12 anpens 2010 2. N 61-@3

POCCHUHUCKAS ®EJEPALINAS
®EJIEPAJIBHBINA 3AKOH

Ob OBPAHIEHUU JIEKAPCTBEHHbBIX CPEJICTB

(B pen. @enepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-®3, o1 11.10.2010 N 271-®3, o1 29.11.2010 N
313-®3, o1 06.12.2011 N 409-P3, ot 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, oT
02.07.2013 N 185-®3, o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-P3,
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 08.03.2015 N 34-P3, ot 29.06.2015 N 160-D3,
or 13.07.2015 N 233-®3, or 13.07.2015 N 241-®3, ot 13.07.2015 N 262-P3, ot 14.12.2015 N
374-@03, ot 29.12.2015 N 389-d3, o1 02.06.2016 N 163-P3, ot 03.07.2016 N 261-P3, oT
03.07.2016 N 305-@3, ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N
278-@3, ot 28.12.2017 N 425-D3, ot 04.06.2018 N 140-D3, ot 28.11.2018 N 449-P3, o
27.12.2018 N 511-®3, ot 06.06.2019 N 134-®3, ot 26.07.2019 N 240-P3, ot 02.08.2019 N
297-®3, o1 27.12.2019 N 462-P3, o1 27.12.2019 N 475-D3, o1 27.12.2019 N 478-D3 o1
27.12.2019 N 481-®3, ot 26.03.2020 N 67-P3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3)

Ipunam
T'ocyoapcmeennoii /Jymoti

24 mapma 2010 2o0a

Ooobpen
Cosemom Pedepayuu

31 mapma 2010 200a
I'masa 1. OBIIME ITOJOXEHUASA

Crartba 1. [Ipeamer perynpoBanus HacTOsimero MeaepajbHOro
3aKOHA

1. Hacrosmuii ®enepanbHblii 3aKOH pETyIUPYET OTHOILICHMS, BO3HUKAIOUIME B CBS3H C
oOpamieHueM -  pa3paOOTKOM,  NOKJIMHMUYECKUMH  HCCIENOBAaHUSMHU,  KIMHUYECKHUMH
UCCJIEIOBAHMAMY, DKCIEPTU30HM, TOCYJAapCTBEHHOM pErucTpanuei, cO CTaHJapTU3alUed U C
KOHTPOJIEM KAauecTBa, IPOU3BOACTBOM, H3TOTOBICHUEM, XPaHEHUEM, IEPEBO3KOH, BBO30M B
Poccuniickyro ®epnepaumio, BbBO30M H3 Poccuiickonn ®denepanuu, peKIamMou, OTIIYCKOM,
peanuzanuel, nepenaued, NPUMEHEHHEM, YHMUYTOXKEHUEM JIEKapCTBEHHBIX CPEACTB. (B pea.
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denepanpHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosmuit denepaibHbINA 3aKOH YCTAHABIMBACT MPUOPHUTET TOCYAAPCTBEHHOTO PETYIUPOBAHHMS
0e30MmacHOCTH, KauecTBa M 3PGEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU UX oOpaiieHuu. (B pen.
denepanbpHOro 3akona ot 25.06.2012 N 93-D3)

Crarps 2. Chepa npumeHeHust HacTosuero @exepajbHOro 3aK0HAa

Hacrosmuit denepanbHplii 3aKOH NMPUMEHSAETCS K OTHOLIEHHSIM, BO3HMKAIOIIUM IPU OOpallieHuH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.

Crarbs 3. 3aK0HOAATEJIBCTBO 00 00PAIIICHUH JICKAPCTBEHHBIX CPE/ICTB

1. 3akoHOIATETHCTBO 00 OOpAIIEHUH JICKAPCTBEHHBIX CPEICTB COCTOUT M3 HACTOSIIETO
®denepanbHOro 3aKoHa, APYrUX (elepaibHBIX 3aKOHOB M HWHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit deneparumu.

1.1. 3akoHOaTENbCTBO 00 OOpAIIEHUN JIEKAPCTBEHHBIX CPEACTB B OTHOILIEHUHU IOPUANYECKUX JIUL U
WH/IUBUIYAIbHBIX —TPEANPUHAMATENCH, OCYIIECTBISIONIUX  JEATCIbHOCTh HA  TEPPUTOPHUHU
MEXIYHApPOJAHOTO  MEIWIIMHCKOTO  KJlacTepa, MPHUMEHSETCS C  yd4eToM  OCOOEHHOCTEeH,
yCTaHOBJIEHHBIX DenepalibHbIM 3aKOHOM "O MeXAyHAapOIHOM MEIUIIMHCKOM KIIacTepe U BHECCHHUH
M3MEHEHUH B OTJEIbHBIC 3aKOHOJaTeNbHbIC akThl Poccuiickoit denepanun”. (B pea. GenepanbHoro
3akoHa 0T 29.06.2015 N 160-D3)

2. JleticTBue HacTosmero deaepanbHOro 3aK0OHA PACIPOCTPAHSICTCS Ha 00paleHNe HApKOTHICCKUX
JEKapCTBEHHBIX CPEICTB M ICHUXOTPOIHBIX JIEKApCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOJATENbCTBOM Poccuiickoi @Penepanuu O HAPKOTHYECKUX CPEICTBAX,
NICUXOTPOIHBIX BELIECTBAX U 00 UX MPEKypcopax.

3. [eiictBue Hactosmero DenepanbHOr0 3aKOHA  pacHpoCTpaHsSeTcs Ha  oOpalieHue
pamuodapmareBTUYECKUX JIEKAPCTBEHHBIX CPEJACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKOHOAATeNbCTBOM  Poccuiickoii  denepanu B obmacT  oOecrieYeHHUs — paguaIlMOHHOM
0€30I1aCHOCTH.

4. Ecnn mexayHapoIHbIM noroBopoM Poccuiickoit denepanuy yCTaHOBIIEHB! UHBIE ITPABHIIA, YEM
T€, KOTOpblE MpeaycMOTpeHbl HacTodmuM @denepaabHbIM 3aKOHOM, IPUMEHSIOTCS IpaBUiIa
MEXyHapOAHOIO J0r0OBOpA.

4.1. PemeHns MeXrocyJapCTBEHHBIX OpraHOB, IIPUHATBIE HA OCHOBAaHUM  IIOJOXCHUU
MEXIYHAPOAHBIX JOroBopoB Poccuiickoit Penepanvii B HX HCTOJKOBAaHUHU, IMPOTHBOPEYAIIEM
Konctutynuu Poccuiickoit ®@enepanuu, He moiexar ucnojgHeHuto B Poccuiickoit ®eneparui.
Takoe mnpoTHBOpeure MOXKET OBbITh YCTAHOBJIEHO B TMOpSJIKE, OMpeneieHHOM (eaepaabHbIM
KOHCTHTYLIMOHHBIM 3aKOHOM. (B pen. PenepanbHoro 3akoHa ot 08.12.2020 N 429-03)

5. B Poccuiickoit ®@enepanyii B COOTBETCTBHM € MEKIyHapOAHBIMH JOroBopamu Poccuiickon
@enepaui U (WIM) Ha OCHOBE NPUHIMIIA B3aUMHOCTH IMPHU3HAIOTCS PE3yJIbTaThl KIMHHUYECKUX
WCCJIETOBAaHUM JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIWLHUHCKOIO MPUMEHEHHUs, MPOBEJIEHHBIX 3a
npenenaMu reppuropuu Poccuiickon denepanuu.

Cratbs 4. OcHOBHBIE INOHATUH, HCITOJIB3YEMbIC B HACTOAIIEM
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DenepajbHOM 3aK0HE
I[J'ISI ueneﬁ HaACTOALICTO q)ez[epanLHoro 3aKOHAa UCIOJB3YIOTCA CICAYIOINEC OCHOBHBIC ITOHATHA:

1) nekapcTBEHHBIE CpEICTBAa - BEUIECTBAa WM HUX KOMOWHAIMHM, BCTyMAaroIlIMe B KOHTAKT C
OpPraHMU3MOM YEJIOBEKA WJIM KMBOTHOT'O, TPOHUKAIOLIME B OPTaHbl, TKAHU OpPraHU3Ma YeJI0BEKa WU
YKUBOTHOT'O, MIPUMEHSIEMbIE Ul MPOGUIAKTHKY, JUATHOCTUKH (32 UCKIFOYEHHEM BEILECTB WM UX
KOMOWHAIIUM, HE KOHTAKTUPYIOIIUX C OPraHU3MOM 4YEJIOBEKa WM >KHUBOTHOTO), JICUCHUS
3a0oJieBaHusl, peadMIUTaluy, ISl COXpAaHEHHs, IPEIOTBPAILLEHUS WK IPEepPhIBaHUsS OEpPEMEHHOCTH
Y TIOJIyYEHHBIEC U3 KPOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKaHEW OpraHrM3Ma 4ejI0OBEeKa WK KUBOTHOTO,
pacTeHui, MUHEpPAJIOB METOJaMU CHHTE3a WJIM C INPUMEHEHHEM Ouojiorndeckux TexHosoruid. K
JICKapCTBEHHBIM CPEJICTBAM OTHOCATCSA (papMareBTUYECKUEe CYOCTaHIIMM U JICKapCTBEHHBIC
npernaparsl;

2) dapmareBTHUeCcKas CyOCTaHIUS - JIEKAPCTBEHHOE CPEIICTBO B BHJIE OJHOTO MM HECKOJIBKUX
obOnanaromux ¢GapMakoJIOTHYeCKOH aKTUBHOCTBHIO JCHCTBYIOIIUX BEIIECTB BHE 3aBHCHMOCTH OT
OPUPOJBI  MPOUCXOKIACHUS, KOTOPOE TMPEIHA3HAYEHO IS [POU3BOJCTBA, HW3TOTOBJICHUS
JIEKapCTBEHHBIX MpenaparoB U ompeneiser ux 3pdexTuBHOCTD; (B pen. denepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BcrioMoraTtebHbIE BEIIECTBA - BEIIECTBA HEOPTAHUUECKOTO MM OPTaHUYECKOTO MPOUCXOKIACHUS,
HCIIOJBb3yEMBIE B IIPOLIECCE IPOM3BOACTBA, HW3MOTOBJIEHUS JIEKAPCTBEHHBIX IIPENApaToB ISt
MPHUIaHUS UM HEOOXOAUMBIX (DU3UKO-XUMHUIECKIX CBOWCTB;

4) nexkapcTBEHHbIE MpemapaThl - JEKapCTBEHHBIE CpPEJICTBA B BHJE JIEKAPCTBEHHBIX (opM,
npUMEHsieMble JUIsI TPO(UIAKTHKYN, TUArHOCTUKH, JICYCHUs 3a00JeBaHUs, PEAOMIUTALNU, IS
COXpaHEHHUs, TPEIOTBPAIIICHHS UITU TIPEepbIBaHUs OEPEMEHHOCTH;

5) nexapcTBeHHass ¢opMa - COCTOSHHE JICKAPCTBEHHOTO Iperapara, COOTBETCTBYHOIEE crocobam
€ro BBEJICHUS U IPUMEHEHUS U 00€CIIEYNBAIOIIEE TOCTHKEHIUE HE00X0IUMOT0 JieueOHoro d(Ppdekra;

5.1) mo3upoBKa - cofiep)KaHue OJTHOTO WJIM HECKOJBKUX JACHCTBYIONINX BEIIECTB B KOIMYECTBEHHOM
BBIPOKEHUHM HA C€IUHMILY J03bl, WIH €AUHUILy 00beMa, WA €AMHUILy MacChl B COOTBETCTBUU C
JeKkapcTBeHHON (opmoit nub0 11 HEKOTOPBIX BUIOB JIEKApPCTBEHHBIX (OPM KOJHMUECTBO
BBICBOOOKJIAEMOTO U3 JIEKAPCTBEHHON (DOPMBI IEUCTBYIONIETO BEIIECTBA 3a €IMHUIY BpEMEHU; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) nepeueHb JKU3HEHHO HEOOXOAUMBIX M BaXKHEHUIIINX JIEKAPCTBEHHBIX MPENapaToB - YTBEPKAAEMbIi
IIpaBurensctBOM  Poccmiickoit  denepanum  nepedeHb  JIEKAPCTBEHHBIX — IIPENapaToB UL
MEIUIIUHCKOTO MPUMEHEHHsI, 00ECIIeUNBAIOLINX TPUOPUTETHBIE MOTPEOHOCTH 3/1paBOOXPAHEHUS B
Hensix NpoUIakTUKA U JIedeHHsl 3a00JIeBaHUil, B TOM uucie MpeoOnalaloluX B CTPYKTYpe
3aboneBaemMoctu B Poccuiickoit ®enepannu; (B pen. denepanpHoro 3akonHa ot 13.07.2020 N
206-D3)

6.1) opdanHble JIeKapCTBEHHBIE MpEMapaThl - JIGKAPCTBEHHBIC Npenaparhl, MpeIHa3HauYCHHBIC
UCKITIOYUTENTEHO JUTS JUArHOCTUKY WJIM MATOTEHETHYECKOTO JIeUeHHsI (JICUSHUS, HAllPaBJICHHOTO Ha
MEXaHHU3M pa3BUTHUsS 3a0oneBaHus) peAakux (opdaHHbIX) 3aborneBanuii; (B pen. deaepaabHOTo
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6.2) OuoslorMYecKUe JIEKapCTBEHHBbIE NpenapaThl - JIEKaPCTBEHHBIE Ipernaparbl, JeicTBYOIIee
BEIIECTBO KOTOPBIX IPOM3BEIEHO WM BBIIEJICHO M3 OWOJIOTMYECKOT0 HWCTOYHUKA U IS
OTpeNieIeHus] CBOWCTB M KadecTBa KOTOPHIX HeoO0XoAMMa KOMOWHAIMs OHOJOTHYECKUX U
bu3UKO-XMMHUECKUX MeTom0B. K OuonornyeckuM JIeKapCTBEHHBIM IpernapaTaM OTHOCATCS


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=366036#l19
https://normativ.kontur.ru/document?moduleid=1&documentid=366036#l19
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l0

UMMYHOOHOJIOTUYECKHE JICKAPCTBEHHBIC TIPEIapaThl, JIEKApPCTBEHHBIC PerapaThl, MOJTyUYeHHBIC H3
KPOBH, IUIa3Mbl KpPOBHM 4YEJIOBEKA U JKMBOTHBIX (32 HCKJIIOUYCHHEM LEJIbHOH KpPOBH),
OMOTEXHOJIOTHYECKHE  JICKAPCTBCHHBIC  MperapaTbl, TI'€HOTEPANleBTHYCCKUE JICKAPCTBEHHBIC
npenapartsr; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7) UMMYHOOHMOJOTHYECKHE JIEKAPCTBCHHBIC TMpermaparbl - JICKAPCTBEHHBIC  IPEHapaThl,
npelHa3HayeHHble [ (QOpMHUpPOBAaHUS AKTHUBHOTO WJIM MACCUBHOIO HMMYHHMTETa JIMOO
JTUATHOCTHKU HaJIW4Yds WMMYHUTETa WIA JUATHOCTUKUA CIENU(DUUECKOTO MPHOOPETEHHOTO
U3MEHEHUS UMMYHOJIOTHYECKOT0 OTBeETa Ha aJJIePrU3UPYIOLIUe BElIEeCTBA. K
MMMYHOOHOJIOTUYECKUM JICKAPCTBEHHBIM IIpenapaTamM OTHOCSTCS BaKIMHbI, aHATOKCUHBI, TOKCHHBI,
CBIBOPOTKH, UMMYHOTJIOOYJIMHBI M ajuiepreHsl; (B pen. denepanpHoro 3akoHa or 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

7.1) OMOTEXHOIOTHYECKHUE JIEKAPCTBEHHBIE ITpenaparsl - JIeKapCTBEHHBIE IPpenaparsl, IPOU3BOACTBO
KOTOPBIX OCYIIECTBIISICTCS C MCIIOJIb30BAaHMEM OMOTEXHOJIOTMUYECKUX MPOLIECCOB U METO/OB (B TOM
yucie JJHK-pekoMOMHAHTHOW TEXHOJIOTHH, TEXHOJIOTMM KOHTPOJIMPYEMOH SKCIPECCHH T'eHOB,
KOAWPYIOIUX OMOJIOTMYECKH aKTHUBHBIE OEJIKA B MMpOKapuoTax W JYyKapuoTax, BKIKOYasd
MU3MCHEHHbBIC KJIETKHM MIICKONUTAIONINX), THOPUAOMHOTO METOJa M METOJa MOHOKIIOHAIBHBIX
antuten; (B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7.2) TreHOTepaneBTUYECKUE JIEKApCTBEHHBbIE IpenapaTbl -  JIEKApCTBEHHBIE  IIpernapaThl,
(dapmarieBTUYeCKast CyOCTaHIIUS KOTOPBIX SIBJISICTCS PEKOMOWHAHTHOW HYKJICHMHOBOW KUCIIOTOH WIIU
BKIIIOYaeT B ce0sl PEKOMOWHAHTHYIO HYKJIEHHOBYIO KHCIIOTY, MO3BOJISIONIYIO OCYIIECTBIISATh
peryiupoBaHMe, — pelapanuio,  3aMeHy, JO0OaBICHHE WU  yJAICHUE  T'CHETHYECKOM
nocienoBareabHocTH; (B pen. PexepanmpHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

