoHa or 04.06.2018 N
140-93)

4. YnoiaHOMOYEHHbIN (enepalibHbIl OpraH HCHOJHUTENBHON BIIACTH HPU HAIMYUM Yy HETO
CBEIEHUM O HECOOTBETCTBUU MPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPABUI
HaJJIeXaled Mporu3BOACTBEHHOM NPAaKTUKU U (MJIM) O HapyIIEHUH JIMLEH3MOHHBIX TpeOOBaHUH,
KOTOpble ObUIM  BBISABJICHBI B XOJE€ IPOBEACHHUS MHCIEKTUPOBAHHUS  MPOM3BOJUTENS
JIEKapCTBEHHBIX CPEJCTB MJIM OCYILECTBIICHHS JIUIIEH3NOHHOTO KOHTPOJIS B chepe MPOU3BOJCTBA
JIEKApCTBEHHBIX CPEACTB U IPUBEIM MM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX
[IpenaparoB Ui BETEPUHAPHOTO NPUMEHEHUs], IPUYMHUBIIUX WIN CIIOCOOHBIX IPUUYUHUTH BpeJl
KU3HU WU 3[I0POBbIO )KMBOTHBIX, pACCMaTpUBAET BONPOC O MPHOCTAHOBICHUM PEaU3alluu U
NIPUMEHEHUs JIEKAPCTBEHHBIX MpEenaparoB JJIs BETEPUHAPHOTO IMPHUMEHEHHs] B yCTaHOBJIEHHOM
UM HOpsKe B cienyomux ciaydasx: (B pea. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1) coctaB u (MJIM) TEXHOJIOIMS IPOU3BOJCTBA JEKAPCTBEHHOI'O Ipernapara Jjs BETEpUHAPHOIO
IpUMEHEHUs (C ONMCAaHHMEM CTaJuil NPOU3BOJACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B
perucTpannuoHHoM Jocke; (B pen. dDenepansuoro 3akona ot 04.06.2018 N 140-D3)

2) JexkapCTBEHHbI mpemapar i BETEPUHAPHOTO IPHUMEHEHUs IPOM3BEJNEH  Ha
IPOU3BOJCTBEHHON IIOIIAJKE, HE YKa3aHHOH B PErHCTPALIMOHHOM JI0cke; (B pen. denepanbHOro
3akoHa 0T 04.06.2018 N 140-D3)

3) y npousBOAMUTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOJITBEPKAAIOLINE
COOTBETCTBHE KauecTBa JIGKAPCTBEHHOTO TIpernapara s BETEPUHAPHOTO MPHUMEHEHUS,
BBOJIMMOT'O B T'PaXXJIaHCKUH 000pOT, TpeOOBaHUSIM, YCTAaHOBJIEHHBIM IIPU €r0 IOCYIapCTBEHHOMN
peructpauuw; (B pea. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) nDpou3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIIACOBAaHHBIH C COOTBETCTBYIOIUM
YIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM MCIIOJHUTENIBHOM BIIACTM CPOK HE YCTpaHEHbI
HapyuieHus: TpeOOBaHWN MpaBUJ HAIeKALIEH MPOU3BOJACTBEHHOW MPAKTUKUH U (WIIH)
JIMIIEH3WOHHBIX TPeOOBaHUH, KOTOpPbIE OBLIM BBISBIEHBI B XOJ€ MPOBEICHUS MHCIEKTHPOBAHUS
IIPOM3BOUTENS JIEKAPCTBEHHBIX CPEACTB WJIM OCYLIECTBIICHUS JIMLIEH3UMOHHOIO KOHTPOJS B
cdepe NpoU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEJIU UM MOT'YT IIPUBECTH K IMPOU3BOJACTBY
JIEKapCTBEHHBIX IMPENapaToB sl BETEPHHAPHOTO MPUMEHEHHs, TPUUNHHUBIINX WK CIIOCOOHBIX
NPUYUHUTH BPE] )KU3HU UJIM 30POBBIO XKUBOTHBIX. (B pen. PenepanbHoro 3akoHa ot 04.06.2018
N 140-93)

Crarbs 66. Undopmanus o pesyiabrarax (papMakoHaaszopa (B pen.
DenepaabHOro 3axkoHa ot 27.12.2019 N 475-@3)

VYronHOMOYEHHBI  (eiepasibHBIA  OpraH  HUCHOJMHUTEIBHOM  BJIACTH,  OCYIIECTBISIOIIUN
dapmMakoHaa30p, MO €ro pe3yabTaTaM pa3MellaeT Ha CBOeM O(UIMAaJbHOM CalTe B CETH




"UnrepHet" nndopmaruio o:

1) BbBIABJICHUMW HOBBIX MMOATBCPIKACHHBIX JAaHHBIX O MOOOYHBIX HeﬁCTBHHX, HEXKCIIaTCIbHBIX
pCakiuax, CCPbE3HbIX HCKCIIATCIIbHBIX PCAKIUAX, HCIIPCABUICHHBIX HCKCIATCIIbHBIX PCAKIUAX
npu IMPUMCHCHHUU JICKAPCTBCHHOI'O IIp€liapara, B TOM 4YHCJIIC BJIMAKOIIKWX Ha OTHOLICHHUEC
O)KHI[&CMO?I IMMOJIb3bl K BO3BMOXXHOMY PUCKY IMIPUMCEHCHH A TaHHOI'O JICKAPCTBCHHOI'O IIpCIiapara,

2) UOpPUHATBIX pEIICHUSAX O BHECEHUU H3MEHEHUH B MHCTPYKIHMIO 110 IPUMEHEHUIO
JIEKapCTBEHHOIO IMpenapara, 0 IPUOCTaHOBIEHUH NPUMEHEHUs JIEKapCTBEHHOIO Ipenapara, 00
U3BATUM U3 OOpallleHUsl JIEKapCTBEHHOIO IIpernapara WM O BO30OHOBIEHUM IPUMEHEHUs
JIEKapCTBEHHOIO Ipernapara.

I'masa 14. UHO®OPMALMUS O JEKAPCTBEHHbBIX
HPEITAPATAX. CUCTEMA MOHUTOPUHT A JIBUKEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJ MEJUIIUHCKOI'O
INPUMEHEHMUS (B pen. @enepaibHoro 3akona ot 28.12.2017 N
425-D3)

Crarbs 67. UndopMmanus o JekapcTBeHHbIX Npenaparax. Cucrema
MOHUTOPHHIA JABUKEHHUS JIEKAPCTBEHHBIX MPeNnapaToB AJIsl
MeTUIMHCKOr0 NpuMeHeHus (B pea. @enepajbHOI0 3aK0HA OT
28.12.2017 N 425-®3)

1. NUudopmanust o nekapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX MO PelenTy Ha JeKapCTBEHHBIN
npenapar, J0JKHa CONEP)KaThCs TOJIBKO B CHEIMAIM3UPOBAHHBIX M3AAHUIX, MPEAHA3HAYCHHBIX
JUIST MEAMIIMHCKUX, (hapMalleBTUUE€CKMX PaOOTHHUKOB, CIELMAIMCTOB B OOJACTH BETEPUHAPHM.
Nudopmanuss o J5ekapcTBEHHBIX Mpemaparax s CHEIUAIMCTOB B 00JacTH OOpalieHus
JICKAPCTBEHHBIX CPEIACTB MOXKET COACPIKATHCS B MOHOTpadUsX, CIIPaBOYHUKAX, HAYYHBIX CTAThIX,
B JIOKJaJaXx Ha KOHrpeccax, KOH(PEpEeHIMSAX, CUMIIO3MyMaX, HAy4HbIX COBETAaX, a TaKkKe B
HMHCTPYKIUSAX MO0 MPUMEHEHHIO JIEKAPCTBEHHBIX mpernaparoB. (B pea. DenepalibHOrO 3aKOHA OT
02.08.2019 N 297-®3)

2. Uudopmanus o JeKapCTBEHHBIX Iperaparax, OTIyCKaeMbIX Oe3 perenrta Ha JeKapCTBEHHBIH
nperapar, MOKET COJICP)KaThCsl B IyOIMKALMAX U OOBSBICHHUIX CPEICTB MAaCCOBOM MH(MOpPMAITUH,
CHEIUAIM3UPOBAHHBIX W OOIMX TEYaTHBIX M3JaHUSAX, HWHCTPYKIMSIX IO MPUMEHEHHIO
JIEKAPCTBEHHBIX MPENaparoB, UHbIX H3IAHUSIX CYOBEKTOB OOpaIleHUs! JIEKapCTBEHHBIX CPE/ICTB.
Pexnamuble Marepuanbl O JIEKAPCTBEHHOM IIperapare, OTIyckaeMoM 0e3 pelenta Ha
JIEKapCTBEHHBIM  mpemnapar, JODKHBl —COOTBETCTBOBAaTh MHCTPYKLIMHM TIO MPUMEHEHHUIO
JIEKapCTBEHHOTO IIpernapara.