8) HapKOTHYECKHE JIEKAPCTBEHHBIC CPEACTBA - JIEKAPCTBEHHBIE IMpemapaTbl U (hapMaleBTHIECKUE
cyOcTaHIuM, Cofiep Kallie HApKOTUYECKHE CPEACTBA U BKIIOUEHHBbIE B IlepeueHb HapKOTHUECKUX
CPEICTB, NCUXOTPOIHBIX BEIIECTB M MX IPEKypCOpOB, MOJUIEkKAIIMX KOHTpoito B Poccuiickoit
®denepanyy, B COOTBETCTBUU € 3aKOHOAATENbCTBOM Poccuiickoi ®enepanuu, MeKIyHapOIHBIMU
noroBopamu Poccuiickoin ®denepanuu, B TOM 4yuciae EIWMHON KOHBEHIIMEW O HApPKOTHYECKUX
cpenctBax 1961 roxa;

9) HCUXOTpOIHBIE JIEKAPCTBEHHBIE CPEACTBA - JIEKApCTBEHHbIE Ipenaparbl U (apMaleBTHYeCKHue
cyOcTaHIMM, coJeprKallie IMCUXOTPOIHbIE BEIECTBA U BKJIIOYEHHbIE B llepeueHb HapKOTHYECKUX
CPEIACTB, ICUXOTPONHBIX BELIECTB M UX IIPEKYPCOPOB, MOMJIEXKAIIMX KOHTpONIO B Poccuiickon
®denepanny, B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickoit @enepannn, MeKIyHapOIHBIMU
noroBopamu Poccuiickoit @enepannu, B ToM unciae KoHBeHIMER 0 ICUXOTPONHbIX BemecTBax 1971
rona;

10) panmodapmalneBTUUECKHUE JIEKAPCTBEHHBIE CPEICTBAa - JIEKAPCTBEHHBIE CPEACTBA, KOTOpHIE
colepkaT B TOTOBOM Ui HCHOJB30BaHUS (QopME OAMH PAJUOHYKIWA WIM HECKOJIBKO
PaMOHYKINUJIOB (PaAMOaKTUBHBIX H30TOIOB);

10.1) opuruHanmbHBIA JIEKapCTBEHHBIH Mpemapar - JIEKapCTBEHHBIM Ipermapar ¢ HOBBIM
JIEHCTBYIOIIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3aperucTpupoBaH B Poccuiickoi Penepanyv Wi B
MHOCTPAHHBIX TOCYJapCTBaX HAa OCHOBAaHUU pE3YyJbTaTOB JOKJIMHUYECKUX HCCIEAOBAHUI
JEKAPCTBEHHBIX CPEICTB W  KIMHAYECKHX MCCIENOBAHMM  JIEKAPCTBEHHBIX IPENApaTOB,
HOJTBEPXKIAIOIIMX €ro KauecTBO, 3(h(HEeKTUBHOCTh U 0e30macHOCTh; (B pea. PenepanibHOro 3aKoHa
ot 27.12.2019 N 475-@3)
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11) pedepeHTHBIN JIeKapCTBEHHBIN Mpemapar - JEKapCTBEHHBIN Mpernapar, KOTOPIH HUCIOJIb3yeTCs
JUIs  OLIEHKA OWODKBHBAJICHTHOCTH WJIM TEPAalNeBTUYECKOH OSKBHBAJCHTHOCTH, KauyecTBa,
¢ dexTBHOCTH ¥ 0E30MACHOCTH  BOCIPOM3BEIEHHOTO JIEKAPCTBEHHOIO Ipernapara WiH
OnoananoroBoro (O6Momomo0HOTO) JIEKapCTBEHHOTO Tpemapata (Omoanarnora). B kadecTe
pedepeHTHOro JIEKapCTBEHHOIO IpernapaTta [yl MEAMIMHCKOTO0 MPUMEHEHHUS HCIOJIb3yeTCs
OpPUTHMHAIBHBIN JIEKAPCTBEHHBIH Mpenapar J1nb0, eClii OpUTMHAIBHBIN JIEKApCTBEHHBIN Ipernapar He
3aperuCTPUPOBAH MM HE HaxoauTcs B obopore B Poccuiickoit ®enepanii U HE HAXOAUTCS B
000poTE B HHOCTPaHHBIX TIOCYJapCTBaX, BOCIPOU3BEACHHBIM JIEKAPCTBEHHBIH Ipenapar WiIH
OmoaHaJIOroBbId  (OMOTOIOOHBIN) JICKAPCTBEHHBINM TMpemnapar (OuoaHanaor), KOTOPBIH MEpPBBIM
3apeTUCTPUPOBAH M3 Yucla HaxomsAummxcs B obopore B Poccuiickoit ~ ®enepanuu,
OMOSKBUBAJIEHTHOCTh WJIM TEparneBTHYECKas HKBUBAJIECHTHOCTh, KadecTBO, 3G (EKTUBHOCTh H
0€30MaCHOCTh KOTOPOIO OLIEHUBAJIUCH I10 OTHOIIEHUIO K OPUTMHAJIBHOMY JIEKaPCTBEHHOMY
mpemnapary, a TakkKe KadyecTBO, 3((EeKTHUBHOCTh U 0€30MacHOCTh KOTOPOTO IMOATBEPKAAIOTCS
pesyabTatamMu (papMaKkoOHAI30pa U MIPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPENICTB, HAXOSAIIMXCS
B IPaKIAHCKOM 000pOTE, YCTAHOBJICHHBIM TPeOOBaHUAM K MX KauecTBY. B kauectBe pedhepeHTHOTrO
JIEKapCTBEHHOI'0 Ipernapara il BETEPUHAPHOIO IPUMEHEHHS] HUCIOJb3YEeTCsl JIeKapCTBEHHBIN
npenapar JUisi BETepUHAPHOTO MPUMEHEHUs, 3aperucTpupoBannbiii B Poccuiickoit @enepanu Ha
OCHOBaHUU PE3yJIbTaTOB JAOKJIMHUYECKUX HMCCIEAOBAHUMN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX
WCCJICTOBAHUM JIEKapCTBEHHBIX MPENaparoB, MOATBEPKAAOIIUX €ro KayecTBO, 3PPEKTUBHOCTh U
0e301acHOCTb; (B pea. PenepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BocipOM3BEIEHHBIN JIEKapCTBEHHBIN MpenapaTr - JIEKapCTBEHHBIN Ipenapar i MEAULIMHCKOIO
OPUMEHEHHs, KOTOPbII HMMeeT HKBHUBAJICHTHBIH pe(epeHTHOMY JIEKapCTBEHHOMY Ipenapary
KAUECTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAaB JACHCTBYIOUIMX BEIIECTB B OJKBUBAJICHTHOMN
JeKapcTBeHHOH (popme, MO0 JIeKapCTBEHHBIN Ipenapat [yl BETepUHAPHOTO IPUMEHEHHUsI, KOTOPBIH
UMeeT TakKuhe e, 4To M pedepeHTHBIH JIEKApCTBEHHBIH Mpernapar, KayeCTBEHHBIH COCTaB W
KOJINYECTBEHHBI COCTaB JICMCTBYIOIMX BELIECTB B TakOW e JICKapCTBEHHOM Qopme,
OMOSKBUBAJIEHTHOCTh MJIM TEpaleBTHUECKass HKBHUBAJEHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipenapary MOATBEP)KIEHAa COOTBETCTBYIOIIMMHU HUCCIIEA0BAaHUSIMM;
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MPENapaToB - JOCTHKEHHE KIMHUYECKH
COIMOCTaBUMBIX TepaneBTHUECKOro 3¢ dexrta u nmokasareneil 3pGEeKTUBHOCTH U O€30MacCHOCTH MpU
IIPUMEHEHNUN JIEKAPCTBEHHBIX IPENaparoB Uil MEIUIMHCKOIO IPUMEHEHMs, HUMEIOIIMX OJHO
MEXIyHapOJHOE HEMAaTeHTOBAaHHOE (MM XMMHUYECKOEe, WM TPYNIHPOBOYHOE) HAaWMEHOBAaHHE, B
HKBHUBAJIEHTHBIX JI03UPOBKaXxX MO OJAHUM U TEM K€ MOKAa3aHUSAM K IMPUMEHEHUIO U NPU OJUHAKOBOM

crocobe BBEJEHUS y OAHOM M TOW K€ Trpymmbl O0JbHBIX; (B pen. PenepaibHOTO 3aKOHA OT
27.12.2019 N 475-03)

12.2) 6uoananoroeiii (OMOMoa00HBIN) JeKapCTBEHHBIN mpenapar (OuoaHalor) - OHOJOTHYECKHIA
JIEKapCTBEHHBIN MpenapaT, CX0XKHUH 10 MapaMeTrpaMm KauyecTBa, 3(GEeKTUBHOCTH U OE30MacCHOCTH C
pedepeHTHBIM OHMOIOTHYECKUM JIEKAPCTBEHHBIM IpErapaToM B TaKOU ke JIEKapCTBEHHON (Gopme u
MMEIOIINA UIACHTUYHBINA c1ioco0 BBeneHus; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-3
(pen. ot 13.07.2015))

12.3) B3auMo3aMeHsIEMbIH JIEKAPCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM mIpenapar ¢ JoKa3aHHOM
TEpaneBTUUECKOW HKBUBAJICHTHOCTHIO MM OHMOIKBHBAJICHTHOCTHIO B OTHOLIEHHHM pPeQEepeHTHOTO
JIEKapCTBEHHOI'O Tpemnapara, HWMEIOUIM HSKBUBAJEHTHbIE €My KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBIM  COCTaB  JICHCTBYIOIIMX BEUIECTB, COCTaB BCIOMOTATEIbHBIX  BELIECTB,
JeKkapcTBeHHY0 ¢dopmy u crmocod BBenmeHus; (B pea. denmepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))
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12.4) OWOPKBUBAJICHTHOCTHh JIGKAPCTBEHHBIX TMPEMapaToB - JOCTH)KEHHE COIMOCTABUMBIX
MOKa3aTeJiel CKOPOCTH BCAChIBaHUsS, CTENEHU MOCTYIUICHHUS K MECTY JEHCTBUS M CKOPOCTHU
BBIBEJICHUS OJHOTO WJIM HECKOJbKUX oOyajarommx (HapMakoJIOTHUYECKOM  aKTHBHOCTBIO
JIEUCTBYIOIIUX BEHIECTB MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaTroB JUisi MEAUIIMHCKOIO
NPUMEHEHUS, HMEIOIIUX OJHO MEXIyHApOJHOE HEMaTeHTOBaHHOEe (WIM XHMHYECKOE, WIH
rPYNIKMPOBOYHOE) HAUMEHOBAHHME, B SKBUBAJCHTHBIX JO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE
BBezieHus; (B pea. denepanbHoro 3akona ot 27.12.2019 N 475-D3)

13) JICKAPCTBEHHOC PACTUTCIBHOC CBhIPHE - CBCKUC MM BBICYIICHHBIC PACTCHUIA b0 Hux 4acCTu,
HCIOJIB3YCMBIC JIA IMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB OpPraHu3alludIMH - IMPOU3BOAUTCIIAMU
JICKApCTBCHHBIX CpeacTB NI HU3TOTOBJICHHA JICKApPCTBCHHBIX IperiapaToB aAllITCYHBIMH
OopraHu3anusiMu, BCTCPUHAPHBIMU aIlITCYHBIMHA opraHu3alnusimMu, HHIAWBUYaJIbHBIMU
npeaAnpruHUMaTCIAMU, UMCIOIIMMU JIUICH3UIO HAa (bapMaI_[eBTI/ILIeCK}’IO ACATCIIbBHOCTD,

14) nexkapcTBEHHBIM pacTUTENIBHBIN IpenapaT - JIEKapCTBEHHBIM Mpenapar, MPOU3BEACHHbBIN WIH
W3TOTOBJICHHBIA M3 OJHOIO BHJA JIEKAPCTBEHHOI'O PACTUTENBHOIO CBHIPbS WJIM HECKOJIBKMX BUIOB
TAKOTO CBHIPbSl W pealu3yeMblii B pachacoBaHHOM BHJE BO BTOPHUYHOW (TOTPEOHTEIHCKON)
YIIaKOBKE;

15) romeonatuyeckuil JeKapCTBEHHBIIN Mpenapar - JIeKapCTBEHHBIN Mpernapar, Npou3BeICHHbIN WIH
W3TOTOBJICHHBIA U3 (papMalneBTUYECKONW CyOCTaHIIMU WM (apMaleBTUICCKUX CyOCTaHIIUH B
COOTBETCTBUU ¢ TpeboBaHMsMH OOHmMX ¢apMaKoNeWHbIX cTaTeid K TOMEONaTHYEeCKUM
JIEKAapCTBEHHBIM TMpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSIMH (DapMaKomen CTpaHb
MIPOM3BOUTEIISI TAKOTO JICKAPCTBEHHOTO Ipenapara; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

16) MexxayHapoIHOE HEMATEeHTOBAHHOE HAMMEHOBAaHHUE JIEKAPCTBEHHOI'O CPECTBA - HAUMEHOBaHHE
JEUCTBYIOIIEro BemecTBa (hapMaleBTUUECKONW CyOCTaHIIMM, pEKOMEeHA0BaHHOe BcemupHOil
opranu3zaien 3apaBooxpanenus; (B pea. dexepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

17) ToproBoe HaMMEHOBAHHME JIEKAPCTBEHHOI'O CPEACTBA - HAUMEHOBAaHHE JIEKAPCTBEHHOI'O
CpEICTBAa, MPUCBOCHHOE €ro pa3padOTYMKOM, Jep>KaTelieM WM BIAJENblIEM PETruCTPalMOHHOTO
YAOCTOBEpPEHHUsl JIEKapCTBEHHOTro Tmpemnapara; (B pen. denepanbHoro 3akonHa oT 22.12.2014 N
429-03 (pen. ot 13.07.2015))

17.1) rpynnupoBOYHOE HaMMEHOBAHUE JIEKAPCTBEHHOro IpemapaTta - HauMEHOBaHME
JIEKapCTBEHHOI'O Ipernapara, He UMEIOUIEr0 MEKIYHapOJHOI0 HENAaTEHTOBAHHOIO HAaWMEHOBaHUS,
WM KOMOMHAIIMK JIEKapCTBEHHBIX MpPENapaToB, UCIOIb3yeMOE B LIENIAX 00bEIUHEHUS X B TPYIITY
O]l €IMHBIM HAaUMEHOBAaHMEM HMCXOJ M3 OJMHAKOBOI'O COCTaBa JECHUCTBYIOLIUX BEILECTB; (B pej.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

18) obmias apmakorieitHas cTaThs - JOKYMEHT, YTBEP)KICHHBIN YITOJHOMOYCHHBIM ()eiepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BJIACTU M COJEPXKALMWA TepedyeHb IOoKa3aTelel KayecTBa U (WJIN)
METO/IOB KOHTPOJISI Ka4eCTBA KOHKPETHOM JICKAPCTBEHHOM (DOPMBI, JIGKAPCTBEHHOTO PACTUTEIHHOTO
CBIPBSI, OMUCAHMS OMOJIOTHYECKUX, OMOXUMHYECKUX, MUKPOOUOIOTHUECKUX, (PU3UKO-XUMHYECKHUX,
q)HSI/IV—IeCKI/IX, XUMHYCCKUX W JPYrux MCETOAOB aHaIM3a JICKAPCTBCHHOI'O CpeaCTBa, a TaKKE
TpeOOBaHUSI K UCIOIB3YEMBIM B IENSIX MPOBEACHHS NaHHOTO aHaIN3a peakTHBaM, TUTPOBAHHBIM
pacTBopaMm, mHauKatopam; (B pea. demepanpHoro 3akona oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

19) papmakoneiiHas cTaThs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (heiepaaIbHbIM OpraHOM
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UCTIOJTHUTEIFHON BIIACTH M COJEPIKAIIMil MepevyeHb MoKa3aTelell KadyecTBa M METOJIOB KOHTPOJIS
KauecTBa JIEKapCTBEHHOI'0 cpeacTBa; (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen.
or 13.07.2015))

19.1) crangaptHbie 00pa3ibl - BEUIECTBA, MOCPEACTBOM CPaBHEHHUS C KOTOPBHIMU OCYILECTBIISIETCS
KOHTPOJIb Ka4ecTBa HMCCIIEYEMbIX JIEKAPCTBEHHBIX CPEICTB C TMOMOIIBI0 (DH3UKO-XUMUYCCKUX H
OMOJIOTUYECKHX METOJIOB B LENSAX MOATBEPKICHHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSIM  HOPMATUBHOM  JOKYMEHTAIlMM,  YCTAaHOBJICHHBIM  TPH  OCYIIECTBICHUU
roCy/IapCTBEHHOW PErUCTPALMU, U KOTOPbIE IPUMEHSIOTCS JUIsl KATMOPOBKH CTaHJApTHBIX 00pa3IoB
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB, MUCIOJIb3YEMbIX JIJIi KOHTPOJS KauyecTBa WM MHBIX IIeJIeH
IIpU 0OpaIlleHUH JIEKapCTBEHHBIX CpeacTB; (B pea. DeaepanbHoro 3akona or 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

19.2) ¢dapmakomneiiHplli CTaHAAPTHBIA oOOpa3ell - CTaHJApPTHBIA oOpasel, IPOW3BEICHHBIN B
COOTBETCTBUU ¢ (hapMaKoIelHou cTaTheit; (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

20) HOpMAaTUBHAA MOOKYMCHTAallUd - JOKYMCHT, coz[epxcamnﬁ NEPpCUCHDb OIIPCACIACMBIX 110
pe3yiibTaTaM COOTBETCTBYIOIIUX SKCIICPTU3 IMOKa3aTejie KadecTBa JICKAPCTBCHHOT'O CpCACTBA IJIA
MCIULHUHCKOI'O INIPUMCHCHHUSA, MCETOAOB KOHTPOJIA €r0 KadeCTBa H YCTaHOBHeHHHﬁ €ro
IMPOU3BOAUTCIICM;

21) HOpMaTHUBHBIN JOKYMEHT - JOKYMEHT, COJIEpKaIlIUi IepeueHb ONpeAesieMbIX 0 pe3ysbTaTaM
COOTBETCTBYIOIIMX JKCIEPTU3 IIOKa3aTesed KayecTBa U (WJIM) METOJOB KOHTPOJIL KadyecTBa
JeKapCTBEHHON (opMbl, omMcaHUsl OUOJOTMYECKUX, OMOXMMHYECKUX, MHUKPOOMOIOTHYECKUX,
(1)I/I3I/IKO-XI/IMI/I‘-IGCKI/IX, (1)I/ISI/I‘ICCKI/IX, XUMHUYCCKUX W APYIrux MCTOAOB aHAJIM3a JICKAPCTBCHHBLIX
CPEACTB AJIsi BETEPUHAPHOIO IMPUMEHEHMs, TpPeOOBaHMs K HCIIOJIb3YEeMbIM B LEJAX IMPOBEACHUS
JAaHHOI'O aHaJIn3a pPCAaKTHBAM, THUTPOBAHHBLIM pPACTBOpaM, HHAWKATOpaM H yCTaHOBJICHHI)If/'I €ro
IIPOU3BOIUTEIIEM;

21.1) oOmuit TeXHUYECKUI MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUANOB, COCTOSIIMNA U3
HECKOJBKUX pa3lelioB - JIOKYMEHTAIlMM aJMUHUCTPATUBHOTO  XapakTepa, XUMHUYECKOH,
dbapmaleBTUYECKON U OMOIOTHYECKON NOKyMEHTaluH, (GapMaKoJIOTHYECKON, TOKCUKOIOTHYECKON
JIOKYMEHTAIlU!, KIMHUYECKOW JTOKYMEHTAIIMH U TIPEACTABISIEMBI OJJHOBPEMEHHO C 3asBIIEHUEM O
rOCYJJapCTBEHHON perucTpauuy JEKAPCTBEHHOrO MpernapaTta Uuisi MEAUIMHCKOIO NPUMEHEHHS B
dbopmare, yCTAHOBJICHHOM YIOJHOMOYEHHBIM (DeliepaibHbIM OpPraHOM UCIIOJIHUTEIIbHON BJIAacTH; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

22) Ka4yecTBO JIEKAPCTBEHHOTO CPEJCTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEJICTBA TPEOOBAHUSIM
dapmakorneliHoil cTatbu MO0 B CiIy4ae €€ OTCYTCTBHsSI HOPMATHBHOM JOKYMEHTAIlMHU WU
HOPMATUBHOI'O JOKYMCHTA,

23) 0e30MacHOCTh JICKAPCTBEHHOTO CPEJICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CpPE/ICTBa,
OCHOBAaHHAasT Ha CPABHHUTEIBHOM aHanmu3e ero 3(GQEeKTMBHOCTM W pHUCKA TNPUYMHEHHS Bpea
3JI0POBEIO;

24) 5] QexTUBHOCTh JEKAPCTBEHHOTO Tperapara - XapaKTepUCTUKa CTENEeHH IOJIOKHUTEIHLHOTO
BIIUSHUS JICKAPCTBEHHOT'O TIperapara Ha TEYCHHE, MPOIOKHTEIHHOCTh 3a00JICBaHHUS WU €ro
NpeloTBpallleHre, peadWIuTaliio, Ha COXpPaHEHHWe, MPEJOTBpAIICHHEe WIM IpephIBaHHE
OEpeMEeHHOCTH;

25) cepus JIEKapCTBEHHOTO CPEJCTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPECTBA, MPOM3BEICHHOE B
pe3yJbTaTe OJJHOTO TEXHOJIOTMYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;
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26) perucTpalmoHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Tpenapara - JOKYMEHT, TTOATBEPKIAI0IINN
(bakT rocy1apCTBEHHON PErUCTPAIlMH JICKAPCTBEHHOTO Mpemnapara;

26.1) gepsxarenb WK BiaAeNel] PErUCTPAIIMOHHOIO yJIOCTOBEPEHUS JIEKAPCTBEHHOrO Ipemnapara -
pa3paboTYHK JICKAPCTBEHHOTO CPEJICTBA, IMPOU3BOJIUTENb JICKAPCTBEHHBIX CPEICTB WU HHOC
IOPHINYECKOE JIMII0, 00J1a1atoliee paBoOM BIIa/ICHUS! PErHCTPALMOHHBIM yI0CTOBEPEHHEM, KOTOpBIE
HECYT OTBETCTBEHHOCTH 32 Ka4eCTBO, 3P(EKTUBHOCTh U OE30MACHOCTb JIEKAPCTBEHHOTO IMperapara;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

27) perucTpalMoHHbIII HOMEp - KOJIOBO€ 0003HAaYeHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY IpernapaTy
IIPU €r0 rOCyIapCTBEHHON PETUCTPALlUY;

28) oOpaimieHue JIGKAPCTBEHHBIX CPEICTB - pa3paboTKa, OKIMHHYECKHUE HCCIICIOBAHMS,
KJIMHUYECKUE HCCIEIOBAaHUS, AKCIEPTU3a, TOCYJapCTBEHHAsi PErucTpauus, CTaHIapTU3alus |
KOHTPOJIb Ka4yeCcTBa, MPOU3BOJICTBO, M3rOTOBJIEHHE, XpaHEHHE, MEpeBO3Ka, BBO3 B Poccuiickyio
®enepaunto, BeiBO3 U3 Poccuiickon dexepanuu, peknama, OTIYCK, peanu3anus, [epeaada,
IPUMEHEHNE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPEACTB; (B pen. PeaepanbHoro 3akoHa ot 06.12.2011
N 409-®3)

29) cyObekTbl oOOpamieHHs JIEKapCTBEHHBIX CpPEACTB - (U3WYECKHe JMIa, B TOM YHCIE
WH/IMBUyaJIbHbIE MPEANPUHUMATENH, U IOPUINYECKUE JIUIA, OCYLIECTBISIIOIINE JeSITeIbHOCTh IPU
oOpallleHUH JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboTUuK JEKaApCTBEHHOTO CPEACTBA - OpTraHU3aIns, 00Iaaronas mpaBaMu Ha Pe3yIbTaThl
JOKIMHUYECKUX  HMCCIEAOBAHUN  JIEKAPCTBEHHOTO CPEACTBA, KJIMHUYECKUX  HCCIICOBAHMMA
JICKapCTBEHHOTO Ipernaparta W (WIM) Ha TEXHOJOTHIO MPOU3BOJICTBA JICKAPCTBEHHOTO CPEICTBA; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - JESITEIBHOCTH IO IMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB OpraHM3alUsIMU - TMPOU3BOAUTEISIMH JIEKAPCTBEHHBIX CpPEICTB HA OJHOW CTaauH,
HECKOJIBKUX WJIM BCEX CTAIUSAX TEXHOJIOTHMUYECKOTO IMPOIIecca, a TAKKE M0 XPAHCHHUIO U PeaTH3aIiH
MIPOM3BEICHHBIX JIEKAPCTBEHHBIX CPECTB;

31.1) npou3BOACTBEHHAS IUIOIIAJKA - TEPPUTOPUATIEHO 000COOIEHHBIH KOMIUIEKC MPOU3BOAUTEINS
JIEKapCTBEHHBIX CPEJACTB, IPEIHA3HAUEHHBIA [UIs BBIIOJIHEHUS BCEro Ipoliecca IPOU3BOJICTBA
JIEKapCTBEHHBIX CpPEACTB WJIM €ro olpeleneHHoW crtanuu; (B pen. denepanbHOr0 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

32) nmpou3BOAMTENb JIEKAPCTBEHHBIX CPEACTB - OpraHM3allvs, OCYIIECTBIIAIOLIAas MPOHU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMHU HacTosuiero denepaabHOro 3aKoHa;

33) ¢dapmarneBTHUecKast JESATENBHOCTD - JIEATENbHOCTh, BKJIIOYAONIAsi B c€0s1 ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU CPEJCTBAMH, WX XpaHEHHe, MEepeBO3KYy M (WIH) PO3HUYHYI) TOPTOBIIIO
JIEKapCTBEHHBIMU TIpeTapaTaMu, B TOM YHCJIC AUCTAHIMOHHBIM CIIOCOOOM, UX OTITYCK, XpaHEHHE,
MEepPEeBO3KYy, HW3TOTOBJIEHUE JIEKApCTBEHHBIX IMpemnapaToB; (B pen. deaepalibHOro 3aKoHa OT
03.04.2020 N 105-®3)

34) opraHu3anunsa OIITOBOM TOProBJIW  JICKApCTBCHHBIMU cpeacrBaMmu - opraHusanys,
OCYHICCTBJIAOIIAA OITOBYIO TOPI'OBJIIO JICKAPCTBCHHBIMU CPEACTBAMH, UX XpaHCHHUEC, IMIEPEBO3KY B
COOTBCTCTBHH C Tpe6OBaHI/I$IMI/I HaCTOAIICTO (I)G,Z[CpaJ'ILHOTO 3aKOHa,

35) afTceuyHad oOpraHusanus - OpraHusanusdg, CTPYKTYPHOC JMOAPa3ACICHUC MEIUIIMHCKOM
opraHu3alnr, OCYMICCTBIIAOIINEC PO3HUYHYIO TOPIrOBJIIO JICKAPCTBECHHBIMHU IIp€liapaTaMd, B TOM
YHUCJIC TUCTAaHIIMOHHBIM CHOCO60M, XpaHCHUC, ICPEBO3KY, U3TOTOBJICHUC U OTIIYCK JICKAPCTBCHHBIX
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IpenaparoB Ui MEAWLIUHCKOTO TPHMEHEHHS B COOTBETCTBHU C TpPEOOBAHUSMH HACTOSILIETO
®enepanbHOro 3aKkoHa; (B pen. denepanbHpix 3akoHOB OT 25.11.2013 N 317-@3, ot 03.04.2020 N
105-®3)

36) BeTepuHapHas anTeYHas OpraHW3alMs - OpraHu3alus, CTPYKTYpHOE TOJpa3/ieicHue
BETEPUHAPHON  OpraHu3alii, OCYIIECTBISIONIME POZHUYHYIO TOPrOBJIKO  JIEKAPCTBEHHBIMU
npenaparaMi, B TOM YHCJIE€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, H3TOTOBJICHHE M OTITYCK
JICKapCTBEHHBIX IMPENaparoB I BETCPUHAPHOTO MPUMEHEHHSI B COOTBETCTBUU C TPEOOBAHHSIMHU
nacrosiero dexepansHoro 3akona; (B pea. @enepansuoro 3akoHa oT 03.04.2020 N 105-D3)

37) danbcupupoBaHHOE JIEKAPCTBEHHOE CPE/ICTBO - JICKAPCTBEHHOE CPENICTBO, COMPOBOXKIAEMOE
JI0HOHM MH(OpPMAITHEi 0 ero cocTaBe U (W) IPOU3BOIUTEIIC

38) HemoOpoKadecTBEHHOE JIEKAPCTBEHHOE CPEACTBO -  JIGKAPCTBEHHOE  CPEACTBO, HE
COOTBETCTByIOIIEe TpeOOBaHUAM (apMakoneidHONW craTh MO0 B ClOy4ae €€ OTCYTCTBHUSA
TpeOOBaHUSM HOPMATHUBHOM JOKYMEHTAIIUU MM HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HAXOJIIeecs B 000poTe
C HapyIICHUEM IPaXKIaHCKOTO 3aKOHOIATEIILCTBA,

40)  NOKIMHMYECKOE  HCCIEJOBaHWE  JIGKAPCTBEHHOTO  CpelcTBa -  OWOJIOTUYECKUE,
MHUKPOOHOJIOTHYECKUE, MMMYHOJIOTHYECKUE, TOKCHKOJIOTHYECKHUE, (dapmakosoruyeckue,
buznyeckue, XMMUYECKUE U JIPYTHe MCCIEI0BAHUS JIEKApPCTBEHHOTO CPEACTBA IyTEM MPUMEHEHUS
HAay4YHBIX METOJOB OIICHOK B IEJSIX TOJYyYEeHHUs] JOKA3aTeNbCTB OE€30MacHOCTH, KayecTBa H
3¢ (HeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

4]1) KJIMHUYECKOE HCCIEIOBAaHUE JIEKApCTBEHHOIO IIpernapara - HW3Y4YEHHE JUAarHOCTHYECKHUX,
71e4eOHbIX, NPO(UIAKTUYECKHX, (PAPMAKOIOTHUECKHX CBOMCTB JIEKAPCTBEHHOTO IIpernapara B
mporecce €ro MPUMEHEHHsS Y 4YellOBeKa, JKUBOTHOTO, B TOM YHCJE IPOIECCOB BCACHIBAHMA,
pacripesiesieHus,, U3MEHEHHsI Y BbIBEJICHUs, IIyTeM MPUMEHEHHs Hay4YHbIX METOJIOB OLIEHOK B IIEJISAX
MIOJTyYeHHUS TOKA3aTeIbCTB 0€30MMacHOCTH, KauecTBa u () (HEeKTUBHOCTH JIEKapCTBEHHOTO TIpernapara,
JAHHBIX O HEXKeJATeNbHBIX peaKkIMsIX OpraHu3Ma 4YeJOBeKa, J>KMBOTHOTO Ha IPHUMEHEHUE
JIEKapCTBEHHOT0 Tipernapara U 00 3¢ dexTe ero B3aMMOACUCTBHUS C JAPYTMMH JIEKapCTBEHHBIMU
npenapatami U (UJIH) OUIIEBBIMU MPOYKTaMU, KOPMaMU;

42) MHOT'OLICHTPOBOC KIIMHUYCCKOC UCCIICAOBAHUEC JICKAPCTBCHHOT'O IIpeliapara sl MEAUIITUHCKOI'O
MNPUMCHCHUA - KIIHMHHUYCCKOC HUCCICAOBAHUEC JICKAPCTBCHHOI'O Impfcrnapara i MCIUIHUHCKOIO
MNPpUMCHCHUA, I[MPOBOANMOC pa3pa6OT“II/IKOM JICKApCTBCHHOT'O IIpflapaTa B IBYX H Ooiee
MCIUIIMHCKHUX opraHu3anusax 1o CANHOMY IMPOTOKOITY KIMHHUYCCKOI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IIpeIriapara,

43) MeXIyHapOIHOE MHOTOIEHTPOBOE KIMHHUYECKOE HCCIIEIOBAaHME JIEKAPCTBEHHOTO Mperapara
JUIST METMLUUHCKOTO MPUMEHEHUs - KIMHUYECKOE HCCIeIOBaHUE JIEKAPCTBEHHOrO Iperapara s
MEIUIIMHCKOTO TPUMEHEHHUs, TMPOBOJANMOE pa3pabOTYMKOM JIEKApCTBEHHOTO Tperapara B
pa3IMYHBIX CTpaHax MO €IWHOMY HPOTOKONY KIMHMUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO
npernapara;

44) TDOCTPEruCTPALlMOHHOE KJIMHUYECKOE HCCIEI0BaHME JIEKapCTBEHHOrO Ipernapara  Juis
MEAMIMHCKOTO TNPUMEHEHUS - KIMHUYECKOE MCCIEN0BaHUE JIEKapCTBEHHOIO IIpenapara Juis
MEAMIIMHCKOTO TIPHUMEHEHHUs, TMPOBOJUMOE IPOU3BOJUTENEM JIEKAPCTBEHHOIO IIperapara,
IpaXXJJaHCKUI 000pOT KOTOPOTrO OCYHIECTBISIETCS MOCIE IOCYIapCTBEHHON PErucTpaliy, B LEsiX
JOTIOTHUTEIBLHOTO cOOpa JaHHBIX O €ro 06e30MmacHOCTU U 3(PPEKTUBHOCTH, paCIIUPEHUS TTOKAa3aHUM
K IPUMEHEHUIO JJAHHOTO JIEKApCTBEHHOTO Mpernapara, a Tak)Ke BbISIBICHUS HeXeNaTeIbHbIX PeaKkIni


https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1169
https://normativ.kontur.ru/document?moduleid=1&documentid=358629#l14
https://normativ.kontur.ru/document?moduleid=1&documentid=358629#l14
https://normativ.kontur.ru/document?moduleid=1&documentid=358629#l14

MMAIlEHTOB Ha €ro JICHCTBHE;