3. JlomyckaeTcsi MCIIONb30BaHME JIIOOBIX MaTepUAbHBIX HOCUTENIEH, MO3BOJSIOLIMX XPaHUTH,
nepenaBarh U HCIOIb30BaTh HHPOPMAIHIO O JISKAPCTBEHHBIX IMperaparax 0e3 ee UCKaKCHHUS.

4. Jlna uenedt waeHTU(PHUKAIIMU YIAKOBOK JIEKAPCTBEHHBIX MpENaparoB i MEIUIMHCKOTO
NPUMEHEHUSI IIPOU3BOJUTENM  JIEKAPCTBEHHBIX CPEACTB B  MOPSAKE, YCTAaHOBIEHHOM



[IpaBurenscTBoM Poccuiickoit ®enepanyu, HaHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOIIEHUHU
JIEKapCTBEHHBIX MpEnapaToB A MEAUIIMHCKOTO IPUMEHEHHs, /Ul KOTOPbIX HE MpeayCMOTpEHa
BTOpPUYHAsl YIAKOBKA) U BTOPUUYHYIO (MOTPEOUTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IpenapaToB
JUI. MEJUIIMHCKOTO IPUMEHEHUs CpeJICTBA UACHTU(UKALMY, 32 UCKIIOYEHUEM JIEKapCTBEHHBIX
[IpernaparoB A MEIULUHCKOIO NMPUMEHEHUs, NPOU3BOIUMBIX AJIsl MPOBENEHUS KIMHUYECKHUX
HCCIIEZIOBAaHUM, D3KCIIOpTa, JIEKAPCTBEHHBIX IIPENaparoB JUIsi MEIUIMHCKOTO IPUMEHEHHS,
yKa3aHHbIX B d4acTax S wu & crarem 13 Hactosmero @enepalbHOrO  3aKOHA,
paanogapMaleBTUUECKUX JIEKApCTBEHHBIX IIpernapaTroB, MUSABOK MEAMLIMHCKMX U TIa30B
MeauIuHCKuX. (B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

5. XapakTepHCTUKU CpeNCTBa HACHTH(HKAIMK, IOPSIOK €ro HaHeceHHs U TpeOOBaHUS K
CTpyKType U ¢opmary HUHPOPMAIUH, KOTOPYK) COACPKUT CPEACTBO HUICHTH(DUKALNH,
onpexensitorcst [IpaBurensctBom Poccuiickoit @enepanuu. (B pea. PeaepaibHOro 3akoHa OT
28.12.2017 N 425-P3)

6. Ilopsnok co3maHus, pa3BUTHs, BBOJA B SKCIUIyaTallMIO, SKCIUTyaTallMM M BbIBOJA W3
JKCIUIyaTallud  CUCTEMBl MOHMTOPHMHIA JBWKEHHs JICKAPCTBEHHBIX IIpenaparoB  Ajs
MEIUIIMHCKOTO MPHUMEHEHUs, TOPSIOK TpEeloCTaBlIeHUs HHPOpMAIMM, COAEpKaIleics B
CUCTEME MOHUTOPHUHIA IBUKEHUS JIEKAPCTBEHHBIX MIPENApaToB I MEAULMHCKOTO IPUMEHEHNS,
U TOpPSAAOK  B3aUMOJCHCTBHUA  YKA3aHHOM CHUCTEMBl C  HHBIMHU  TI'OCYJapCTBEHHBIMU
MH(OPMAIIMOHHBIMY CUCTEMAMHU M HMH(POPMALMOHHBIMM CHCTEMaMH IOPUIMYECKHUX JIHL U
WHJMBUAYaAbHBIX MpeANpUHUMaTeNel, yKa3aHHbIX B yacTax 7 u 10 Hacrosmieidl crarby,
ycranaBinuBatorcst  I[IpaBurenscrBom  Poccuiickoit  ®epepanuu. OmneparopaMu  CUCTEMBI
MOHUTOpPUHIA JABWXKCHMS JICKAPCTBEHHBIX IIPENAparoB Uil MEAMLIMHCKOIO IPUMEHEHUs
SBIAIOTCS  (pemepalbHBIA  OpraH  HCIOJHUTEIBHOM BlacTM ©  (WIM)  OpraHu3aius,
ynonHoMmoueHHble [IpaButensctBom Poccuiickoit ®@enepanuu. (B pen. denepaibHOro 3akoHa OT
28.12.2017 N 425-®3)

7. IOpunmuueckue JsMUAa M UHIUMBUAYyaJIbHbIE HNPEANPUHUMATENH, OCYLIECTBIIAIOLINE
IIPOU3BOJCTBO, XpaHeHue, BBO3 B Pocculickyro denepannio, OTIYCK, pealu3allyio, Iepenaqy,
NPUMEHEHUE M YHUYTOXXEHHE JIEKAPCTBEHHBIX IPENaparoB A MEIUIUHCKOIO MPUMEHEHMS,
obecrieynBalOT B MOPsIKE U B COCTaBe, KOTOpble ycraHoBieHbl [IpaBurensctBoM Poccuiickoit
®denepanun ¢ y4eToM BUAA OCYILECTBISIEMOM HMMHU JESTEIbHOCTH, BHECEHHE HH(OpMalUu O
JIEKQpCTBEHHBIX IIpernaparax Uil MEIULIUHCKOIO HIPUMEHEHHS B CUCTEMY MOHMTOpPUHIA
JIBMOKEHUS JIEKAPCTBEHHBIX IIPENaparoB AJs MEAULIMHCKOTrO NpuMeHeHus. (B pen. denepanbHOro
3akoHa 0T 28.12.2017 N 425-D3)

7.1. JlexapcTBeHHbIE Ipemnaparbl Ul MEIULUHCKOTO IPUMEHEHUs, IpelHa3HaueHHble s
obecriedyeHUsI JMI, OOJBHBIX TeMouiueil, MyKOBHUCIHMJO30M, THUIO(PHU3apPHBIM HaHU3MOM,
Oone3npto lomie, 37M0KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMH JUMQOUIAHON, KPOBETBOPHOH U
POJCTBEHHBIX UM TKaHEH, pacCesTHHbIM CKJIEPO30M, JIMII 10CJI€ TPAHCIUIAHTALlMM OPraHoB U (MJIN)
TKaHel, npousBeaeHHble 10 31 nexabps 2019 ropa, a Takke MHbIE JEKAPCTBEHHbIE IPENaparsl
JUISI METUIIMHCKOTO MPUMEHEHHUs, rpousBeneHnbie 10 1 urons 2020 roaa, moajesxar XpaHEHUIo,
IIEPEeBO3Ke, OTIYCKY, pealu3aluy, Iepenade, IMPUMEHEHHIO 0e3 HaHEeCeHHsl CpeJlCTB
UIeHTU(UKAUKU 10 UCTeYeHUs] cpoka ux romHoctu. I[lpaButenbctBo Poccuiickoit denepanuu
BIIpaB€ YCTAHOBUTb OCOOEHHOCTHM BBOZA B I'PAXJIAHCKUH OOOPOT JIEKAPCTBEHHBIX IPENapaToB
JUI. MEIMLIMHCKOTO MPUMEHEHUs], TPOou3BeAeHHbIX B nepuoA ¢ 1 utonsg 2020 roga no 1 okTs0ps
2020 roma. B wmemsx BBOJa B TIpPaXIAHCKUIL 000OpOT JIeKapCTBEHHBIE IIpenaparbl s