45) wucciaenmoBaHWe OMOAKBUBAICHTHOCTH JIEKAPCTBEHHOT'O IIperapara - BWJI KIMHUYECKOTO
UCCIICIOBAaHHUS  JICKAPCTBEHHOT'O IIperapara, IMPOBEACHUE KOTOPOTO OCYIIECTBISETCS IS
OIpENeJICHUs] CKOPOCTH BCAChIBAaHHMSI W BBIBEJCHUS OJHOTO WM HECKOJBKHX 00JIaJIaroIIuX
(bapMaKoIOTHYECKOW aKTUBHOCTBIO JCHCTBYIONIMX BEIIECTB, KOJUYECTBA JICKAPCTBEHHOTO
npernapara, JOCTHTAIOIIEr0 CUCTEMHOTO KPOBOTOKA, M PE3YJIbTaThl KOTOPOTO TO3BOJISIFOT C/IEIaTh
BBIBOJI O OMO3KBUBAJICHTHOCTH BOCIPOU3BEICHHOIO JIGKAPCTBEHHOTO Tperapara B ONpPESICHHBIX
JICKapCTBEHHON (OpMe M JO3MPOBKE, COOTBETCTBYIOIIMX (OpME W JO3UPOBKE pedepeHTHOrO
JIeKapCcTBEHHOro mnpenapara; (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. or

13.07.2015))

46) wuccnenoBaHUE TEPANIEBTUYECKON SKBUBAJEHTHOCTH JIEKAPCTBEHHBIX IIPENapaTroB - BHJ
KJIMHUYECKOTO MCCIIEOBAaHMS JICKAPCTBEHHBIX MPENaparoB, MPOBEICHHE KOTOPOTO OCYIIECTBISACTCS
JUISL BBISIBIICHUSI OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToOB ONPEIEICHHON JEKapCTBEHHOM
GopMBI, a TaKKe HaTM4YUSA OJMHAKOBBIX IOKa3zareneid Oe3omacHocTH U 3(PdeKkTuBHOCTH
JIEKapCTBEHHBIX NPenapaToB, OJMHAKOBBIX KIMHUYECKUX 3((EKTOB NP UX MPUMEHEHHH;

47) mMpOTOKOJI KIMHHUYECKOTO HMCCIEIOBAHUS JIEKAPCTBEHHOTO TpenapaTa - JOKYMEHT, B KOTOPOM
onpeneNnsoTcs Lend, GOopMbl OpraHu3aldl M METOJOJIOIHMs TPOBEIECHUS KIMHUYECKOTO
UCCIICIOBAaHMS, CTATHCTUYECKHE METOABI 00PaOOTKH PE3yNIbTATOB TAKOTO MCCIEIOBAHUS U MEPHI 110
o0ecrneyeHn0 0e30MacHOCTH (PU3MUECKUX JIML, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBaHUU
JICKapCTBEHHOTO Tperapara;

48) 6pounopa HCCIICA0BATCIIA - CBOAHOC HU3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOI'O HCCICIOBAHUS
JICKAPCTBCHHOTO CPEACTBA M KIMHHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIplliapara A
MCIULUHCKOI'O IPUMCHCHU A

49) unopMaIMOHHBI JIUCTOK MallMEHTa - IOKYMEHT, B KOTOPOM COJIEP:KaTCsl B JOCTYIHOU opme
CBEJICHMSI, Kacarolrecs: IPOBOAMMOI0 KIMHUYECKOTO UCCIIEJOBAHUS JIEKAPCTBEHHOTO IIpenapara, u
B THCHBMEHHOW ¢opMe J0OpOBOIBHOE COTJacMe TAaleHTa Ha YydYacTHe B KIMHUYECKOM
MCCJIEIOBAaHUM JIEKAPCTBEHHOI'O Iperapara Mocjie 03HAaKOMJIEHUSI C 0COOEHHOCTAMHU KIMHUYECKOTO
MCCJIEI0BAHMS, UMEIOLMMHU 3HAYEHHE JIJIS1 BBIPAKEHUSI TAKOTO COTJIacHs;

50) noOouHoe jeWcTBHE - peaklus OpraHu3Ma, BO3HMKINAsg B CBA3M C IPUMEHEHHEM
JIEKapCTBEHHOTO TpermapaTa B /033X, PEeKOMEHAYEMbIX B MHCTPYKIMH MO €ro MPUMEHEHHUIO, IS
PO UITAKTUKH, TUATHOCTUKH, JICUCHUS 3a00JI€BaHUSI WU ISl peaOuIUTaIIH;

50.1) HexenaTenpHas peakus - HENpeJAHAMEpeHHas HeOIaronpusTHas peaklus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C IPUMEHEHHEM JIEKapCTBEHHOT0 Ipenaparta; (B pel. PenepaabHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

51) cepbe3Has HexenaTeldbHas peakius - HeXenaTeldbHas peakius OpraHu3Ma, CBsS3aHHas C
IPUMEHEHHUEM JIEKapCTBEHHOTO MperapaTa, IpHuBeaIast K CMEPTH, BPOXKJACHHBIM aHOMAIIUSIM WU
MOpPOKaM pa3BUTHA MO0 MpescTaBIsonas co00i yrpo3y *KU3HHM, TpeOyIoIas roCHUTAIN3alNN WK
npuBeALIas K CTOUKON yTpaTe TpyJ0CIOCOOHOCTH U (W) UHBAJIMHOCTH;

52) HEMIPCABUACHHAA HEXKECIATCIIbHAsA PCAKIUA - HCXKCEIATCIIbHAad peaKiusa OpraHu3sMa, KOoTopas
CBs3aHa C MPUMCHCHUCM JICKAPCTBCHHOI'O IIpCIiapaTa B J03aX, PCKOMCHAYCMBIX B IIPOTOKOJIC €TO
KIMHHUYECKOI'O HCCJICAOBaHUA, 6p01mope HUCCICO0BATCIIA, WX C MPHUMCHCHUEM JICKAPCTBCHHOI'O
npenapara B A03aX, PpCKOMCHAYCMBIX B HHCTPYKOHUU IO €ro NMpUMCHCHUIO I HpO(pI/IJ'IaI(TI/IKI/I,
JUAarHoCTHUKH, JICUCHUS 3a00J1€BaHNs WU M@}II/IHHHCKOﬁ pea6I/IJ'II/ITaI_II/II/I MmanuceHTa, U CYUIHOCTD,
TSKCCTh HIIM HCXO0J KOTOpOﬁ HC COOTBCTCTBYCT I/IH(I)OpMaI_II/II/I O JICKApCTBCHHOM IIp€rapare,


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1255
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1255
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1259

COJIEpXKAIICICsl B TIPOTOKOJIE €ro KIMHUYECKOTO HCCIEAOBaHUS, OpOIIIOpEe MCCIeI0oBATENs WIH B
MHCTPYKIIMK TI0 TMPUMEHEHMIO JICKapCTBEHHOTO mpemapara; (B pen. denepaibHOrO 3aKoHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.1) dapmakoHam30p - BHJ JEATECILHOCTH O MOHUTOPHHTY 3(h(HEKTUBHOCTH W OE301aCHOCTH
JICKapCTBCHHBIX TMpENaparoB, HANpPaBICHHBIA Ha BBISBICHHE, OIECHKY U MPEIOTBPALICHHE
HEXKEJIATEbHBIX TOCICICTBHI MPUMEHEHHs JIEKApCTBEHHBIX IpernaparoB; (B pea. denepaabHOTO
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.2) mulaH ynpaBiieHHS PHCKaMH - MOJAPOOHOE ONHMCAaHHE MEpOIpUATHH MO (apMaKOHAA30py,
HaIlpaBJICHHBIX HA BBIABJICHUC, OLCHKY U MMPCAOTBPAICHUC UJIW MUHUMHU3ALIUIO PUCKOB, CBA3aHHBIX
C JISKapCTBEHHBIMH ITpenapaTaMy, BKI0UYas OIEHKY 3()()EeKTHBHOCTH TaHHBIX MEPOIPUAITHH; (B pel.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIH HpemapaT - MEAWLUMHCKUH JOKYMEHT YCTaHOBJICHHOH (DOPMBI,
coJiepKalliil Ha3HaYeHHE JIEKapCTBEHHOT0 Mpenapara Ui MEAULMHCKOr0 IPUMEHEHUS, BbIAAHHBIN
MEIUIIUHCKIM Pa0OTHUKOM B HENISAX OTITyCKa JIEKAPCTBEHHOTO TpenapaTa WK €ro U3TOTOBJICHUS U
OTITyCKa Ha OyMa)KHOM HOCHTEJIe WM C COrjacus MalMeHTa WM €ro 3aKOHHOTO IPEICTaBUTEINS B
dopMe  INEKTPOHHOTO  JOKYMEHTAa,  IOANMCAHHOTO C  HWCIOJB30BAHWEM  YCHIJICHHOH
KBAJM(HULUHUPOBAHHON 3JEKTPOHHOM MOJMUCH MEIUIUHCKOro paboTHHKA, JHOO0 JOKYMEHT
YCTaHOBJICHHOH (hOPMBI, COAEPIKAIINI Ha3HAYEHHUE JIEKAPCTBEHHOTO IMperapara JJisi BETepUHAPHOTO
IPUMEHEHHUS, BbIJTaHHbIH CIIEUAIIMCTOM B 00JIaCTH BETEPUHAPUM B LIEJISAX OTIIyCKa JIEKAPCTBEHHOIO
npernapara WM €ro HM3TOTOBJICHHS M OTIycKa Ha OymaxHoM Hocutene; (B pea. denepanbHbIX
3aK0HOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

54) tpeGoBaHMEe MEIUIIMHCKON OpraHM3alli, BETEPHUHAPHONH OpraHW3alUH - JOKYMEHT
YCTaHOBJICHHON (DOPMBI, KOTOPBIHA BBINMHMCAH MEJAUIMHCKAM PAOOTHUKOM WIIM CICIHUAIHCTOM B
o0JacTH BEeTEPUHAPUH, UMCIOIIMMH Ha 3TO TPaBO, H COJACPKHUT B MUChMEHHOW (opme ykazaHue
anTeYyHO OpraHu3alliy WM BETEPUHAPHON aNnTeYHOW OpraHu3aluu o0 OTMYCKE JEKapCTBEHHOTO
mpenapara Wid O €ro M3rOTOBJICHMH M 00 OTMycKe yisi oOecreueHus JieueOHOro mpoiiecca B
MEAWIIMHCKOW OpraHW3allid, BETepUHApHOH opranmzaiuu. (B pen. deaepanbHOro 3akoHa OT
02.08.2019 N 297-D3)

55) KOMIIJIEKCHas OLEHKa JICKapCTBEHHOIO IIpermapara - OLEHKa 3aperucTpUpOBAaHHOIO
JeKapCTBEHHOTO IIperapara, BKJIKOYarolias B ce0s aHanu3 HWHPOPMALUMU O CPaBHUTEIBHOU
KIIMHUYECKOH  3(QQEKTUBHOCTM U  0€30IaCHOCTU  JIEKAPCTBEHHOTO  IIperapaTra,  OLIEHKY
DKOHOMHUYECKUX TIOCIEACTBUN €ro INPUMEHEHHs, H3YYEHHE JOMOJHUTEIBHBIX IOCIEACTBUM
MMPUMCHCHUA JICKAPCTBCHHOI'O IIpcriapara B HEIAX NPUHATHUA pemeHHﬁ O BO3MOXXHOCTH BKIIIOUCHUA
JIEKapCTBEHHOTO Iperapara B MepeueHb KU3HEHHO HEOOXOAMMBIX M BAKHEHMIINX JIEKapCTBEHHBIX
npemnaparoB, HOPMATUBHBLIC IIPABOBLIC AKTbl W HWHBIC JOKYMCHTBI, OIPCACIIAIONMNE IOPAO0K
OKa3aHMs MEIUIMHCKOW ITOMOIIM, WM MCKIIOYEHHUs €ro U3 YKa3aHHBIX IIEPEYHs, aKTOB H
JOKyMEHTOB. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

56) cucreMa MOHUTOPHHIA JBW)KEHMS JIEKAPCTBEHHBIX MpENapaToB MJIi MEIULUHCKOIO
NpUMEHEHHUs - penepanbHas rocy1apcTBeHHasi HHPOPMAIIMOHHAs CHCTEMa MOHUTOPHUHTA ABM)KEHUS
JIEKapCTBEHHBIX MPENapaTroB ISl MEAUIMHCKOIO NPUMEHEHHUS OT MPOM3BOAMUTENS JO KOHEUHOIO
NOTPEOUTENS C UCIOJB30BAaHUEM B OTHOILIEHUH JIEKAPCTBEHHBIX IMpenapaToB A MEIUIIMHCKOTO
NpUMEHEHHS Cpe/IcTB naeHTHukamu. (B pea. dexepanpHoro 3akona ot 28.12.2017 N 425-D3)

I'nasa 2. IOJIHOMOYHUSA ®PEAEPAJIBHBIX OPI'TAHOB
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UCHOJHUTEJbHOU BJIACTHU, OPTAHOB
NCITOJIHUTEJBbHOM BJIACTHU CYBBEKTOB POCCUMCKON
®EJEPAIIMU IPU OBPAIIEHUU JEKAPCTBEHHBIX
CPEJICTB

Crartba 5. [lostHOMo4us ¢eaepabHBIX OPraHOB UCIOJHUTEIbHOM
BJIACTH NPU 00PALIEeHUH JIEKAPCTBEHHBIX CPEJCTB

K nmomHomounsM (beﬂepaﬂbHBIX OpraHoB HCITOJIHUTEIILHOM BJIACTH Ipu O6paH_[eHI/II/I JICKaApCTBCHHbIX
CpCACTB OTHOCATCA:

1) mpoenenue B Poccuiickoii ®enepanuu eIUMHONW TOCYJapCTBEHHOW TOJUTUKA B 001acTH
ofOecrieueHUs JIGKApCTBEHHBIMHM TIperaparamu rpaxkigaH B Poccuiickoit ®epepanuu; (B pen.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) yTBepxkaeHue oOmMX (QapMakoNeHHbIX cTared, (apmakoneiiHbIX CcTaTed, u3JaHHue
rOCy/IapCTBEHHOW (apMakomnen, Co3laHue W BeICHHE peecTpa (apMaKONeWHBIX CTaHAAPTHBIX
00pasioB; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

3) ocymiecTBICHHE TOCYIapCTBEHHOTO KOHTpOJis (Han3opa) B chepe oOpalleHHs JeKapCTBEHHBIX
cpenacts; (B pea. PenepanbHoro 3akona ot 25.06.2012 N 93-3)

4) nuueH3upoBaHKE NPOU3BOCTBA JICKAPCTBEHHBIX CPEICTB U (hapMalleBTUUECKON JIeSTEIbHOCTU B
COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickon denepanny;

5) opraHuzanus 3KCHEPTU3bl JEKAPCTBEHHBIX CPEACTB, 3TUYECKOM HKCHEPTHU3Bl BO3MOXKHOCTHU
MPOBECHUS KIMHUYECKOIO HCCIEAOBaHUS JIEKAPCTBEHHOTO Ipenapara Uil MEJULUHCKOrOo
IIPUMEHEHHUs, DSKCIEPTHU3bl JIOKYMEHTOB, IPEJACTaBICHHBIX [UI ONPEIEICHUS BO3MOKHOCTH
paccMaTpuBaTh JIEKapCTBEHHBIN Npenapar A MEAUIMHCKOIO MPUMEHEHHUS NIPH TOCYJapCTBEHHOM
perucrpanuu B KauecTBe op(haHHOTrO JIEKapCTBEHHOT0 Ipemnapara; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5.1) opraHuzanusi HPOBEACHHUS KOMIUIEKCHOM OILIEHKM JIEKapCTBEHHOIO IIpernapara B LENsX
IIPUHSTHS PEIICHUH O BO3MOXKHOCTH BKJIFOUEHUS JIEKAPCTBEHHOIO Mpenapara B EpeueHb KU3HEHHO
HEOOXOJUMBIX M BaKHEHIIMX JIEKApPCTBEHHBIX IPENapaToB, HOPMaTHUBHBIE MTPABOBbIE aKThl U UHBIE
JIOKYMEHTBI, ONPEAEIAIOMIE MOPAJOK OKa3aHUsS MEIWLUHCKON MOMOIIY WM UCKIIOYEHMS €r0 U3
YKa3aHHBIX IEPEYHs, aKTOB U IOKyMEHTOB; (B pea. denepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pex. or 13.07.2015))

6) BbIJa4da pa3pemeHH171 Ha IMPOBCACHUEC KIIMHUYCCKUX I/ICCJ'ICI[OBaHI/II\/‘I JICKAPCTBCHHLIX IIPCIIapaTos,
BCACHHUEC PECCTpa BbIJAHHBIX paspemeHI/Iﬁ Ha TPOBCACHUC KIMHUYCCKUX I/ICCJ'IeJIOBaHI/Iﬁ
JICKAPCTBCHHBIX MPCIIapaToOB;

7) TocymapCTBEHHasi PEruCTpalus JEKApCTBEHHBIX IMpenapaToB, BEACHHUE TOCYAapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPELCTB;

8) opranuzanus M (WIKM) NpOBEIEHHE MHCIEKTUPOBAHUSA CyOBEKTOB OOpalleHHs JIEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE IMpaBWJIaM HaJUIekKallel J1abopaTOpHOM MPaKTHUKH, IpaBUiIaM
HaJJIeXKalleld KIMHUYECKON MPAaKTHKH, NTpaBWIaM HaJJeKallell MPaKTUKU XPaHEHMsI U MEPEBO3KU
JIEKapCTBEHHBIX IpEenapaToB, MpaBWIaM HaJyIeXKalled TUCTPUOBIOTOPCKON MPAKTHKH, MpaBUiIaM
HaJJIeXkallel anTeuHol NpakTuky; (B pel. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot
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13.07.2015))

8.1) opranuzanus u (WiM) OIPOBEIEHUE MHCIEKTUPOBAHUS CyOBEKTOB OOpallleHHs JIEKApCTBEHHBIX
CPEACTB Ha COOTBETCTBHE TpPEOOBAaHUAM NpPaBUJI HaAJEKaIIeHd MPOU3BOJCTBEHHON IPAKTUKH,
BblJJaua 3aKJIIOYEHUH O COOTBETCTBUM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM
IIPaBWJI HaJyIeXkalllel MPOr3BOJICTBEHHON NMpakTUKy; (B pea. PenepanbHOro 3akoHa or 22.12.2014
N 429-@3 (pex. ot 13.07.2015))

8.2) ycCTaHOBJEHHE NOpSAKAa BEICHUS U BEJIEHUE TI'OCYJIApPCTBEHHOI'O peecTpa 3aKJIIOUEHUH O
COOTBETCTBUM IPOMU3BOJAMUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUAM MpaBW HaAJexarlen
IIPOM3BOJICTBEHHONW NPAaKTUKH; (B pea. PenepabHoro 3akoHa ot 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

9) rocynapcTBeHHas perucTpanusi MpelIeNbHbIX OTIHYCKHBIX II€H IPOU3BOJAUTENEH Ha
JICKapCTBEHHBIE TpEnaparhl, BKIIOUECHHBIC B TEPEUCHb JKU3HCHHO HEOOXOJMMBIX W BAKHEUIITUX
JICKapCTBEHHBIX MPENapaToB, U BEJCHHE rOCYJapCTBEHHOTO peecTpa MpeesibHbIX OTIYCKHBIX IIeH
MPOU3BOJUTENIC Ha JICKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B TMEPEYEHb JKU3HEHHO

HEOOXOAMMBIX M BaKHEHWIIMX JIGKapPCTBEHHBIX INpernaparo; (B pen. denepanbHOro 3akoHa OT
06.06.2019 N 134-®3)

9.1) cormacoBaHue IMPOEKTOB PEIIEHUH OpPraHOB MCHOJIHUTENBHOM BiacTH cyObekToB Poccuiickoit
@®enepani 00 yCTAaHOBJIEHUU M (WJIM) MU3MEHEHUU HpPENENbHBIX pa3MEpPOB ONTOBBIX HAaT0ABOK U
IpeeNbHbIX Pa3MEPOB PO3HUYHBIX Ha/10aBOK K (PaKTHUECKUM OTITYCKHBIM LI€HAM, YCTaHOBJIEHHBIM
IIPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIE NpENaparbl, BKIIOUECHHBIE B
HepevyeHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IIpenaparoB; (B pex.
®denepanpHoro 3akona ot 13.07.2015 N 241-D3)

10) Bblmaya, yCTaHOBJIEHME TOPSAKA BbIAAUM pa3pelleHHUs Ha BBO3 KOHKPETHOW MapTHUH

JeKapcTBEHHOro cpeactBa B Poccuiickyto @enepanmio; (B pen. DeaepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) BbIaya, yCcTaHOBJIEHUE MOPsAKA BbIJIA4X U ()OPMBI IOKYMEHTa, KOTOPBIH MOATBEPKIAET, UTO
IIPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara Juisi MEJULUHCKOrO IPUMEHEHUs OCYIIECTBIECHO B
COOTBETCTBUHM C TpeOOBaHMAMHU NpPaBUJI HaJUIeKalled MPOU3BOACTBEHHOW NPAKTUKU WIM YTO
JIEKapCTBEHHBIN TMpernapaT JJisi BETEpUHAPHOTO MPUMEHEHHS JOMyIIeH K oOparieHuio B Poccuiickoi
denepanuu, U MOAIECKUT MPEICTABICHUIO MO TPEOOBAHUIO YIOJIHOMOYEHHOTO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCS JIEKapCTBEHHBIN Tpenapart; (B pea. PenepanbHbIX 3aKkoHOB 0T 22.12.2014 N
429-®3 (pex. ot 13.07.2015), or 02.08.2019 N 297-D3)

10.2) BbIaya, yCTaHOBJICHHME MOpsAKa BbLIa4M U (OPMBI JOKYMEHTA, COJEPKAILEro CBEIEHUS O
CTaIMAX TEXHOJOTHYECKOTO Mpolecca MPON3BOJICTBA JEKAPCTBEHHOTO CPECTBA ISl MEAUIIMHCKOTO
IPUMEHEHHS, OCYIIECTBIIIEMBIX Ha TeppUTOpHH EBpa3suilckoro sKOHOMHYECKOTO COI03a; (B pel.
denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 13.07.2015 N 241-D3)

11) cozmanue coBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpaIlleHUEeM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTamus u cepTU(UKAIUs CIEIHATHUCTOB;

13) myHkT yrpatui cuiy. (B pea. @enepanproro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBienune dapmakoHaaszopa; (B pen. denepanbHoro 3akona oT 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

15) yyactue B MeXIyHapOAHOM COTPYIHUYECTBE;
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16) nosyuenue 1o 3anpocaM yrnoJIHOMOYEHHOTO (e/lepanibHOro OpraHa UCIOJIHUTEIbHON BIACTH OT
OpraHOB HCIOJHHUTEIBHOM BiacTu cyObekToB Poccuiickoit dexepanuu, a Takke OT CyOBEKTOB
oOpalleHus JeKapCTBEHHbIX CPEACTB Ul MEAULIMHCKOrO MPUMEHEHHUs MH(GOpMAlMU MO0 BOIPOCaM
YCTAHOBJIEHUS U IPUMEHEHHUS LIEH Ha JIEKAPCTBEHHbIE IPENaparhl U HaJ0ABOK K HUM,;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapylLIEHHE 3aKOHOaTenbcTBa Poccniickoit denepanuu.

18) yTBepkIeHHE TpaBWJ HaJIeKalIed Ja0OpaTOpPHOW TMPAKTHKH, NPaBWI HaJIekKaIlei
KJIIMHAYECKOW MPAKTUKHU, IIPABUJI HAJUICKAILECH IIPOU3BOJACTBEHHON IIPAKTUKH, IIPABWII HAJIEKAIECH
IIPAKTUKA XPAaHEHHs M MEPEBO3KM JIEKAPCTBEHHBIX IIPENApaTOB, IIPaBWI  HaJUIe)Kallel
JUCTPUOBIOTOPCKON TPAKTHKH, MPaBHJI HaIJIEKaIIed anTeuyHOW MPaKTHKH, MPaBUI HaJIeKallen
NPaKTUKU (hapMaKoOHa(30pa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAULIMHCKOTO IPUMEHEHHUSI; (B pex.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

19) ycranoBiieHue nopsiaka GOpMHPOBAHUS PETUCTPAIIMOHHOTO JOChE Ha JICKAPCTBEHHBIN mpenapar
u TpeboBaHMN K JOKyMEeHTaM B ero coctase; (B pen. dexepanpHoro 3zakona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

20) yTBepiK/IeHHE MTPaBUII PALMOHAIIBHOTO BHIOOpAa HAMMEHOBAHUH JIEKApPCTBEHHBIX MTPENapaToB IS
MEAMIMHCKOro mnpuMeHeHus; (B pen. PenepaibHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

21) yTBepkIeHUE TIepeyHsl HAMMEHOBAHUN JIeKapcTBeHHBIX QopM; (B pen. DenepanbHOro 3aKkoHa OT
22.12.2014 N 429-3 (pen. ot 13.07.2015))

22) nyHKT yTpatui cuiy. (B pea. @enepanapHoro 3akona ot 27.12.2019 N 475-D3)

23) yTBepKACHUE TPeOOBAHWN K MHCTPYKLIUHU MO MEIUIIMHCKOMY NPUMEHEHHUIO JICKapCTBEHHBIX
MPErapaToB U K MHCTPYKIIMU IO BETEPUHAPHOMY IPUMECHECHHUIO JICKAPCTBCHHBIX MPENapaToB; (B pejl.
®denepanpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

24) npUHATHE PEUICHUM, SIBISIONUXCS OCHOBAHUAMHM ISl BKJIFOUCHHS JOMEHHBIX MUMEH U (WJIN)
yKazaTeneil cTpaHHIl CaiiToB B HMH(OPMAIMOHHO-TEJIEKOMMYHHMKAIlMOHHON cetn "HHTepHer", a
TaK)K€ CETEBBIX aJPECOB B €AMHYIO aBTOMAaTU3MPOBAaHHYIO MH(OpMalMOHHYIO cucteMy "EnuHbIi
peecTp IOMEHHBIX UMEH, yKa3aTellell cTpaHull caiiToB B HH(OPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM
cetu "HHTepHeT" W CETEBBIX AaJpEcOB, IO3BOJSIOIIMX WICHTUQUIMPOBATH CalWThl B
UH(POPMALIMOHHO-TEIEKOMMYHUKAalMOHHOH  cetn  "HHTepHer", coaepxaie HHGOpMAIHIO,
pacnpocTpaHeHue kotopoii B Poccuiickoit denepanun 3anpeieHo”, B OTHOUIEHUH HWH(OpMalny,
coJiepKalleil IpeIoKEHNE O PO3HUYHOM TOPIoOBIIE JEKAapCTBEHHBIMH IIpENapaTaMy, B TOM UHUCIIE
JUCTAaHIIMOHHBIM CIOCOOOM, PO3HHMYHAs TOProBiIs KOTOPHIMH OrpaHMY€HA WM 3alpelieHa B
COOTBETCTBUM ¢ HacTtosmuM DexepanbHbIM 3aKOHOM, M (MiIM) HH(OpMAIUM, coAepKalien
NOpeUIOKEHNE O PO3HUYHOM TOProBie JIEKAPCTBEHHBIMU IpenapaTaMH, B TOM YHUCIE
JUCTAHIIMOHHBIM CIIOCOOOM, JIMIIaMH, HE UMEIOIIMMU JIMIEH3UH U pa3pelIeHns] Ha OCYILECTBICHHE
TaKOW  JESATeNbHOCTH, €CIM  TMOJy4YeHHe JIMLIEH3MM U  pa3pelieHus  IMpeayCMOTPEHO
3aKOHOJIATENLCTBOM 00 OOpallleHHH JIeKapCTBEHHBIX cpelcTB; (B pen. denepanbHOro 3akoHa OT
03.04.2020 N 105-®3)

25) BBIIaua pa3pemieHuii Ha BBOJ| B TPaKIaHCKUH 000POT MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
npenaparos. (B pen. @enepanpHoro 3akoHa ot 28.11.2018 N 449-D3)

Crarba 5.1. Ilepenauya ocymecTB/ieHHsI HOJTHOMOYHUI (eaepanbHbIX
OPraHoOB HCHOJHHUTEIbHON BJIACTH NIPH 00PALLeHHH JTEKAPCTBEHHBIX
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CpeACTB OpPraHaM MCIOJHUTEIbHOM BJIACTH CYObeKTOB Poccuiickoit
®enepannu (B pea. PeaepanbHoro 3akona ot 13.07.2015 N 233-D3)

[Tonmnomounst (enepanbHbIX OPraHOB HCIOJHUTEIBHON BIACTH MpH OOpallleHUuU JIEKapCTBEHHBIX
CpPElACTB, MpPEeAyCMOTpeHHbIe HacTosmKuM DenepalibHbIM 3aKOHOM, MOTYT IepeAaBaThCs IS
OCYIIIECTBJICHUS OpraHaM HCIIOJHUTEIBHOM BJIAacTH CyOBbeKkTOB Poccuiickoit  Denepamuu
nocraHosieHussmu  IIpaBurensctBa Poccuiickonn @enepauuu B NOPSAKE, YCTAaHOBICHHOM
®denepanbHBIM 3aKOHOM OT 6 OoKTA0ps 1999 rona N 184-D3 "O6 o0mux mpuHIMIIAX OpPTaHU3AIIN
3aKOHO/IATENbHBIX (TIPEICTABUTENIbHBIX) W HMCIOJHUTEIBHBIX OPraHOB T'OCYJapCTBEHHOM BIIACTH
cyobekToB Poccuiickoit denepanun.

Crarbs 6. IloTHOMOYHNS OPTraHOB MCIOJHHUTEIbHON BJIACTH CY0ObeKTa
Poccuiickon Penepauuu npu oOpalieHUM JIEKAPCTBEHHbIX CPEACTB

K mnonHOMOUYMSM OpraHoB HUCHOJHUTENbHOM BiacTH cyObekra Poccuiickoit ®denepaunuu npu
0OpalIeHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka u peanu3aiusi peruoHANbHBIX MIPOrpaMM OOeCTieueHusl HaceIeHUs JIEKapCTBEHHBIMU
npenapaTramu;

2) ycTaHOBJIEHUE MpEEIbHBIX Pa3MEPOB ONTOBBIX HAJA0aBOK U NPEAEIbHBIX Pa3MEPOB PO3ZHUYHBIX
Ha/10aBOK K (haKTHUECKUM OTITYyCKHBIM II€HAM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMHU JICKAPCTBEHHBIX
IpenapaToB, Ha JEKApCTBEHHbIE IIpenapaThl, BKIIOUEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENapaToB;

3) OCYIIECTBIEHUE PETUOHAIBHOIO TIOCYJAPCTBEHHOIO KOHTPOJSA 3a IPUMEHEHHEM LEH Ha
JIeKapCTBEHHbIE Ipenaparhl, BKIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIHX
JIEKapCTBEHHBIX IPENapaToB, OPraHU3alMSIMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEJICTBAMHU,
anTEeYHBIMU OPraHU3aLUAMHU, HHAUBUIYAIbHBIMU MPEANPUHUMATEISIMU, UMEIOIIMMH JIMLEH3UI0 Ha
(dapMaleBTUYECKYIO JAESITENbHOCTh, MEAUIMHCKUMH OPraHu3alldiIMU, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JeSITEeIbHOCTb, U MX O0OCOOJEHHBIMU MOJpa3/eNeHUsIMH (aMOyJIaTOPHIMH,
denpamepckuMu U (PEenbAIIepcKO-aKyIIepCKUMH ITYHKTaMHu, LeHTpaMu (OTAeNeHusIMU) oO1iein
BpaueOHOM (ceMelHON) MNpaKTHKH), PACHOJOKEHHBIMU B CEJIbCKUX HACEJIEHHbIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT allT€YHble opraHu3auuy; (B pen. PenepalibHbIX 3aKOHOB OT 25.06.2012 N
93-®3, ot 27.12.2019 N 475-D3)

4) npuHsATHE pelieHus 00 HUCHOJIb30BaHUU Ha TeppuTopuu cyOwekra Poccuiickoit denepannu
HapsJy C pelenTaMM Ha JeKapCTBEHHbIE Npernaparbl, O(pOpMIEHHBIMU Ha OyMa)kHOM HOCHTEJNE,
peLenToB Ha JIEKapCTBEHHbIE MpenapaThl, cHOPMUPOBAHHBIX B (JOPME 3JIEKTPOHHBIX JOKYMEHTOB.
(B pen. PeaepanbHOro 3akoHa ot 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAPCTBEHHASA ®APMAKOIIESA

Crarps 7. Pa3pa0doTka v u3aHue rocy1apcTBeHHOU (papMaKoIeu,
pa3MeneHue JAaHHbBIX 0 Hell

1. Tlox rocymapcTBeHHOI apmakorneell MOHUMAETCs CBOJA OOMMX (apMaKOMeHHBIX cTaTedl u
(dhapMaKoIeHHBIX CTATeH.
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2. Pazpaborka oOmux QapmakonelHbIXx cTaTedl W (apMakoNeWHBIX CTAaTe, B TOM 4YHUCIE
dapMakonelHbIX cTaTed Ha QapMakonelHble CTaHAApPTHBIE OO0paslbl, W BKIIYCHHE HUX B
rOCy/IapCTBEHHYIO (hapMaKoNer0 OCYLIECTBIISAIOTCS B MOPSIKE, YCTAHOBJICHHOM YHOJIHOMOYEHHBIM
¢denepanbHBIM OpraHOM HCIIOJHUTENBHOU BiacTH. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

3. Pa3pabotka dapmakorneliHON cTaTbu Ha peepeHTHBIN JEKAapCTBEHHBIN Mpenapar U BKIIIOYCHHE
€€ B rOCy/IapCTBEHHYIO (hapMaKoIIel0 B TEUCHUE CPOKA JIEHCTBUS 3alUTHI HCKIIOYUTEILHOTO TIPaBa,
YAOCTOBEPEHHOTO MAaTeHTOM Ha pedepeHTHBIN JeKapCTBEHHBIN mpernapar, OCYLIECTBISIOTCS C
cormacus ero paspaboruuka. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4. TocynmapctBeHHast (apMakomness M3AeTCsS YHOJIHOMOYEHHBIM  (ellepajbHbIM  OpPraHOM
UCTIOJTHUTEIILHOW BJIACTH 33 CUET CPEICTB (peliepaibHOTro OIJPKETa U MOJICKUT MEePeU3IaHusIM He
pe’xe 4YeM OJWMH pa3 B MATh JIET, B NEPUOJ MEXKIy KOTOPBIMH H3JAIOTCS MPHIOKEHHUS K
rocyiapcTBeHHOW (hapmakomee, conepxkame oOmue ¢dapMmakoneiHble cTatb U (WIK)
(dapMakoneliHple CTAaThU, YTBEPXKICHHBIC TOCIE W3JaHHUS WIH TEPEeU3JaHHus TOCyIapCTBEHHON
dbapmakoren.