MEJULUHCKOIO NIPUMEHEHUS, 3a UCKIFOUEHUEM JIEKApCTBEHHbIX MpenapaToB, NpeAHa3HAYeHHbIX
IJ1sl 00ecTieueH s ML, OONBHBIX TeModummeil, MyKOBUCIII030M, THIO(GH3APHBIM HaHU3MOM,
Oone3npto lomie, 37M0KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMH JUMQOUAHON, KPOBETBOPHOH U
POJCTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMI] I0CJI€ TPAHCIUIAHTAIIMM OPTraHOB U (WJIH)
TKaHel, Ipou3BeleHHbIE 3a npenenaMu tepputopun Poccuiickoit ®enepaunu 10 1 okrsiops 2020
roja, Moryt ObITb BBe3eHbl B Pocculickyro @enepanuto 1o 1 sHBaps 2021 roma B mopsizke,
ycraHoBieHHOM IlpaButensctBom Poccuiickoit  ®enepaunu, 0e3 HaHECeHUS CPEJCTB
uaeHtudukanuu. (B pen. denepanbHbix 3akoHOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N
206-D3)

8. Opranuzauusi HHPOPMAIIMOHHOTO B3aMMOACHCTBUSL CHUCTEMbl MOHHUTOPUHIA JIBUKCHHS
JICKAPCTBCHHBIX MPCIaparoB M1 MCIULOWHCKOTO IMPUMCHCHUSA C HMHBIMU T'OCYAAapCTBCHHBIMU
MH(OPMAIIMOHHBIMU CUCTEMaMHU OOECIIEYMBAETCSI B TOM YHCIIE TOCPEICTBOM UHPPACTPYKTYpHI,
obecrieunBaroneii MHGOOPMALMOHHO-TEXHOJIOTHYECKOE B3anMMO/eiicTBHe HMH(OPMAMOHHBIX
CHUCTCM, HCHOJIb3YCMbIX JISI MPCAOCTABICHUA TOCYAAapCTBCHHBIX W MYHUIMIAJIBHBIX YCIYI' U
HCIOJIHEHUs TOCYJapCTBEHHBIX M MYHHUIMNAIbHBIX (DYHKIUI B 3JI€KTpOHHOU (opme. (B pen.
®enepanbHoro 3akoHa or 28.12.2017 N 425-93)

9. OOmenoctynHas wuHbOpPMaLMs, coAepXkKaliasca B CHCTEME MOHUTOPUHIA JIBUXKEHUS
JIEKapCTBEHHBIX MPENapaToB AJIsi MEJULIMHCKOTO MIPUMEHEHUs, pa3MenaeTcss B MHPpOpMaIMOHHO-
TEJIEKOMMYHHUKAIIMOHHOM cetu "WHTepHer" (B TOM uuciie B (OpME OTKPBITBIX JAaHHBIX) B
nopsiike, ycraHoBieHHoM IlpaBurenbctBom Poccuiickoit @enepauuu. (B pen. denepaabHOro
3akoHa 0T 28.12.2017 N 425-D3)

10. IIpousBoauTenu JIEKAPCTBEHHBIX CPEICTB MOJIY4YalOT COAEpXKAIlyloCcs B CHCTEME
MOHHUTOpPHHIA JBWIKCHUS JICKAPCTBCHHLIX TIIpENaparoB IJjid MCAUIMUHCKOIO IPUMCHCHUSA
HH(pOpMAIMI0 O CepUsiX U MapTUAX JIEKApPCTBEHHBIX IIpENapaTroB, MPOU3BOAMMBIX UMM U
HaxOMSIIMUXCS B TpaxkaaHckoM obopore B Poccuiickoit ®Denepanuu, 0e3Bo3Me3qHO. (B pell.
®enepanbHoro 3akoHa or 28.12.2017 N 425-93)

11. 3a npou3BOACTBO WM MPOJAXY JIEKAPCTBEHHBIX IPENnaparoB I MEAULUHCKOIO
MNPHUMCHCHUA 0e3 HaHeceHUs CpCaCTB I/I}Z[CHTI/I(I)I/IKaHI/II/I, C HApymeHUCM YCTAHOBJICHHOI'O
Nopsi/iIka WX HAHECEHWs, a TaKkKe 3a HECBOEBPEMEHHOE BHECEHME JAaHHBIX B CUCTEMY
MOHHUTOpPpHHIA JABWXXCHUS JICKAPCTBCHHBIX IIPCIIapaToB JId MCOAULMUMHCKOIO IMPUMCHCHUA WU
BHCCCHUC B HEC HCAOCTOBCPHBLIX JAaHHBIX HPUAAYCCKUC JIMIlda W HWHAWBUAYAJIbHLIC
NpCANIPUHUMATCIIN, YKA3aHHBIC B YaCTAX 4nu 7 HﬂCTOHH.ICﬁ CTaTbu, HCCYT OTBCTCTBCHHOCTL B
COOTBETCTBMHU C 3aKOHOAATeNbCTBOM Poccuiickoit @enepauuu. (B pen. PenepaabHOro 3akoHa OT
28.12.2017 N 425-P3)

12. IlpaBurenbctBo Poccuiickoit ®depepanyu BIpaBe YCTaHOBUTh OCOOEHHOCTH BHEAPEHHS
CHCTEMbl MOHUTOPHHIA JABM)KEHUS JIEKAPCTBEHHBIX NPENapaToB Uil MEAULIUHCKOTO IPUMEHEHUS,
BKJIIOYAsi CPOKM €€ BHEJPEHUs, B OTHOLIEHUH JICKAPCTBEHHBIX IIPENaparToB s MEAULIUHCKOIO
IIPUMEHEHUs], BKIIIOYEHHBIX B IIEPEUYECHb KU3HEHHO HEOOXOMMbIX U BayKHEHILNX JIEKapCTBEHHbIX
[IpernaparoB, JEKAPCTBEHHBIX IPENaparoB, MpeAHA3HAYEHHBIX JUIs oOecredeHus JinL, OONbHbBIX
reMopuiInen, MYKOBHUCIII030M, runogu3apHeIM HaHU3MOM, 6onesnbto  [ome,
3JI0Ka4€CTBEHHBIMU HOBOOOPA30BaHUSAMHU JHMM(OUJHON, KPOBETBOPHOM M POJCTBEHHBIX UM
TKaHEH, pacCeSHHBIM CKJIEPO30M, JIMI] MMOCE TPAHCIUIAHTALIMU OPTaHOB U (MJIM) TKAHEW, WHBIX
JIEKapCTBEHHBIX NpenapaToB JUIsl MEAULIMHCKOTO MpUMeHEeHus. (B pea. denepanbHOro 3akoHa OT
28.12.2017 N 425-®3)




I'maBa 14.1. O'PAHUYEHMUS, HAJIATAEMBIE HA
OPITAHM3AIINA, OCYHIECTB/IAIOUMUE JEATEJIBHOCTD
11O OBPAIIEHUIO JIEKAPCTBEHHBIX CPEJICTB (B pen.
denepaiabHoro 3axkona ot 25.11.2013 N 317-®3)

Crarbs 67.1. OrpanuveHus, HajlaraeMble P OCYIIEeCTBICHUN
NeATeJIbHOCTH B cepe 00palieHUs JTeKAPCTBEHHbIX CPEACTB

1. Opranuzanuy, 3aHUMAarOIIMecs pa3paOdOTKOM, MPOU3BOACTBOM M (WIHM) peanu3anuen
JICKAPCTBEHHBIX MPEMaparoB JUisi MEIUIIMHCKOTO TPUMEHEHHs, OpraHu3aliu, OOJIaIaroIue
npaBaMH Ha WCIOJIB30BAHUE TOPrOBOr0 HAMMEHOBAHMS JICKAPCTBEHHOIO TMperapara s
MCIUIMHCKOI'O IMPUMCEHCHUA, OpraHHU3allun OIITOBOM TOPTOBJIKM JICKAPCTBCHHBIMU CPCACTBAMU,
AllITCYHBIC OpraHU3alun (I/IX npeaACTaBUTCIIM, HWHBIC (I)I/ISI/ILICCKI/IC u OpUAUNYCCKUC JIKla,
OCYILECTBJISIONIME CBOK JICITEILHOCTh OT KMMEHHM OTHUX OpraHM3alMii) B OTHOIICHUHU
MEIUIIUHCKUX PAOOTHUKOB U PYKOBOJIUTENICH MEIUIIMHCKUX OpraHU3alluii He BIIPaBe:

1) Bpy4aTh momapku, BbIIUIAUMBATh JICHEKHbIE CPEACTBA (32 UCKIIOYEHUEM BO3HAIPAXKACHUHU 110
JIOTOBOpaM IpU IPOBEIEHUM KIMHUYECKUX HCCIIEOBAaHUM JIEKApCTBEHHBIX IpPENaparoB s
MEJULUHCKOIO IIPUMEHEHUs], BO3HAIPAX/JIECHUH, CBA3aHHBIX C OCYIIECTBICHHEM MEIULUHCKUM
pabOTHUKOM TEJaroruyeckoil M (WiaM) HayyHOM MAESTeNbHOCTH), B TOM YHCIIE€ OIJIauuBaTh
pa3BieyeHMs, OTAbIX, MpPOe3J] K MEeCTy OTAbIXa, a TakKKe MPHUBIEKaTh K YYacTHIO B
pa3BieKaTelbHbIX MEPOIIPUATHUSAX, IPOBOIUMBIX 32 CUET CBOUX CPEACTB;

2) 3aKJII0O4aTh COITIAaICHUsT O Ha3HA4YCHUU WM PCKOMCHAAIMU IMAallUCHTAaM JICKAPCTBCHHBIX
npenaparoB A MCEIUIIUHCKOI'O IIPHUMCHCHUSA (321 HCKIIIOYCHHUEM JOroBOPOB O IIPOBCACHUHA
KIIMHNYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHBLIX IIPEIIapaToB AJIs1 MCIUIIUHCKOT'O HpI/IMCHCHI/ISI);

3) mpemocTaBiATh O0pasilbl JEKAPCTBEHHBIX MPEMapaToB jIs MEAMIIMHCKOTO MPUMEHEHHUS B
LeIsIX BPYYCHHS TMalUeHTaM (32 HCKIIOUYEHUEM CIy4acB, CBSI3aHHBIX C IPOBEIACHUEM
KJIMHUYECKHUX MCCIIEIOBAHMI JICKAPCTBEHHBIX MPEMApaToB Il MEIUIIUHCKOTO IIPUMCHCHUS);

4) mnpenocTaBiATh HEJOCTOBEPHYI0 M (WJIM) HEMOJHYI HMH(OpPMAIUI O JEKAPCTBEHHBIX
Ipernaparax sl MEJUIIMHCKOTO IPUMEHEHUS;

5) moceniath ux B pabouee BpeMs Ha pabounMx MecTax, 3a UCKIIOYEHHEM CIy4yaeB, CBSI3aHHBIX C
MMPOBCACHUECM KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHLBIX MPCIaparoB A MCIAUIIUHCKOIO
NPpUMCHCHUs, C Y4YaCTUCM B IOPSAAKES, YCTAHOBJICHHOM PYKOBOJAUTCIIEM Me)lHHHHCKOﬁ
opraHusanuu, B CO6paHI/I$IX MCECOAUITUHCKHUX pa6OTHI/IKOB 1 UHBIX MCPOIIPUATHAX, HAIIPABJICHHBIX
Ha TMOBBIIIEHHE WX MPO(ECCHOHATBHOIO YPOBHS WIM HAa MpeJoCTaBIeHHE WH(POPMAIIH,
CBSI3aHHOM C OCYIIECTBJICHUEM MOHUTOPUHTA O€30MIACHOCTHU JICKAPCTBEHHBIX MTPETIAPaTOB;

6) nMoOyX/1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB JIsl MEAULIMHCKOTO IPUMEHEHUS Ha
OnaHkax, cojepXkKallux HH(POpMAaLMIO PEKIAMHOIO XapakTepa, a TakkKe Ha PEeLEeNTypHBIX
OnaHkax, Ha KOTOPBIX 3apaHee HaleuyaTaHO HAUMEHOBAHME JIEKAPCTBEHHOIO Ipenapara s
MEAULUHCKOI'O IPUMEHEHHUS.

2. Opranu3zaium, ykazaHHble B ab3aiie mepBoM 4acTu | HacToflel CTaTbi, U X MPEACTaBUTENN



B OTHOUIEHMM (apMalleBTUYECKUX PAOOTHMKOB M PYKOBOAMTENEH alTEUHbIX OpraHM3allui He
BIIpaBe:

1) Bpy4aThb MOAAPKH, BbIIUIAYMBATH JACHCKHBIC CPEACTBA, B TOM YUCJIC OIIaYMBATh PA3BJICUCHU,
OTJbIX, MMPOC3J] K MCCTY OT/[bIXa, U IPUBJICKATb K YUACTHIO B PA3BJICKATC/IIbHBIX MCPOIPUATUAX,
MMPOBOAMMBIX 3a CUCT CBOUX CPCACTB;

2) mpenocTaBiATh 00pas3lbl JIEKAPCTBEHHBIX MpEnapaToB s MEAMLUHCKOIO NMPUMEHEHMs IS
BPYYEHUA HACEJICHUIO;

3) 3aKJIIO4YaTh COMNIAlICHHUA O TMPCAJIOKCHUHW HACCICHUIO OIIPCACICHHBIX JICKAPCTBCHHBIX
npenaparoB AJiA MEAUITUHCKOI'O ITPUMCHCHU

4) mpenocTaBisATh HENOCTOBEPHYIO M (MJIM) HEMOJHYI0 HWHGOPMAIMI0O O JEKapCTBEHHBIX
mnpenaparax JUis  MEAWLIMHCKOTO TPUMEHEHHs, B TOM YHCIE HWMEIOIIUX OJUHAKOBOE
MEXKyHApOIHOE HEMaTeHTOBAaHHOE HAMMEHOBAaHHUE.

Cratbs 67.2. TpeOoBaHUs K OPraHU3aluy U MPOBEAEHNI0 HAYYHBIX
MEpPONPUATHI, MHBIX MEPONPUATHI, HATIPABJIEHHBIX HA
NOBbIIEeHNE MPO(PECCHOHATBLHOT0 YPOBHSA MeTUIIHHCKUX

PadOTHMKOB UJIH HA MpeaocTaBIeHne MH(OPMALNU, CBA3AHHOM €
OCyIIeCTBJIEHHEM MOHUTOPUHIA 0€30MACHOCTH JIEKAPCTBEHHBIX
npenaparon

1. Ilpm mnpoBeneHMM Hay4yHBIX MEPOIPHUATHI, HHBIX MEPONPHUATHI, HAIpPABICHHBIX Ha
NOBBILIEHHE MPOPECCUOHAIBHOIO YPOBHS MEAMIMHCKUX PAaOOTHUKOB MJIM Ha MPENOCTaBIIEHUE
CBSI3aHHOM C OCYIIECTBIEHUEM MOHUTOPUHra O€30MaCHOCTH JIEKAPCTBEHHBIX IpernapaToB
uH(pOpMaIK, OPraHU3yeMbIX OpraHU3alusIMH, YKa3aHHBIMU B a03alle rnepBoM 4YacTu | cTarbu
67.1 Hactosiero denepaibHOrO 3aKOHA, UX MPEICTABUTEISIMU U (MIIK) (UHAHCUPYEMBIX 34 CUET
CPEICTB JTUX OpraHU3alUid M HUX IPEICTABUTEINCH, 3allpeIlaeTcs NPEensaTcTBOBAaTh YYACTHIO B
YKa3aHHBIX MEPOINPUATUAX HHBIX OpPraHU3alMi, KOTOPbIE IIPOMU3BOMAT WM PEAIU3YIOT
JIEKapCTBEHHBIE Ipernaparsl Uil MEIULHUHCKOIO IMPHUMEHEHUS CO CXOKHM MEXaHU3MOM
(apMakoIOruueckoro JeucTBUs, JUO0 CO37aBaTh AUCKPUMUHAIIMOHHBIE YCJIOBMS JUISL OJHUX
YYaCTHUKOB 10 CPABHEHHUIO C IPYTUMHU YYaCTHUKAMU, @ UMEHHO:

1) mpenocTaBisATh pa3aMyHOE KOJTMUYECTBO BPEMEHH JUIsSl BBICTYIUIEHUH YYacTHUKOB, Pa3JIMYHbIE
[0 pa3Mepy 3aHMMaeMOM IIIOmIagu MecTa Uil AEMOHCTpalud 0Opa3lioB JEKapCTBEHHBIX
IIpenaparToB Ul MEIULIMHCKOIO IPUMEHEHUs WIM PEKIaMHBIX MaTEPUAJIOB O JIEKAPCTBEHHBIX
mpernaparax uisi MEJUIMHCKOIO INPHUMEHEHUS Ha OJKCIO3ULMAX, CTEHIAX, 3a HCKIIOYECHHEM
Clly4aeB, €CIM TAaKUe€ YCJIOBMs 3aKpEIUIEHbl B COIVIAIICHMAX JTUX OpraHu3aluii, HX
npeacTaBuTeneil 0 (pUHaHCUPOBAHUM YKAa3aHHBIX MEPOIPHUSATHM U 00YyCIOBIEHBI PA3IMYHBIMU
3aTparaMy y4aCTHUKOB Ha UX OPraHU3AIIUIO;

2) ycraHaBiIMBaTh pa3Mep B3HOCA JUIsl YHYAaCTHUKOB MEPOIPHUATHH, YKa3aHHBIX B a03ale MepBoM
HACTOALLEH YacTH, IIPEBBIIAIOIIUNA CyMMY 3aTpaT Ha OPraHU3aLUI0 YKa3aHHBIX MEPONPUATHNA U
BEAyIIMI K HEOOOCHOBAHHOMY OI'PAaHUYEHHUIO YKUCIIa UX YYACTHUKOB.

2. Opranusanuy, yka3aHHble B a03aie nepBoM 4act 1 crarbu 67.1 Hacrosmero denepanbHoro



3aKOHA, MUX IMPEJCTaBUTENIM, OCYLIECTBIAIONME OpraHu3anuio U (Wiv) (UHAHCHPOBAHUE
MEpONpPUATUH, YKa3aHHbIX B 4YacTH | Hacrosuiedl crarbu, 00s3aHbI OOeCleYMBaTh JOCTYH K
uH(popMalMu O Jare, MECTe W BpPEMEHHM IIPOBEACHHUS YKA3aHHBIX MEPONPUATHH, IUIaHaX,
Iporpammax MpoBEJICHUs yKa3aHHbIX MEPONIPUATHI U TeMaXx, INIAHUPYEMBIX JUIsI PACCMOTPEHHUS,
COCTaBE MX YYAaCTHHKOB IIyTEM pa3MEIEHUsl COOTBETCTBYIOIIEH MH(OpPMAUM Ha CBOUX
opunmanbHbIX caiitax B ceTu "HHTepHeT" He mo3aHee AByX MecsAlEeB A0 Hayajga MPOBEICHMS
YKa3aHHBIX MEPOIIPUATHI.

3. Madopmanus o nNpoBeIeHUH MEPONPUATHI, YKa3aHHBIX B 4acTH 1 HacTOsIIEN CTaTbU, B CPOK,
YCTAHOBJIEHHBIH 4acThbiO 2 HACTOSALIEH CTAThH, JAOJKHA ObITh HallpaBiieHa B (heaepalibHbIM opran
WCIIOJIHUTENILHOM BJIACTH, OCYHIECTBISIOMMNA (YHKIMKM TO KOHTPOJIO U Haa3opy B cdepe
3JIpaBOOXpAaHEHUs, Ul MOCIEAYIOIIEro pa3MelleHus ee Ha O(hULHMaIbHOM CaifTe ITOro OpraHa B
cetu "UHTepHeT".

I'asa 15. OTBETCTBEHHOCTbD 3A HAPYIIEHUE
3AKOHOJATEJBCTBA POCCUMCKOM ®EJEPAIIUNA ITPU
OBPAIIIEHUU JIEKAPCTBEHHbBIX CPEJICTB U
BO3MEIIEHUE BPEJA, TIPUMUHEHHOTI'O 3/IOPOBBIO
T'PA’KIAH BCJIEJACTBUE IPUMEHEHUSI
JEKAPCTBEHHbBIX ITPEITAPATOB

Crarbs 68. OTBeTCTBEHHOCTD 32 HAPYIIEHHE 3aKOHOAATE/IbCTBA
Poccuiickoii @enepanyu npu o0panieHuH JeKapCTBEHHBIX CPEACTB
1. Hapymenue 3akononarensctBa Poccuiickoit @enepauun npu oOpalleHUuH JIEKapCTBEHHBIX

CPEICTB BJIEUET 32 CO0OI OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoit
®eneparuu. (B pen. PeaepansHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. 3a HempeICTaBI€HUWE WM HECBOEBPEMEHHOE IpeAcTaBiIeHHe HHPopMauuu U (Win)
JOKyMEHTOB JIMOO IpeJCTaBleHUE HEIOCTOBEPHbIX MHpOpMauUUu U (WIM) JIOKYMEHTOB,
IIpeIyCMOTPEHHBIX HacTosuUM DenepaabHbIM 3aKOHOM, CyObEKThl 00pallleHus JIEKapCTBEHHbIX
CPENICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATebcTBOM Poccuiickoit ®enepanuu.
(B pen. @enepanbHbIX 3aK0oHOB 0T 22.12.2014 N 429-D3 (pen. or 13.07.2015), ot 04.06.2018 N
140-93)

Crarbs 69. Bo3Menienue Bpeaa, NPUYUHEHHOTO 310POBbIO I'PAaXKIaAH
BCJIeICTBHE MPUMEHEHMSsI JIEKAPCTBEHHBIX NMpenaparoB

1. IlpousBomuTenb JIEKapCTBEHHOIO Ipenapara oO0s3aH BO3MECTUTh Bpel, NPUYUHEHHBIN
30POBBIO TPAXKJAH BCIIEACTBUE IPUMEHEHUS JIEKAPCTBEHHOIO MpeNapara, eclli A0Ka3aHo, YTo:

1) nekapcTBEHHBIN MpenapaT MPUMEHSUICS N0 Ha3HAYEHUIO B COOTBETCTBUM C MHCTPYKIMEH IO
IIPUMEHEHUIO JIEKAPCTBEHHOI'0 IIpernapara ¥ NPUYMHOM Bpelna SBHIICS BBOJ B T'PaKJAHCKUUI
000pOT HeTOOPOKAUYECTBEHHOTO JIEKAPCTBEHHOIO Mperapara;



2) Bpel 310pOBBI0 IPUYMHEH BCIIEJACTBHE HEIOCTOBEPHOM HH(OpPMALMHU, CcOIeprKalleics B
MHCTPYKIMU IO IPUMEHEHHIO JIEKAaPCTBEHHOrO IIpernapara, W3JaHHOM IIPOM3BOAUTENIEM
JIEKapCTBEHHOTI'O Mpernapara.

2. B cnywae, ecnu Bpex 3I0pPOBbIO TpaKAaH NPUYMHEH BCJIEACTBHE NPUMEHEHUS
JIEKapCTBEHHOT'O MperapaTa, MPHIIEIIEr0 B HEroJHOCTh B pe3ylbTaTe HApyIIEHUS MpPaBUII
XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB, IPABUJI ONTOBOW TOPrOBIH JIEKAPCTBEHHBIMH TpETapaTaMH,
MIPaBUJI OTITYCKA JIEKAPCTBEHHBIX MPENapaToB, MPaBUJI U3TOTOBIEHUS U OTIYCKa JEKapCTBEHHBIX
[IpernapaTroB, BO3MEILIEHHE BpeAa OCYLIECTBISETCS COOTBETCTBEHHO OpraHU3alliedl ONTOBON
TOPTrOBIM  JIGKAPCTBEHHBIMH  CpPEICTBAMH, AaNTEYHOW OpraHu3aluei, WHINBUIYaIbHBIM
NpEANPUHAMATENIEM, HWMEIOIMMH JIMIEH3UI0 Ha (apMaleBTHYECKYIO0 JeSTeIbHOCTh WIIH
JIMIIEH3UIO HA MEJUIIMHCKYIO JIeSITeIbHOCTh, MEIUIIMHCKON OpraHu3aIiel, UMeIoel JTUIIeH3UI0
Ha (apMaleBTUYECKYIO NEATEIbHOCTh (€€ 000COOJIEHHBIM MojpaszesieHueM (amOysaaTopuei,
¢denpamepckuM U (eNbAINIEPCKO-AKYIIEPCKUM ITYHKTaMH, LEHTpOM (OTxaesneHueM) oouieit
BpayeOHOI (CeMelHOM) MpaKTUKM), PACHOJOXKEHHBIM B CEJIbCKOM HAacEJI€HHOM IIyHKTE, B
KOTOPOM OTCYTCTBYET anTe€4Hasi OpTaHU3allys), JOMYCTUBLUIMMHU IPOJAKy WM OTIYCK TAaKOTro
JIEKapCTBEHHOTO npenapara. (B pen. @enepanbaoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bosmemenue Bpega, NPUYMHEHHOTO 3/0POBBI0 Tpa)XJaH BCIEACTBUE NPUMEHEHHS
JICKapCTBEHHBIX IpenapaToB WM COBEPLIEHUS IPOTUBONPABHBIX JEHCTBUM CyObeKTaMu
oOpalieHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBISETCS B COOTBETCTBUU C 3aKOHOAATEIbCTBOM
Poccuiickoit ®enepaunu.

I'masa 16. 3AK/IIOYUTEJIBHBIE ITOJIOKEHUSA

Crarbs 70. O npu3HaHUM YyTPATUBIIUMH CHJLY OTAEJIbHBIX
3aKOHOAATEJIbHBIX AKTOB (I0JI0KEHU I 3aKOHOAATEJIbHBIX AKTOB)
Poccuiickonn @enepauuu

IIpu3HaTh yTpaTUBLUIMMU CUILY:

1) ®denepanbubiii 3akoH oT 22 wuioHsd 1998 rogma N 86-®3 "O nexkapcTBEHHBIX cpeacTBax"
(Cobpanue 3axoHogarenscta Poccuiickoii denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3aKkoH 0oT 2 sHBaps 2000 roga N 5-®3 "O BHeceHUU W3MEHEHUS U JAOTOJIHEHUM
B ®enepanbubiii 3akoH "O nekapcTBeHHBIX cpenctBax” (CoOpaHue 3aKOHONATENBCTBA
Poccuiickoii ®enepanuun, 2000, N 2, ct. 126);

3) crarbio 40 OenepanbHoro 3akona oT 10 suBaps 2003 rona N 15-d3 "O BHeceHUH U3MEHEHU I
U JIONOJHEHUN B HEKOTOPBIE 3aKOHOJATeNbHbIE akThl Poccuiickoil denepanuu B CBSI3H C
npuHsitueM @PenepanbHoro 3akoHa "O JMIIEH3UPOBAHMM OTAEIBHBIX BHUAOB JEATEIBHOCTH"
(Cobpanue 3axoHomarensctBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crarbio 31 denepanbroro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeceHUU U3MEHEHUN U
JOTIOJIHEHUIM B HEKOTOpBbIE 3aKoHoOJAaTesbHbIE aKkThl Poccuiickon denepauuu, IpU3HAHUU
YTPaTUBLIMMHM CWIY OTIEIbHBIX 3aKOHOJATEIbHBIX akTOoB Pocculiickoii  ®@enepaiuu,
[IPEIOCTABICHUN OTAEIbHBIX I'apaHTUN COTPYIHUKAM OpPraHOB BHYTPEHHHUX JEJ, OPraHoOB IO



KOHTPOJIO 32 000OPOTOM HAPKOTHYECKHUX CPEACTB M ICUXOTPOIHBIX BELIECTB U YIPA3IHAEMBIX
(denepaibHBIX OpPraHOB HAJIOTOBOM TMMOJIMIMKM B CBA3M C OCYIIECTBICGHHEM MeEp IO
COBEPILIEHCTBOBAaHUIO  rocygapctBeHHoro  ympasieHus"  (CoOpaHue — 3aKOHOAATENbCTBA
Poccuiickoii ®enepanun, 2003, N 27, ct. 2700);

5) crareio 101 PenepanbHoro 3akoHa ot 22 aerycta 2004 roma N 122-®3 "O BHeceHuu
U3MEHEHUN B 3aKoHOAarenbHble akThl Pocculiickoii denepanuu U NPU3HAHUU yTPATUBIIMMU
CUJIy HEKOTOPBIX 3aKOHOJATeNbHBIX akToB Poccuiickoil denepauuu B CBA3M C INPUHATUEM
(denepanbHbIX 3akOHOB "O BHECEHMM M3MEHEHUU W JomnonHeHuil B DenepanbHblil 3akoH "OO0
O0ImMX NPUHLMIAX OPraHU3alUM 3aKOHOJATEIbHbIX (IIPEICTaBUTENbHBIX) U HUCIOJHUTEIbHBIX
OpraHOB TrocCynapcTBEHHOW Biactu cyObekTtoB Poccuiickoii ®enepanuu" u "OO6 oO0mmx
NPUHLIKAIIAX OpPraHu3alMyd MECTHOro camoympasieHus B Poccuiickoii ®@enepaunun" (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepannn, 2004, N 35, ct. 3607);

6) crarpio 28 dDenepanpHoro 3akoHa or 18 nexabps 2006 roma N 231-®3 "O BBeneHuu B
nelcTBHe dYacTU ueTBeprod I[pakmaHckoro komekca Poccwuiickoit ®enepanun" (Cobpanue
3akoHonarenbeTBa Poccuiickoit denepanun, 2006, N 52, ct. 5497).

Crartbs 71. Berynmienue B cuity HacTosimero MeiepajbHOr0 3aK0OHa
1. Hacrosmumii @enepanbHblil 3ak0oH BeTynaeT B cuity ¢ 1 ceHtsopst 2010 roaa.

2. JlexapcTBEHHbBIE CpPEICTBA, 3apETUCTPUPOBAHHBIC 1O JHS BCTYIUIGHHUS B CHILy HACTOSIIETO
denepanbHOro 3aKOHA, IMOJJIEKAT BKIIOUYEHUIO B TOCYJAPCTBEHHBIE PEECTpPbl JIEKAPCTBEHHBIX
CPEICTB C BHECEHHMEM YyKa3aHHBIX B yacTu | crarbu 33 Hacrosmero denepalibHOrO 3aKOHA
CBelleHUM 00 JTHX JIEKapCTBEHHBIX CpEACTBaX 03 IPOXOXKIEHHS BHOBb IPOLEAYPHI
roCyJapCTBEHHON PErUCTPaLMU JIEKapCTBEHHBIX IPENaparos.