5. YmnonHomoueHHBIH (enepanbHbIii OpraH HCIOJIHUTEIBHONW BIIACTH pa3MellaeT JaHHbIE O
roCy/IapCTBEHHOW (papMakonee W MPUIOKCHHUSIX K HEW Ha CBOeM O(HUIMAIbHOM CalTe B CETH
"NHTepHeT" B yCTAHOBIEHHOM UM HOPSIJIKE.

I'nasa 4. TOCYJAPCTBEHHBIA KOHTPO.Ib ITPU
OBPAIIEHUU JIEKAPCTBEHHBIX CPEJICTB

Crarbs 8. J/InnieH3upoBanue Npou3BOACTBA JIEKAPCTBEHHbIX CPEACTB U
(papmaneBTHYECKOM AEeATEIbHOCTH

1. JIunensupoBaHue NMpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (apMaleBTUUECKOH JesTeIbHOCTH
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOIaTeNbCTBOM Poccuiickoit denepanyu.

2. O6s13aTeNBHBIM YCIOBUEM MPEIOCTABICHUS JIUIIEH3UN Ha MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPENICTB
ABJISIETCS IPUIJIOKEHUE K 3asBJICHUIO COMCKATES JINLEH3UN TEePEYHsl JIEKapCTBEHHBIX (hopM U (Uin)
BUJOB (apMalleBTUYECKUX CyOCTaHLMN, KOTOpble MPOU3BOAUTENL JICKAPCTBEHHBIX CPEICTB
HaMepeH NPOU3BOAUTD.

3. B cnyuae HEOOXOJMMOCTH pacIIMpEeHUs POU3BOICTBA JIEKAPCTBEHHBIX CPEACTB 3a CUET HOBBIX
JIEKapCTBEHHBIX ()OPM U BHJIOB (PapMalieBTUUECKUX CYOCTaHIIUM MPOU3BOIUTENH JIEKAPCTBEHHBIX
CPEACTB JIOJDKEH Mepeo(OpMUTh JMLEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB. (B pei.
denepanbroro 3akona ot 02.08.2019 N 297-d3)

4. JluneH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((papManeBTUUYECKOW CyOCTaHLIMU CIUpPTa
ATUJIOBOTO (3TaHOJIA) BBLAAETCS MPU YCIOBUHM HAJIUYMS Y OpraHM3alMU Ha MpaBe COOCTBEHHOCTH,
XO3SUCTBEHHOTO BEJEHUS WM OINEPAaTUBHOIO YMPABICHUS OCHOBHOTO TEXHOJOTHYECKOTO
000pyI0BaHUs Il MIPOM3BOJICTBA 3TUJIOBOTO CIUPTA, 3aPETUCTPUPOBAHHOIO B COOTBETCTBUHU CO
cratbeit 14.1 ®exnepanbHoro 3akoHa ot 22 Hos0pa 1995 roma N 171-®3 "O rocygapcTBeHHOM
PEryJIupoBaHUM IPOM3BOJCTBA U 000POTa STHIIOBOTO CIHMPTA, AJIKOTOJIBHOM M CIIUPTOCOAepKAIIeH
OPOAYKIMM U 00 OrpaHMYEHHUU MOTpedsieHus (pacHmuTHs) aJKOTOJIbHOM HpoAyKuuu'. (B pex.
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denepanbpHOro 3akona ot 27.12.2019 N 481-D3)

Crartbd 8.1. Oco0eHHOCTH JIUIEH3UPOBAHUS MPOU3BOJACTBA
JIEKAPCTBEHHBIX CPeACTB (papManeBTHYECKOM CYOCTAHIIUU CIIUPTA
3TUJIOBOIO (3TaH0J1a) (B pea. PenepanbHoro 3akona or 27.12.2019 N

481-d3)

1. JleificTBMe JNMIEH3UHM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((apMarieBTHUECKOU
CcyOCTaHIIMM CIUPTa ATHIOBOrO (3TaHOJIa) MPUOCTAHABIMBACTCS B YAaCTH IpaBa Ha MPOU3BOICTBO
dapManeBTUYECKON CYOCTaHIIMKM CHHpPTa STHJIOBOTO (ITaHOJA) JHIICH3UPYIOIIMM OpPraHOM B
ciayyasix, ompeneneHHbIX crather 20 denepanpHoro 3akoHa oT 4 mas 2011 roma N 99-®3 "O
JULEH3UPOBAHUU OT/CJIbHBIX BHUJIOB JCSATEIBHOCTHU", a TAK)KE HAa CPOK MPUOCTAHOBJICHUS JICUCTBUS
JUIEH3UU Ha IPOU3BOJICTBO STUJIOBOTO CIIUPTA JUJIsl MPOU3BOJCTBA (hapMalleBTUUECKOI CyOCTaHIINU
CIIUPTa 3TWJIOBOTO (3TaHOJIA), BBIIAHHOW B COOTBETCTBUH ¢ DenepaabHbIM 3aKOHOM OT 22 HOSOps
1995 rona N 171-®3 "O rocyaapcTBEHHOM PETYIMPOBAHUU MPOU3BOJACTBA U 000POTA ITUIOBOTO
CIUpTa, aTKOTOJBHOW M CIHPTOCOACpXKAIICH MPOAYKIMH W OO0 OTrpaHUYCHUU IOTPEOICHUS
(pacnuTHs) aIKOTOJILHOM MPOTyKIUKU".

2. JleWicTBHE JHIEH3WM HAa TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB ((hapMaleBTHUECKOM
CyOCTaHIIMM CHOUpPTa STUIOBOTO (3TaHONA) B YacTU TpaBa HAa MPOU3BOACTBO (papMareBTUYECKOU
CyOCTaHIIMM CHUPTa ATHJIOBOTO (3TAHOJIA) MPEKPAIIACTCs JUIEH3UPYIOIMIUM OPraHOM B CIIyYasix,
omnpezneneHHbix cratheil 20 ®PepepanbHoro 3akona ot 4 wmas 2011 roma N 99-®3 "O
JUIEH3UPOBAHUU OTJIENbHBIX BHJAOB JESATENBHOCTU", a TaKkKe C JaThl MpEKpalleHus WiIH
AQHHYJIMPOBAaHUS JIEWCTBHS JIMLIEH3UM HA MPOU3BOJCTBO STUJIOBOrO CHHUpPTA MJisi HMPOU3BOACTBA
(dapmaneBTUUECKOW CyOCTaHIIMM CIUPTa STUJIOBOTO (3TaHOJA), BBIJAHHON B COOTBETCTBUHU C
®enepalibHBIM 3aKOHOM OT 22 HOsi0psa 1995 roga N 171-®3 "O rocynapcTBEHHOM pEryIHpPOBaHUH
IIPOM3BOJICTBA U 000POTA STUIOBOTO CIUPTA, AJKOTOJIBHON U CIIUPTOCOAEPKALIEH MPOIYKIUU U 00
OTpaHWYEHUU MOTPeOIeHHs (PACTIUTHS) AIKOTOIFHOM MPOTYKITUH".

Crarps 9. I'ocynapcTBeHHBIH KOHTPOJIb (HAA30P) B cepe oOpaleHust
JIEKAPCTBEHHBIX CpeaAcTB (B pea. PenepaabHoro 3akona or 25.06.2012
N 93-®3)

1. TocynapcTBeHHBIN KOHTPOJIb (Ha130p) B chepe oOpaiieHust JIeKapCTBEHHBIX CPEJICTB BKIIOUYAET B
ceOst:

1) nUUEH3MOHHBIM KOHTPOJb B cdepe MNpPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U B cdepe
(apMareBTUYECKOH 1eATeIbHOCTH;

2) denepanbHBII rocy1apcTBEHHBINA HA/130p B cdepe 0OpalieHus IeKapcTBEHHBIX CPEJICTB;

3) BBIOOPOUYHBIN KOHTPOJIb KayecTBa JIEKAPCTBEHHBIX CpPeACTB. (B pen. denepalbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. JluueH3UOHHBIA KOHTPOJh B c(epe MPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB U B cdepe
dbapmareBTUIeCKOnl JesTEILHOCTH OCYIIECTBISIETCS YIIOTHOMOYEHHBIMH (efepaTbHbBIM OpPTraHOM
WCTIOTHUTENILHOM BJIACTH U OpraHAMM MCIIOJIHUTENBHON BIacTH cy0bekToB Poccuiickoit denepanuu
COTJIACHO WX KOMIICTCHIIMM B TOPsAKE, ycTaHOBICHHOM denepanbHbIM 3aKOHOM OT 26 mekabps
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2008 rona N 294-03 "O 3ammuTe mpaB IOPUANICCKUX JUI] U UHAUBUAYTBHBIX MPEANPUHIMATEICH
IIPY OCYLIECTBJIEHUU TOCYAApCTBEHHOIO KOHTPOJSA (HaA30pa) U MYHMIMIIAIBLHOTO KOHTpOJs', ¢
y4eTOM OCOOCHHOCTEH OpraHu3allid U TPOBEACHUS IMPOBEPOK, yCTaHOBJIECHHBIX denepanbHbIM
3akoHOM OT 4 mas 2011 roga N 99-®3 "O nunieH3upOBaHUH OTACIBHBIX BUOB JCSTEIIBHOCTH" .

3. ®@epepanbpHBI TOCYyNapCTBEHHBIH Haa30p B cdepe oOpamieHust JIEKapCTBEHHBIX CPEICTB
OCYILECTBIISICTCS YIOJTHOMOYEHHBIMU (heiepalibHbIMU OpraHaMy MCIIOJIHUTENIHOW BiacTH (naiee -
Opranbel TOCYJAapCTBEHHOIO HAaJI30pa) COTJACHO MX KOMIICTCHLMH B TOPAIKE, YCTaHOBJIECHHOM
IIpaBuTenscTBOM Poccuiickoit denepanuu.

4. ®depepanbHBI TOCYJApCTBEHHBIM Haa30p B cdepe oOpaimieHus JIGKAPCTBEHHBIX CPEICTB
BKIII0YaeT B ceOs: (B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) opranu3anuo U MPOBEACHUE MPOBEPOK COONIIOJCHUS CyObEKTaMu OOpallleHHs JeKapCTBEHHBIX
CPEJCTB yCTAaHOBJIEHHBIX HacTOsAIMM DenepanbHbIM 3aKOHOM U IIPUHATHIMU B COOTBETCTBUU C HUM
UHBIMH HOPMAaTHBHBIMM IpaBOBbIMH akTamu Poccuiickoii ®enepauun TpeOoBaHMH K
JOKJIMHUYECKUM  MCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEICTB, KJIMHUYECKUM HCCIEAOBAHUAM
JIEKapCTBEHHBIX IIPENapaToB, XpPaHEHUIO, NEpEBO3Ke, BBO3y B Poccuiickyro Penepanuio, OTIYCKY,
peanu3aluy JIEKApCTBEHHBIX CPEACTB, NPUMEHEHHUIO JEKApPCTBEHHBIX IPENapaToB, YHUUTOKEHUIO
JIEKaPCTBEHHBIX CPEJCTB, YCTAHOBICHHUIO IIPOM3BOAUTENSAMU JIEKAPCTBEHHBIX IPENAapaToB LIEH HA
JIEKapCTBEHHBIE IpEenaparhbl, BKIIOUYEHHBIE B INEPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHUIIUX
JEKapCTBEHHbIX  IpenapaToB, a Takke COOJIOJEHHMS  YINOJIHOMOYEHHBIMH  OpraHaMu
UCIIOJHUTENIbHON Biactu cyObekToB Poccuiickoii ®enepauuu METOAMKH  yCTaHOBJIEHUS
HpeJeNbHbIX Pa3MEpPOB OINTOBBIX HAJ0ABOK M TNPEAETbHBIX Pa3MEPOB PO3HUUYHBIX HaJ0aBOK K
(aKTUYECKUM OTITYCKHBIM 1I€HAaM, YCTaHOBJIEHHBIM POU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB,
Ha JICKapCTBEHHbIE Mpenaparhl, BKIIOUYCHHbIE B MIEPEYEHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IpenaparoB (manee - obs3arenbHble TpeOoBanu); (B pea. PenepaabHBIX 3aKOHOB
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-D3)

2) opraHM3aIfio W MPOBEJCHUE MPOBEPOK COOTBETCTBHS JICKAPCTBECHHBIX CPEJICTB, HAXOISIINXCS B
TpaXAaHCKOM 000pOTe, YCTaHOBJICHHBIM TpeOOBaHMSIM K HUX KaudecTBy; (B ped. denepambHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2.1) npoBeneHNE KOHTPOJIbHBIX 3aKyIOK B IIEJIIX MPOBEPKU COONMIOACHUS CyOBbEeKTaMU OOpallieHus
JEKapCTBEHHBIX  CPEACTB, OCYIIECTBISIONIMMHM  PO3HHYHYIO TOPIOBJIIO  JIEKAPCTBEHHBIMU
npenapaTamMy s MEAUIIMHCKOTO MPUMEHEHUs, IPaBUJI OTIYCKa JIEKAPCTBEHHBIX IpernapaToB JIs
MEIUIUHCKOrO TPUMEHEHUss M (WJIM) 3ampera Mpojaku (GaabCUPUIMPOBAHHBIX JEKApCTBEHHBIX
CPEICTB, HEIOOpPOKAUYECTBEHHBIX JIEKApPCTBEHHBIX CPEJICTB U KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX
cpencts; (B pea. enepanpHoro 3akona ot 27.12.2018 N 511-P3)

2.2) npoBeseHNE KOHTPOJIbHBIX 3aKyIOK B IIEJIIX MPOBEPKU COONMIOCHUS CyOBbEeKTaMU OOpalleHus
JEKapCTBEHHbIX  CPEACTB, OCYILECTBJIAIONIMMH  PO3HMYHYIO  TOPTOBIIIO  JIEKAPCTBEHHBIMU
npenapaTaMu Ui BETEPUHAPHOTO TIPUMEHEHHs, TPaBHJI HaJUIekKalleld anTedHOW MpPaKTUKA
JIEKapCTBEHHBIX MpPENapaToB JUIs BETEPUHAPHOTO MPUMEHEHUs M (WIM) 3ampera MpOJaXH
(barbCUUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENICTB
U KOHTpadaKTHBIX JIEKapCTBEHHBIX cpeAcTB; (B pea. dexepanpHoro 3akona or 02.08.2019 N
297-D3)

3) opranuzamnuio u mpoBeaeHue GpapmakoHaa3opa; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

4) mpuMeHeHHe B MOPAJKE, YCTAHOBIEHHOM 3aKOHOJaTenbcTBOM Poccuiickoit denepanuu, mep no
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MIPECCUYCHHUIO BBISIBJICHHBIX HApPYIICHUH O00sA3aTeNbHBIX TpeOOBaHWN U (WIM) YCTPAHEHHIO
MOCIIEACTBUI TaKUX HAPYIICHUH, B TOM YHUCIIC TPUHATHE PEIICHHS O HAXOXKICHHUH JICKAPCTBEHHBIX
CpeACTB B OOpallleHWH, BbIJA4y MPEIINUCAaHUNA 00 YCTpaHEHHHM BBISBICHHBIX HapyIICHUN
00s13aTeNbHBIX TPeOOBAaHUN W MPHUBJICUECHUE K OTBETCTBEHHOCTH JIUI], COBEPIIMBIIMX TaKHUe
napymenus. (B pea. ®enepanbaoro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

5. @enepanbpHblii TOCylIapCTBEHHBIH Ham30p B cdepe oOpaiieHuss JEKapCTBEHHBIX CPENICTB
OCYIIECCTBIISICTCS B TOPSAKE, YCTaHOBIEHHOM DeepalibHbIM 3aKOHOM OT 26 nekadps 2008 roma N
294-®3 "O 3zamure MNpaB HOPUANYECCKUX JIMIl W HWHAWNBUAYAIBHBIX MPEANPUHUMATEICH TIpH
OCYLIECTBJIEHUHU IOCYAapCTBEHHOI0 KOHTPOJIS (Hag30pa) U MyHHMIMIIAJLHOTO KOHTPOJIS'", C yUE€TOM
0COOEHHOCTEH, YCTaHOBJICHHBIX HAacTosIIel cTatbeil. [IpenBapurensHoe corinacoBaHue ¢ OpraHaMu
IPOKYpaTypbl CPOKOB IIPOBEIECHHUS BHEINIAHOBOI MPOBEPKU CYyOBEKTOB OOpaIIeHus JIEKapCTBEHHbBIX
CPEICTB, a TaKXke INpeIBapUTEIbHOE YBEIOMJICHUE IOPUAMYECKUX JIML, WHIAUBUAYAIbHbBIX
IpeIIpUHUMATENEH O Hauyaie MPOBEIEHUs ITOM IpOBEepKU HE Tpedyercs. OpraHbl NPOKypaTyphl
W3BEIIAIOTCS O MPOBEJCHUU BHEIUIAHOBOW MPOBEPKU CYOBEKTOB OOpaIIeHHs JIEKApPCTBEHHBIX
CPEZACTB MOCPEICTBOM HAIPABICHHUS COOTBETCTBYIOMIMX JTOKYMEHTOB B TEUEHUE TPEX pabOUYMX JHEH
C MOMEHTAa OKOHYaHHs MPOBEICHHS yKa3aHHOW BHEIUIAHOBOW MpoBepku. (B pen. deaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6. JlomKHOCTHBIE JHIIa OpraHa TOCYAapCTBEHHOTO Haa30pa B TMOPSAJIKE, YCTaHOBICHHOM
3aKoHoJ1aTesbecTBOM Poccuniickoit denepanyu, UMEIOT IpaBo:

1) momyyaTh Ha OCHOBaHMM MOTHBUPOBAaHHBIX MHUCHbMEHHBIX 3alPOCOB OT CYOBEKTOB OOpallleHus
JIEKapCTBEHHBIX CPEACTB, OPraHOB MCIIOJIHMUTENBHOM BiIacTu cyObekToB Poccuiickoil denepaunu u
OpraHOB MECTHOI'O CaMOYIIpaBJIEHUS JOKYMEHTbl M HMH(QOpMAIUI0 MO BoIpocaM oOpalleHus
JIEKapCTBEHHBIX CPE/ICTB;

2) OecHpensATCTBEHHO 1O TPEABSBICHUH CIYy)KEOHOTO YyIOCTOBEpEHUS W KOMHU TIpUKa3a
(pacriopsbkeHHs1) OpraHa TOCYJapCTBEHHOIO HaJ30pa O Ha3HAUYEHUM IPOBEPKU MOCEIIaTh
HCIIOJIb3yEMBIEC FOPUINYECKUMHU JIMLIAMHU, UHAUBUAYAJIBHBIMU IPEIANPUHUMATEISAMH, SBIISIOMIUMHUCS
cyObekTaMu OOpalleHHs JIEKapCTBEHHBIX CPEICTB, IPU OCYIIECTBIEHUH CBOEH JeSITelbHOCTU
TEPPUTOPUH, 3JaHUS, TOMEIIECHHS U COOPYKEHUS B LIEIAX IPOBENCHUS MEPOIIPUATUI IO KOHTPOIIIO;

3) mpoBoaUTE OTOOP 0Opa3IOB JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIX IJIs peau3aludl U
peann3yeMbIX CyObeKTaMH OOpallleHHsl JIEKapCTBEHHBIX CPEJICTB, A MPOBEPKHM HMX KayecTBa,
MPOBEJICHUST WCCIICJIOBAHMI, HWCIBITAHUH B COOTBETCTBHU C TIpaBWIaMu oTOOpa 00pasIios,
YCTaHOBJICHHBIMHU YTIOJTHOMOUYEHHBIM (hefiepaabHbIM OPTraHOM UCTIOTHUTENBHOM BIIACTH;

3.1) mnpoBOAWTH KOHTPOJBHBIE 3aKYNKH JIEKAPCTBEHHBIX TMPENapaToB s METUIIMHCKOTO
MPUMEHEHUS B LENSAX MPOBEPKH COONIOECHUs CyOBheKTaMu OOpalleHUs JEKapCTBEHHBIX CPEICTB,
OCYIIECTBISIOMMUMHI PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU TMperapaTaMu Il METUIIUHCKOTO
MPUMEHEHHU, MPaBUJl OTIyCKa JIEKAPCTBEHHBIX MPENapaTroB JUIsi MEAUIMHCKOrO NPUMEHEHHS U
() 3ampeta mpofaxu (harbCUPUITUPOBAHHBIX JIGKAPCTBEHHBIX CPENICTB, HEJOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U KOHTPA(aKTHBIX IEKAPCTBEHHBIX CPEACTB; (B pea. denepanbHOTo 3aKOHa
or 27.12.2018 N 511-®3)

3.2) npoBOIUTH KOHTPOJbHBIE 3aKyNKH JEKApCTBEHHBIX IpenapaTtoB [UIsi BETEPUHAPHOTO
NPUMEHEHHs B LENAX MPOBEPKU COOMIOJACHHS CyOBbeKTaMH OOpalleHHs JEeKapCTBEHHBIX CPEICTB,
OCYHIECTBIISIOIIMMU PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH IpenaparaMu A BETEPUHAPHOTO
IPUMEHEHHUs, TPaBUJ HAUIEKAIIEW anTe4YHOM MPAKTUKH JIEKAPCTBEHHBIX MIPENapaToB I
BETEPUHAPHOTO MPHUMEHEHHUs M (WIK) 3ampera Npojaxu (aabCUPHUIMPOBAHHBIX JEKAPCTBEHHBIX
CpEeACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB M KOHTpPa(aKTHBIX JEKapCTBEHHBIX
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cpenacts; (B pea. Penepanpaoro 3akona ot 02.08.2019 N 297-D3)

4) BbIaBaTh CyObeKTaM OOpalIeHHs JICKApPCTBEHHBIX CPEICTB IPEANUCAHHS O NpPeKparleHHH
HapYIICHUI 00s3aTeIbHBIX TPEOOBAaHUI U 00 yCTpaHCHHH BBISIBJICHHBIX HAPYIICHUH 005S3aTEIbHBIX
TpeOOBaHMIA;

5) HampaBIATH B YIIOJIHOMOYEHHBIE OPTaHbl MaTepUAIIbl, CBA3aHHBIEC C HAPYIICHUSIMUA 0053aTEIbHBIX
TpeOOBaHUM, M pELUIEHHs BOIPOCOB O BO30YXKIEHHMM YrOJOBHBIX J€l IO IpHU3HAKaMm
IIPECTYIUICHUH.

7. BIOOpOUYHBIH KOHTPOJIb KaueCTBA JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBIISIETCS YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIOJHHUTEIBHON BJIACTH B YCTAHOBJICHHOM MM IOPSIKE W BKJIIOYACT B
ceos: (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) 0O0paboTKy cBeicHUM, B 00s3aTEIBHOM TMOPSAIKE MPEAOCTABISIEMBIX CYOBEKTaMH OOpaIeHHs
JICKapCTBEHHBIX CPEJICTB, O CEpPUSAX, MAPTHUSX JICKAPCTBEHHBIX CPEJCTB, IOCTYMAIINUX B
rpakaanckuii 06opot B Poccuiickoit @enepannnm; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

2) orOop 00pasloB JEKAPCTBEHHBIX CPEACTB Y CYOBEKTOB OOpAIllEHUs JIEKAPCTBEHHBIX CPEICTB B
LENSAX MPOBEJCHUS UCIBITAHUNA Ha WX COOTBETCTBHE TPEOOBAaHUSM HOPMATHBHOMW JIOKYMEHTAIMU
WM HOPMATUBHBIX JOKYMEHTOB; (B pexn. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3) npuHsATHE IO pe3yibTaTaM IPOBEICHHBIX MCIBITAHUM pElIeHHs O JajbHEHIlIeM Ipa)JIaHCKOM
000poTe€ COOTBETCTBYIOIIErO JICKAPCTBEHHOIO cpelacTBa; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) npuHATHE YIIOJIHOMOYEHHBIM (efepanibHbIM OPraHOM HCIIOJIHUTEIbHOW BJIACTU pELICHUS O
HepeBoJie  JIGKAPCTBEHHOIO0 CPEJACTBA Ha IOCEpUHHBIH BBIOOPOYHBIH KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CpPEACTB B CIydyae [IOBTOPHOTO BBISIBICHHUS HECOOTBETCTBHUS KadecTBa
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBJIEHHBIM TpeOOBaHMAM M (IpU HEOOXOJUMOCTH) O IpPOBEpKe
cyOBbeKkTa oOpalleHus JeKapCTBEHHBIX CPEACTB. Pacxoapl, CBA3aHHbBIE C TPOBEACHUEM TOCEPUIHOTO
BBIOOPOYHOTO KOHTPOJISI KauecTBa JIEKApPCTBEHHBIX CPEJCTB, OIIAUYMBAIOTCS IPOU3BOJUTEIEM
JEKapCTBEHHOTO CPEJICTBA JHO0 JepxKaTeleM WIN BIAJENIbLEM PErUCTPALMOHHOIO YOCTOBEPEHHUS
JeKapcTBeHHOro mpemnapara. (B pea. deaepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pen. ot

13.07.2015))

I'naBa S. PASPABOTKA, JOKJIIMHUYECKHUE UCCJIIEJOBAHUA
JIEKAPCTBEHHBIX CPEACTB, A TAKKE KIIMHUYECKHUE
NCCIEAOBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB JJI5A

BETEPUHAPHOI'O IPUMEHEHUA

Crarps 10. Pa3padoTka JieKapCTBEHHBIX CPEICTB

1. Pa3zpaboTka JeKapCTBEHHBIX CpPEACTB BKJIIOYaeT B ceOf IMOMCK HOBBIX (PApMaKOJIOTHUECKU
aKTHUBHBIX BEIIECTB, IOCIEAYIOLIEe H3YYEHHE WX JIEKapCTBEHHBIX CBOMCTB, JOKIMHUYECKHE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJOrMH TMPOU3BOACTBA  (apMaleBTHUYECKHX CyOCTaHIMA,
pa3paboTKy COCTaBOB M TEXHOJOTHI TPOU3BOICTBA JIEKAPCTBEHHBIX MTPENApaTOB.
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2. ®uHaHCOBOE 0OecnieueHne pa3padOTKH JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBISICTCS 3a CUET:
1) cpenctB deaeparbHOTO OKOKETA;
2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) CPEICTB IIPOU3BOIUTENEH JIEKapCTBEHHBIX CPEICTB npu BBIIIOJIHEHUH
Hay4HO-HMCCIIE0BATEIbCKUX paboT M0 JOTOBOPY MEXKAY pa3padOTUYMKOM JIEKAPCTBEHHBIX CPEICTB
IIPOM3BOJIUTEINIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepaniii HCTOYHHKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOTI'O CPCACTBA OXPAHAIOTCA I'pa’KJaHCKHUM 3aKOHOAATCIbCTBOM.

Cratba 11. JlokInHU4YecKoOe UCCIE0OBAHNE JIEKAPCTBEHHOI0 CPEACTBA
JJIsl METULIUHCKOTO PHUMEHEHHUs

1. HOKHI/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA 1 MCOAUMIMHCKOIO IMPHUMCHCHUA
MMPOBOAUTCA NIYTEM NPUMCHCHHA HAYYHBIX MCTOAOB OLICHOK B LCJIAX IMOJYUYCHHA OOKA3aTCIbLCTB
6630HaCHOCTI/I, Ka4yCCTBa U 9(1)(1)6KTI/IBHOCTI/I JICKAapCTBCHHOI'O CPCACTBA.

2. JIOKIMHUYECKOE WCCIICIOBAHUE JICKAPCTBEHHOTO CPEACTBA IS MEAHIIMHCKOTO MPUMCHCHHUS
IPOBOJAMTCS B  COOTBETCTBMM C  IpaBWJIaMH  HajJIekKamield  1abopaTOpHOM  MPAKTHKH,
YTBEP)KIACHHBIMU YIIOJHOMOYCHHBIM (peiepaibHbIM OpPraHOM HCIIOJTHUTEIBHONW BiacTd. (B pell.
DdenepanpHOro 3axona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

3. s opraHu3anyy ¥ NpOBeNeHUS JOKIMHUYECKOTO NCCIICAOBAHMS JIGKAPCTBEHHOTO CPEICTBA IS
MEIUIUHCKOTO TIPUMEHEHHUsI pa3pabOTYMKU  JIEKAPCTBEHHBIX CPEJICTB MOTYT TPHUBJIICKATh
HAYYHO-HMCCIIEIOBATEILCKUE OpPraHU3alii, 00pa3oBaTeIbHbIE OPraHU3aluH BBICIIETO 00pa30BaHUA,
UMEIOITIEe HEOOXOIMMYI0 MaTepHAIbHO-TEXHUYECKYIO0 0a3y U KBaTU(DUIIMPOBAHHBIX CHEIHATHUCTOB
B COOTBETCTBYIOIIEH oOyiactu wuccienoBanusa. (B pen. deaepanmpHoro 3akoHa or 02.07.2013 N
185-d3)

4. JIOKJIMHHUYECKOE HCCIIEJOBAHHME JIEKapCTBEHHOTO CPEACTBA UI MEAUIMHCKOIO IPUMEHEHHUS
MPOBOAMUTCS MO YTBEPKACHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA IUIAHY C BEJCHHEM
IIPOTOKOJIA ATOI0 UCCIIEOBAHUS U COCTABIEHUEM OTYETA, B KOTOPOM COZAEPKATCS PE3YJIBTATHI ITOTO
UCCIIEIOBaHMSI M 3aKIIOYEHHE O BO3MOXKHOCTU IIPOBEICHUS KIMHUYECKOTO HCCIEA0BaHUS
JIEKapCTBEHHOTI'0 IIpernapara Juisi MEJUIIUHCKOTO IPUMEHEHMU .

5. IIpoBeneHune mMpoBepoK COOIOACHUS IPABUII HaJyIeXkKalllel 1JabopaTOpHON NMPAKTUKU U IPAaBOBBIX
HOPM HCIIOJIb30BaHMs KUBOTHBIX IPU MPOBEACHUN JOKIMHUYECKUX HCCIEI0BAHUN JIEKAPCTBEHHBIX
CPEICTB Ul MEIULUHCKOTO MPUMEHEHUS OCYLIECTBISIETCS YIMOJHOMOYEHHBIM (henepasbHbIM
OpraHOM MCIIOJIHUTENIBHOM BiacTu. (B ped. PenepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

6. Pe3ynbTaTel JOKIMHUYECKOTO HCCIIEAOBAHUS JIEKApPCTBEHHOTO CPEACTBA Ui MEJUIMHCKOIO
OpUMEHEHHs MOTYT OBITh TPEACTaBICHbl B  YIOJHOMOYEHHBIH  (eaepanbHblii  oprax
WCIIOJTHUTENIbHOM BJIAaCTH B YCTAHOBJIEHHOM MOPSIKE B LENSIX TOCYJAapCTBEHHON perucrparuu
JIEKapCTBEHHOTI'O IIpernapara.

Crarps 12. JlokJIMHAYeCKOE UCCIe0BAHME JIEKAPCTBEHHOI0 CPEACTBA
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U KIIMHHYCCKO€ UCCJICAOBAHUE JICKAPCTBCHHOI'O IIPeIaparTa aJid
BCTCPUHAPHOI'O IPUMECHCHUS

1. I[OKJ'II/IHI/ILIGCKOG HCCIICAOBAHUE JICKAPCTBCHHOI'O CpEACTBA JId BETCPHHAPHOI'O0 IIPUMCHCHUA
MMPOBOAUTCA NIYTEM NPUMCHCHHA HAYYHBIX MCTOAOB OLICHOK B LCJIAX IMOJYYCHHA OOKA3aTCIBCTB
6630HaCHOCTI/I, KadeCTBa U B(b(i)CKTI/IBHOCTI/I JICKAPCTBCHHOT'O CPEACTBA, B TOM YHUCJIC OIIPCACICHUA
CpOKa €ro BbIBECACHU U3 OpraHrn3Ma JXUBOTHOTO, B LCIIAX obecneueHus 0€30I1aCHOCTH npoaAyKIruu
KHUBOTHOI'O IIPOUCXOXKIACHUSA ITOCIIE IPUMEHCHNA COOTBCTCTBYIOMICTO JICKAPCTBCHHOI'O IIpC€Iiapara.

2. JIOKNIMHMYECKOE HCCIIEJOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE HCCIIEOBAHUE
JICKapCTBEHHOT'O Ipenapara JJig BEeTepUHAPHOTO IPUMEHEHHS, HCCIeI0BaHNE OMOIKBUBATICHTHOCTH
YKa3aHHOTO  JICKaPCTBEHHOTO Mpernapara MpPOBOASTCA B COOTBETCTBUM C  IPaBUJIAMHU,
YTBEP>KACHHBIMU YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpPraHOM MCIOJHUTEIBHOMN BIIACTH.

3. JIOKJIIMHHYECKOE MCCIENOBAaHUE JICKaPCTBEHHOIO CPEICTBA M KIMHUYECKOE MCCIENOBaHUE
JIEKapCTBEHHOI'0 IIpemnapara i BETEPUHAPHOIO INPUMEHEHHs MPOBOMATCA IO YTBEPKICHHOMY
pa3paboTYUKOM JIEKAPCTBEHHOI'O CPE/ICTBA IUIAHY C BEJIEHHEM NPOTOKOJIOB 3THX HCCIIEAOBAHUM U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTaThl 3TUX UCCIIEIOBAHNUMN.

4. Jlnd opraHu3aliyd U IPOBEICHMS JOKJIMHUYECKOTO MCCIIEJOBAHMSI JIEKApCTBEHHOIO CPEICTBA U
KJIMHAYECKOrO0 MCCJIEIOBAHUs JIEKapCTBEHHOIO IIpenapara il BETEPUHAPHOIO IIPUMEHEHUS
pa3paboT4YMK  JIEKApCTBEHHOTO  CPEJICTBA MOMKET IpHUBJIEKAaTh  OpraHu3alud, HMEIoLIe
HEOOXOUMYI0 MaTepUaJIbHO-TEXHUUECKYI0 0a3y U KBaJU(UIUPOBAHHBIX CIELHUAINCTOB B
COOTBETCTBYIOLIEH 00acTH UCCIIEI0BaHMUS.