3. TocymapcTBeHHass perucrpanus JIEKAPCTBEHHBIX  IPENaparoB, 3a  HCKIIOYCHHUEM
JICKAPCTBCHHLIX IPECIIapaToB JIs1I MCAUIMWMHCKOIO NPUMCHCHUS, MMPEACTABICHHBIX HAa YKAa3aHHYIO
PErucTpaIyio A0 AHSA BCTYIUICHUS B CHIIy Hacrosero denepanbHOro 3aK0Ha, OCYIIECTBISETCS
B COOTBCTCTBHUU C HACTOSAIIUM (De)lepaJ'ILHLIM 3dKOHOM Ha OCHOBAHHWHU INOKYMCHTOB W JAHHBIX,
IpEJCTAaBIEHHbIX 1O [HA BCTYIUIGHUS B CHIy Hacrosmero ®denepanbHOro 3akoHa. (B perl.
®enepanbHoro 3akoHa or 11.10.2010 N 271-P3)

3.1. TocymapcTBeHHass perucTpanysi JIEKAPCTBEHHBIX IIpernaparoB s MEAULUHCKOIO
NPUMEHEHUs, NPEICTABICHHbBIX Ha FOCYAapCTBEHHYIO PErMCTPALUIO 10 JHS BCTYIUICHUS B CUILY
HacTosero @DenepaibHOrO 3aKOHA, W TOCYJApCTBEHHAsh pPETUCTpALUsl JIEKapCTBEHHBIX
IIpernaparoB JJIsi MEJULIMHCKOTO NMPUMEHEHHs, PEICTABICHHbBIX Ha HKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEACTB 0 [JHS BCTYIUIEHHUS B CWiIy HacTosero ®enepaqpHOro 3akoHa B LEMSAX HX
MOCJIEAYIOIIEH rOCYIapCTBEHHON perucTpanyu, OCyLUIeCTBIAIOTCS HA OCHOBAHUU JOKYMEHTOB U
JAHHBIX, MPEJICTABIEHHBIX J0 JHS BCTYIJIEHHUS B CHIy Hactosiiero denepanbHOro 3akoHa, a
TaKKe  3asBJIEHUS O TOCYJAAPCTBEHHON  perucTpaluy  JIEKApCTBEHHOrO  Ipernapara,
IIPEJCTABIEHHOTO IPOU3BOIUTENIEM JIEKAPCTBEHHBIX IpENapaToB WM YIOIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBUM C HacrosuuMm DenepaibHbIM 3aKOHOM B YIOJHOMOYEHHBIH
(enepanbHblii OpraH UCHONMHUTENBHOM BiacTu 10 1 mapra 2011 roga, 6e3 TpeGoBaHUs yIIIAThI
rOCyIapCTBEHHOM MOIUIMHEI, PEIYCMOTPEHHOH 3aKoHOaTebcTBOM Poccutickoit denepaunu o
Hajorax u coopax. (B pen. PeaepanbHoro 3akona ot 29.11.2010 N 313-D3)




3.2. IlloarBepxkaeHue TrocyaapCTBEHHONW pEruCTpallUM JIEKAPCTBEHHBIX IpenaparoB Jis
MEIUIIMHCKOTO NPUMEHEHUs, MPEACTABICHHBIX U1 TMOATBEPXKICHUS TOCYAapCTBEHHOMN
perucTpanuu 10 AHsA BCTYIUIEHUs B CUITy Hactosulero denepaibHOIo 3aK0Ha, U MOATBEPKIACHUE
rOCy/IapCTBEHHON perucTpanuy JIEKapCTBEHHBIX MpenapaToB Uil MEIUIUHCKOIO NMPUMEHEHHS,
NPEJCTABIEHHBIX Ha D3KCIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB JIO [JHS BCTYIUIEHUS B CHILY
Hactosmero  dexepanbHOro 3akoHa B LENAX  IOCIEAYIOUIETO  MOATBEPXKACHUS  MX
rOCYJapCTBEHHON pErucTpalnuu, OCYUIECTBIISIOTCS Ha OCHOBAaHUU JIOKYMEHTOB M JAaHHBIX,
NPEJCTABIEHHBIX 10 JHsS BCTYIUIEHUs B Cwiy Hacrtosuiero denepalbHOrO 3aKoHa, a TAKXKe
3asBJIEHUS] O IOATBEPKIACHUM TOCYJapCTBEHHOM perucTpanyy JIEKapCTBEHHOIo IIperapara,
IIPEJCTABIEHHOTO IPOU3BOAUTENEM JIEKAPCTBEHHBIX IpENapaToB WM YIOIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBUM C HacrosuuMm DenepalbHbIM 3aKOHOM B YIOJIHOMOYEHHBIH
(enepanbHbIii OpraH UCHONIHUTENBHOM BiacTu 10 1 mapra 2011 roga, 6e3 TpeGoBaHUs yIIaThl
rOCyIapCTBEHHOM MOILLIMHEI, MPETYCMOTPEHHOM 3aKOHOATENLCTBOM Pocculiickoit deaepanu o
Hajorax u coopax. (B pen. PeaepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.3. Ilpunstue pemieHuss O BHECEHMH M3MEHEHUH B JIOKYMEHTBI, COJepKaluecs B
pPETUCTPAllMOHHOM  JI0OCh€ HAa  3aperuCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  Ipemapar s
MEIULUHCKOIO NPUMEHEHUS W MPEJCTABIEHHbIE 10 IHS BCTYIUIEHHUS B CHUJIy HACTOSIIEro
denepanbHOro 3aKOHA, W IPUHATHE PEUIEHUsT O BHECEHWU HM3MEHEHMH B JIOKYMEHTHI,
cojiepKallieecsi B perucTpalliOHHOM JI0ChEe Ha 3apervMCcTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar
JUI. MEIUIIMHCKOTO IPUMEHEHUS U MPEJICTaBICHHbIE Ha HKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB /10
JHSI BCTYIUIEHUS B Cuily Hacrosuiero denepanbHOro 3aKOHA, OCYLIECTBIISIOTCS HAa OCHOBAHUU
JOKyMEHTOB W JIaHHbIX, IPEACTaBIEHHbIX JO JHA BCTYIUIEHHS B CHJIy HaCTOSILEro
denepanbHOro 3aKkoHa, a TaKXKe 3asiBJICHHS O BHECEHUUM H3MEHEHHM B JOKYMEHTHI,
cojiepKalluecs: B PErUCTPAllMOHHOM JI0OChE Ha 3aperMCTpUPOBAaHHBIN JIEKapCTBEHHbIN mpenapar
VIS MEIUIUHCKOTO IPUMEHEHHUs, MPEeICTABICHHOIO IPOU3BOAUTENEM  JIEKAPCTBEHHBIX
[IpernapaToB WIM YIOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUM ¢ HactosumuMm denepasbHbIM
3aKOHOM B YIIOJIHOMOUYEHHBIH (perepasibHbIN OpraH MCHOJIHUTENbHOM BiaacTu a0 1 mapra 2011
roga, ©0e3  TpeboBaHUs ~ yIUIAThl  TOCYJapCTBEHHOM  MONIUIMHBI,  IPELyCMOTPEHHOU
3akoHojaTesbecTBOM Poccuiickoit denepanuu o Hasorax u coopax. (B pen. dexepaibHOro 3akoHa
or 29.11.2010 N 313-®3)

3.4. Belmaua paspenieHMd Ha NPOBEACHHE KIMHUYECKUX MCCIICAOBAHUNA JIEKapCTBEHHBIX
MpenaparoB AJisi MEAUIIMHCKOTO MPUMEHEHHSI 110 3asBJICHUSM, TIOJJAHHBIM JI0 JTHS BCTYIUICHUS B
cuwiy Hactosiero @enepalbHOrO 3aKOHA, a TAKXKE I10 3asBJICHUSM, IOJAAHHBIM IOCIE JHS
BCTYIUICHHSI B CUJTy HacTosiiero denepabHOro 3aKOHAa Ha OCHOBAHMHU JKCIIEPTHU3, MPOBEIECHHBIX
0 JAHS BCTyIUIGHHMS B Cwily Hacrosulero @enepaibHOro 3aKOHA, OCYIIECTBISETCS B
COOTBETCTBHU C HacTosuM DenepanbHbIM 3aKOHOM Ha OCHOBAaHUHU JIOKYMEHTOB U JIAaHHBIX,
MPEICTABIEHHBIX WJIM TMOJTYYEHHBIX JO JHS BCTYIUIGHHMsS B CHJy Hacrosuiero denepaibHOro
3aKOHa, a TaKKe Ha OCHOBAHWHU KOIIMH IIPEIBAPUTEILHOTO JOTOBOpa 0053aTENFHOTO CTPAXOBAHUS
KU3HH, 370POBbS MAlMEHTOB, YYAaCTBYIOUIUX B KIMHUYECKOM HMCCIIEIOBAHUU JIEKAPCTBEHHOTO
npenapara Jyuisi MEJUIIUHCKOTO MPUMEHEHUsI, WM KO JI0TOBOpa 0053aT€IbHOTO CTPAaXxOBaHUs
KU3HH, 370POBbS MAlMEHTOB, YYAaCTBYIOUIUX B KIMHUYECKOM HCCIIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara Ui MEIUIIMHCKOTO MPUMEHEHHs, JU00 MPEICTaBICHHOM KONMUU JOTroBOpa
00513aT€IbHOTO  CTPAaXOBaHUs, 3aKJIIOYEHHOTO B COOTBETCTBMU C THUIIOBBIMHU IpaBUIIaMU
00513aTeIbHOTO CTPAXOBaHUs, C YKa3aHUEM IMPEAETbHON YUCICHHOCTH MAllMeHTOB, YYaCTBYIOIINX
B KJIIMHUYECKOM HCCIICIOBAHUH JIEKAPCTBEHHOTO IMperapara Ijisi MEIUIMHCKOTO TIPUMEHEHHMsI, 0e3



TpeOOBaHMs yIUIaThl TOCYAAPCTBEHHON TMOILIMHBI, TPEIYCMOTPEHHOW 3aKOHOAATEIHLCTBOM
Poccuiickoii denepanuu o Hanorax u cobopax. (B pea. @enepanbHoro 3akona ot 29.11.2010 N
313-®3)

3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOM BaJIOTE€ 1O JHS BCTYIUICHUS B CHUJIy HACTOSIIEIO
(Dez[epaﬂbHoro 3daKOHa MPCACIIbHBIC OTIIYCKHBIC HCHbI HHOCTPAHHBIX HpOI/ISBO)]I/ITCHCf/'I Ha
JICKAPCTBCHHLIC MPCIIaparbl, BKIKOYCHHBIC B IICPCUCHb JXU3HCHHO HCO6XO)II/IMBIX U BaXKHEUIIINX
JIEKapCTBEHHBIX IPENaparoB, MOMIEKAT Mepecyery B pyomu mo Kypcy LlentpampHoro Ganka
Poccuiickoit @enepauuu Ha nary, yctaHoBlieHHyto [IpaButensctBoM Poccuiickoit @enepaiuu,
0e3 mpeCcTaBIeHUs 3asBJICHUS O MEePEeCcUYeTe IEHbl C BHECEHUEM COOTBETCTBYIONIMX U3MEHEHHUH B
FOCYIapCTBEHHBIN PEECTp NPENeNbHbIX OTIYCKHBIX LIEH MPOW3BOAMTENECH Ha JIEKapCTBEHHBIE
npemnaparbl, BKIIFOYCHHBIC B IICPEYCHb KU3HCHHO HCO6XO)II/IMI)IX U BOXHEHUIIINX JICKapCTBCHHBIX
npenaparos. (B pea. @eaepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 10 JHS BCTYIUJICHUS B CUJy Hactosmiero deaepaibHOr0 3akoHa
IpeebHbIE OTIYCKHBIE LIEHBl POCCHUICKHX MPOM3BOAMTENEH Ha JEKapCTBEHHbIE Ipenaparsl,
BKJIIOYCHHBIE B MEPEYCHDb )KU3HEHHO HEOOXOIUMBIX U BOXHEHIINX JIEKaPCTBEHHBIX MPEMaparos,
nojyiexxar nuaekcanuu ¢ 1 HosOps 2010 roga ucxons U3 MPOrHO3UPYEMOTO YPOBHS WHQIISAIHH,
yctaHoBiieHHOro ®enepanbHbiM 3akoHOM OT 2 nekadbps 2009 roma N 308-d3 "O denepaibHoM
oromxere Ha 2010 rom m Ha manoBbid mepuoa 2011 u 2012 romos" Ha 2011 roa. (B pen.
®enepanbHoro 3akoHa or 11.10.2010 N 271-P3)

3.7. Ilocne 1 mapra 2011 roma He JomyckaroTcs HPOM3BOJACTBO M BBO3 B Poccuiickyro
denepanuio JeKapCTBEHHBIX MPENapaToB B yAaKOBKAaX ¢ MapKUPOBKOM, KOTOpasi Obljla HaHECEHA
70 OHS BCTYIUIEHHsS B cuiy Hactosimiero ®dexepanbHOro 3akoHa. 1o McTedeHHMH yKa3aHHOTO
CpOKa JaHHBIE JIEKapCTBEHHBIE TperapaThl MOTYT OTITyCKAaThCsl, PEaT30BbIBATHCS, IEPEIABATHCS
Y MPUMEHATHCA 10 UCTEUEHHUS UX CPOKa roIHOCTH. (B pen. DenepanbHbIX 3akoHOB 0T 29.11.2010
N 313-®3, o1 06.12.2011 N 409-®3)

4. Co nmHs BCTyIUleHUsl B cuily Hactosuiero ®denepanbHoro 3akoHa u no 30 ampens 2011 roxa
BKJIFOYUTECJIBHO OOIYCKACTCA HNPOBCACHHUEC OKCIICPTU3BI JICKAPCTBCHHLIX CPEACTB OKCIICPTaMHU
OKCIICPTHOI'0 YYpPCKIACHUA OO0 IMPOXOKACHUA HMH aTTCCTAllMM B IOPAAKS, YCTAHOBJICHHOM
YIOJIHOMOYEHHBIM (efiepanbHbIM OPraHOM UCIIOIHUTEIBHON BIACTH.

5. Co nmHa BeTyruieHHs B cuily Hactosmero ®denepanbHoro 3akoHa u o 31 gexabps 2013 rona
BKJIIOYUTEIBHO OCYLIECTBIISIETCS TMEpexoJl K TMPOMU3BOACTBY JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBHHU C MpaBUJIaMU OpraHU3alUU MMPOU3BOJCTBA U KOHTPOJIS KAaYyeCTBA JIEKAPCTBEHHBIX
CPEICTB, yKa3aHHbIMU B 4acth 1 crtatbu 45 Hacrosimero denepaibHOro 3akoHa, B IMOJHOM
oobeme. CpokH mepexoja MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB K HX TMPOU3BOACTBY B
COOTBETCTBHU C KOHKPETHBIMU TPEOOBAHHMSIMHU JAHHBIX IMpaBWJ, BKIIOYash CPOKH aTTECTAI[UU
YIOJTHOMOYEHHBIX JIUII, YKA3aHHBIX B YacTsAX 6 u 7 ctathu 45 HacTosmero denepabHOTO 3aKOHa,
ycraHasiuBatorcs [IpaBurensctBoM Pocculickoit @enepanuu.

6. JIuleH3uM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CpPEACTB, BbllaHHbIe 10 | sHBaps 2014 ronaa,
neiicteytor nocine 1 suBapst 2014 roma n0 McTedeHus Cpoka MX JAEHUCTBUS NpPU YCIOBUU
COOTBETCTBMSI JIMLIEH3MaTa IpaBUJIaM OPraHM3allid IPOM3BOJICTBA W KOHTPOJS KauecTBa
JIEKapCTBEHHBIX CPE/ICTB, yKa3aHHBIM B 4acTH 1 ctarbu 45 HacTosuiero denepanbHOro 3aKoHa.

7. ®opmMupoBaHHE TOCYAAPCTBEHHOrO 3a/laHWsl Ha MPOBEJIEHUE SKCIEPTH3bl JIEKAPCTBEHHBIX
CpeAcTB (enepajbHOMYy TIOCYJAapCTBEHHOMY OIO[DKETHOMY YUPEKICHHUIO [0 IPOBEICHUIO



AKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB M (PMHAHCOBOE O0ECIEUEHHE BBIMOJIHEHHS ITOTO 3aJaHus
OCYUIECTBJISIIOTCSL B MOPsIIKE, yCcTaHOBIEHHOM DenepanbHbIM 3akoHOM OT 12 suBaps 1996 rona
N 7-®3 "O nexommepueckux opranuzanusax". (B pea. @enepanbHoro 3akoHa ot 29.11.2010 N
313-93)

IIpe3zuoenm Poccuiickou ®edepayuu

1. MEJIBEJIEB

Mocksa, Kpemib
12 anpens 2010 rona
N 61-03