5. KimHnueckue ucciaenoBaHUs JIEKapCTBEHHBIX IMPENapaTroB i BETEPUHAPHOTO NPHUMEHEHMS
IIPOBOJATCS B BETCPUHAPHBIX OpPraHU3alMAX M B OPraHU3aLUAX, OCYILUECTBIAIOIIMX pPa3BEIACHUE,
BBIPAIIMBAHUE U COJIEP)KAHUE )KUBOTHBIX, B LIEJISIX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPETAapaToOB 3/10POBBIMH KUBOTHBIMU;

2) mombopa ONTHUMANbHBIX TO3UPOBOK JICKAPCTBEHHBIX IMpEnapaToB W Kypca JI€YeHUsS Ha
KOHKPETHOM TPYyIIIe )KUBOTHBIX C ONPECICHHBIM 3a00I€BaHNEM;

3) ycraHoBieHHs 6€3011acHOCTH U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOT'O MpernapaTa, npeJHa3HaueHHOT 0
JUI JIYEHUS OIpPE/ETICHHBIX 3a00JeBaHUN >KUBOTHBIX, WJIH 3((HEKTUBHOCTH JEKApCTBEHHOTO
npenapara Jyisi npouiIakTHKU 3a001€BaHUN 3I0POBBIX JKUBOTHBIX;

4) wu3yuyeHHS BO3MOXKHOCTEH pacCIIMpeHHs TMOKa3aHUH K MPUMEHEHHUIO 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa 1 BhISIBJICHUS pPaHEe HEM3BECTHBIX MOOOYHBIX JICHCTBHI.

6. Knunudeckoe wccienoBaHUE JIEKAPCTBEHHOTO Mpenapara JJis BETEpUHAPHOIO NPUMEHEHUs
OCYILIECTBIISICTCS 3 CUET CPEACTB Pa3pabOTUMKa JIEKAPCTBEHHOT'O CPEICTBA.

7. Otuersl O pe3yibTaTaXx JOKJIMHMYECKOIO HCCIEAOBaHMs JICKAPCTBEHHOIO CpEACTBA U
KIIMHUYECKOIO HCCJIEOBaHUS JIEKQpCTBEHHOIO IIpernapara JUisli BETEPUHApPHOIO IMPUMEHEHUS
COCTaBJIAIOTCS pa3pabOTUMKOM JIEKAPCTBEHHOIO CPEJACTBA € YYETOM 3aKJIIOUEHHMH OpraHU3alui,
NPUHUMABIIUX yYacTHE B OpraHU3alMU U MPOBEJCHUN YTUX UCCIICIOBAHUM.

8. KOHTpOJ'IL 3a IIPOBCACHUCM JOKIIMHUYCCKUX I/ICCJ'IeIIOBaHI/Iﬁ JICKApCTBCHHBIX CpPCIACTB U
KIMHHUYECCKUX I/ICC.]'IG)IOBaHI/Iﬁ JICKAPCTBCHHLBIX TMIpC€rapaTtoB I BETCPHHAPHOI'0 MPHUMCEHCHUA
OCYHICCTBJIACTCA YIIOJTHOMOYCHHBIM (beﬂepaJlBHBIM OopraHomM HCIIOJIHUTEILHOMN BIACTH.



I'naBa 6. OCYIIECTBJIEHUE T'OCYJAPCTBEHHOM
PEI'UCTPALNU JIEKAPCTBEHHbLIX ITPEIIAPATOB

Crarba 13. I'ocynapcTBeHHasi perucTpanus JeKapCTBEHHbIX
npenaparos (B pea. ®enepaabHoro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B Poccuiickoit denepai JoMycKalTCs MTPOU3BOACTBO, U3TOTOBIICHUE, XpaHEHUE, MEPEBO3Ka,
BB03 B Poccuiickyro ®enepanuio, BbIBO3 U3 Poccuiickoit ®Penepanuu, pekiiama, OTIYCK,
peanu3zanus, Inepenaya, MNPUMEHEHHE, YHHUYTOXXCHHE JIEKAPCTBEHHBIX IMpErnapaToB, €CIU OHU
3aperuCTPUPOBAHBI COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM benepanbHbIM OpraHoM
UCTIOTHUTENIbHOM BiacTH. (B pea. Penepanbpaoro 3akona ot 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy MoJyiexar:

1) Bce nekapcTBEHHBIE Mperaparhbl, BIEpPBbIC MOAJEKAIUE BBOAY B oOpamieHue B Poccuiickoii
®denepaunu;

2) I5eKapCTBEHHbIE Mpenaparbl, 3aperUCTPUPOBAHHBIE paHEe, HO IPOU3BEIEHHBIE B JIPYTHX
JICKapCTBEHHBIX (OPMax B COOTBETCTBUHM C ITEPEYHEM HAMMEHOBAHMUU JIEKapCTBEHHBIX (OpM, B
HOBOMH JI0O3MPOBKE MPH JJ0KA3aTEIbCTBE €€ KIMHUUECKOW 3HAYMMOCTH U 3()(HEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPEMapaToOB.

3. I'ocynapcTBeHHas perucTpalus JEKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS MO pe3yibTaTaM
9KCHEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB, @ FOCYJapCTBEHHAs perucTpanus oppaHHbIX JEKAPCTBEHHBIX
IIPENapaToB OCYLIECTBISAETCA IO PE3YJIbTATAM OKCIEPTU3bl JOKYMEHTOB, NPEICTABICHHBIX IS
OIpENEICHUsI BO3MOKHOCTU pacCMaTpUBaThb JICKAPCTBEHHBIM Ipenapar s MEIULMHCKOTO
INPUMEHEHUS TMpPU OCYLIECTBIEHUU TOCYAAPCTBEHHOM perucrpald B KadecTBe Op(aHHOIro
JIEKapCTBEHHOIO IIpernapara, v 110 pe3yJIbTaTaM dKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB.

4. 'ocynapcTBeHHas: pETUCTPALMsl JIEKAPCTBEHHOTO Mpenapara OCyLIECTBIIETCS COOTBETCTBYIOIINM
YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM MCIOJIHUTENBbHOM BJIaCTH B CPOK, HE MPEBBIIIAIONINN CTa
HIECTHIECATH pabouuX JAHEH CO JHS MPUHATHUS COOTBETCTBYIOLIETO 3asBJICHUS O TOCYAapCTBEHHON
perucTpaiuy JIEeKapcTBEHHOI0 Ipenapara. B ykazaHHBII cpok BKIIIOYaeTcs Bpems, HEOOXOIUMOe
JUIsl TIOBTOPHOTO MPOBEAECHUS dKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUU CO CTAaTheM 25
HacTtosamero ®exnepanbHoro 3akoHa. CpoK TOCYIAapCTBEHHOM pEruCTpalMM JIEKapCTBEHHOTO
npernapara MUCUUCIAETCS CO JTHS HMPUHATHS COOTBETCTBYIOLIUM YIIOJHOMOUYEHHBIM (heaeparbHbIM
OpraHOM HCIOJHUTEJIbHOM BJIaCTU COOTBETCTBYIOIIETO 3asBJIEHUS O TOCYJapCTBEHHOM perucrpamnuu
JEKapCTBEHHOTO IIperapara ¢ MPHJIOKEHHEM HEOOXOJUMbIX JOKYMEHTOB IO JIeHb BbIIA4U
PETrUCTPALIMOHHOTO yJIOCTOBEPEHMsI JIEKapCTBEHHOIo mpenapara. Bpems, HeoOxonumoe uis
HalpaBJIeHUs] YIOJIHOMOYEHHBIM (heJiepaibHbIM OpraHOM HCIIOJIHUTENBHOW BIAcTH 3ampoca o
MPEJICTaBICHUH HEOOXOJUMBIX MAaTepHalIOB M IPEACTaBICHUS 3asBUTEIEM OTBETa Ha JIAHHBIN
3arpoc B COOTBETCTBUU cO craThsiMu 16, 19 u 23 Hacrosmero denepalbHOro 3aKoHa, He
YUUTBHIBACTCSI IPU UCUMCIIEHUH CPOKA FOCYAapCTBEHHOM PErncTpalvy JeKapCTBEHHOTO Mpernapara.

5. l'ocynapcTBeHHOM perucTpalyii He MOJIeXKar:

1) JICKApCTBCHHLBIC TIIpC€raparbl, HU3rOTOBJICHHLIC AIITCUHBIMU OpraHu3alusiMu, BCTCPUHAPHBIMU
AIlITCYHBIMHU  OpTraHHU3alusIMKU, HWHAUBUAYAJIbHBIMHA  NOPCANPUHUMATCIAMH, KOTOPBIC HWMCIOT
JJUICH3UIO Ha (I)apMaL[eBTI/I‘-ICCKy'IO ACATCIIbHOCTD, IO PCHCIITAaM Ha JICKAPCTBCHHLIC NPCIapaTbl U
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TpeOOBaHUSAM MEIULIMHCKUX OPraHU3alHii, BETEPUHAPHBIX OPTaHU3ALINN;

2) nekapcTBEHHBIEC IpenapaThbl, IPUOOpPETeHHbIE (PU3NUECKUMHU JUIaMU 3a TpeaenamMu Poccuiickoi
®denepannu U NpeIHA3HAYECHHBIE 17151 TUYHOTO MCIIOJIb30BAHMS;

3) nexapcTBeHHbIE MpenapaThl, BBo3uMble B Poccuiickyto denepanuio a1 0Ka3aHUs MEIULIUHCKON
MOMOIIIM TO >KU3HEHHBIM T[IOKa3aHUSIM KOHKPETHOIO TNAaIlMEeHTa HAa OCHOBAHUHM pa3perieHus,
BBIJIAaHHOTO YIIOJIHOMOYEHHBIM (heJiepaabHbIM OPraHOM UCTIOTHUTENLHOM BIACTH;

4) nexapcTBEHHBIE CpENICTBa, BBO3MMble B Poccuiickyro denepanuio Ha OCHOBAHUHU BbIIAHHOTO
YIOJIHOMOYEHHBIM  ()efiepalibHBIM ~ OPraHOM  WCIOJHHUTENBHOM  BIACTH  pa3pelieHuss |
IIPEIHA3HAYECHHBIC [UIsI IIPOBEICHUS KIMHUYECKMX MCCIENOBAHUMN JIEKAPCTBEHHBIX IIPENapaTtoB H
(unm) HpoBelEeHUsl 3KCIEPTU3bl JIEKAPCTBEHHBIX CPENCTB AJI OCYIIECTBIEHUS TOCYAapCTBEHHOU
PETUCTPALIMK JIEKAPCTBEHHBIX IIPENAPaTOB;

5) dbapmarieBTHYECKHE CYyOCTAHIINH;

6) pamumodapmalleBTUYECKHE JICKAPCTBEHHBIC Ipenaparbl, W3TOTOBJICHHBIE HETMOCPEICTBEHHO B
MEIUIUHCKUX OpraHU3allusiX B TMOPSIKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (heaepaibHbIM
OpPTaHOM UCTIOJTHUTEIILHOM BJIACTH;

7) nekapCTBEHHBIE MTpernapaThl, IPOU3BOJUMBIE ISl IKCIIOPTA.
6. He nomyckaercs rocyiapcTBeHHasi perucTparus:

1) nexapcTBEHHBIX IpPENaparoB, OTIMYAIOLIUMXCS JAPYyr OT Jpyra KayeCTBEHHBIM COCTaBOM
JEHCTBYIOIIUX BEUIECTB, 10/ OJUHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM;

2) OJHOTO JICKApCTBEHHOI'O Mpernapara, MPeICTaBICHHOIO Ha TOCYJapCTBEHHYIO PErHCTpPAIMIO B
OTHOIIEHWH OJIHOTO W TOTO >K€ JepKaTelsl WM BIIAAETbIla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O TIperapara B BHJE JBYX M 0Oojiee JIEKapCTBEHHBIX NPENapaToB IO/ Pa3iInYHBIMU
TOProBBIMU HauMeHOBaHUsAMH. (B pei. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B »1eKTpoHHOH (opMme MiIM Ha OyMaXHOM HocuTene) cyObekTa oOpalieHus
JIEKapCTBEHHBIX  CPEJICTB  COOTBETCTBYIOLIUM  YIOJHOMOYEHHBIM  (peiepalibHbIM  OpraHOM
VCIIOJIHUTENIBHOM BIACTH, OCYIIECTBISIIOIIMM TOCYJAapCTBEHHYIO PErHCTpalUI0 JIEKaPCTBEHHBIX
IpPEnapaToB, B YCTAaHOBJIEHHOM UM MOPSJAKE OCYLIECTBISETCS HAyYHOE KOHCYJIbTHPOBAHHE IO
BOIIpOCaM, CBSA3aHHBIM C IPOBEJIEHUEM JOKIMHMYECKHX HCCIENOBaHUM, KIMHUYECKHX
UCCJIEIOBAaHUM JIEKapCTBEHHBIX IpPENaparoB, SKCIEPTU3bl KauyeCTBAa JIEKAPCTBEHHBIX CPENCTB,
3pPEKTUBHOCTH M  0€30MacCHOCTH, C  OCYIIECTBJICHHEM TOCYIapCTBEHHOW  perucTpainuu
JIEKapCTBEHHBIX MpenapaToB. KOHCYIbTHPOBaHNE OCYLIECTBIISIETCS C MPUBJIECYEHUEM (eaepatbHbIX
rOCyJJapCTBEHHBIX OIO/KETHBIX YUPEKICHUN, OJIBEIOMCTBEHHBIX JAHHOMY (eiepalbHOMY OpraHy
VCIIOJTHUTENIbHOM BJIACTH M HE YYacTBYIOIIMX B OpPTraHM3allUMd MPOBEACHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHBIX CPEACTB B LENSIX OCYLIECTBIECHHA MX TOCYyJapCTBEHHOW PETUCTPALUA B
COOTBETCTBUM CO cTartbeil 16 Hactosmero denepanbHOro 3aKOHA, B BUAEC OTBETA B NMHCbMEHHOMN
dopMe YyHNOJIHOMOUYEHHOTO (eiepaJIbHOr0 OpraHa HCIOJIHMUTENBbHOM BIAacTH Ha 3ampoc. Pasmep
B3UMAaeMOM C 3asiBUTENS IIJIAThl ONPEAEIAETCS B COOTBETCTBUHU C 3aKOHOAATENBCTBOM Poccuiickoit
@enepanu 00 OpraHu3allMyd MPEJOCTaBICHUS TOCYAAPCTBEHHBIX M MYHHIMIAIBHBIX YCIYT.
Nndopmaniug o0 OCylIECTBICHHMH HAyYHOTO KOHCYJBTUPOBAHUS, B TOM YHUCIE CTaTbH, 0030pBHI,
CIpaBOYHBIE MaTepuanbl U MHas HMH(opMarus o0 OCYIIECTBICHUH HAYYHOTO KOHCYJIbTUPOBAHMS,
pa3Merniaercs Ha OQUIIMAIBHOM caiiTe ymoJHOMOYEHHOro (heepaabHOro OpraHa UCHOJHUTEIbHOM
BiacTu B cetu "MHTepHeT" ¢ cOOMI0IeHHeM OrpaHUYEHUH, YCTaHOBIEHHBIX 3aKOHOIATEILCTBOM O
MEPCOHAIBHBIX JaHHBIX, KOMMEPUECKOH U (MJIM) FOCy1apCTBEHHOM TailHe.
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8. T'ocymapcTBeHHass perucrpanus JIE€KapCTBEHHBIX IIPENApaToB, KOTOPBIE NpEAHA3HAYEHBI UL
IIPUMEHEHUsT B YCJIOBHUAX BOCHHBIX JECWCTBUM, YpE3BbIYAWHBIX CHUTYyalUW, IPEAYyNPEKICHUS
Ype3BbIUANHBIX CUTyalUd, NPOGWIAKTUKN U JIeueHHs 3a00J1eBaHul, MPEACTaBISIOMUX ONAaCHOCTb
JUIA  OKPYXAloIuX, 3a00JeBaHUNA W TMOPAKEHUH, TIOIYYEHHBIX B pE3yJIbTaTe BO3ACHCTBUS
HEOJaronpusATHbIX XUMHMYECKMX, OHOJOIMYECKHX, paJuallMOHHbIX (aKTOpPOB, U KOTOpHIE
pa3paboTaHbl B TOM YHCJIE MO 33aJaHHUI0 (elepalbHbIX OPraHOB WCIOJHHUTEIBHON BIIACTH,
YIOJHOMOYEHHBIX B 00JIaCTH OOOPOHBI CTPAaHbl M OE30IACHOCTU IOCYAAapCTBa, OCYILECTBIISAETCS B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickoir @enepauuu. (B pen. DenepaibHOro
3akona ot 01.04.2020 N 98-D3)

Crarbs 14. IIpyHIUIIBI AKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB (B pel.
®enepaibHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. 9KCHepTI/IBa JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCA HA IIPUHIOMUIIAX 3dKOHHOCTH, CO6J'IIO,Z[€HI/I$I
Inpas u CBO6OZI YCJIOBCKAa U TIpakJaHWHA, IpaB HOPHUAUYCCKOI0 JWIad, HE3aBUCUMOCTH JSKCIICpPTA,
O6’L€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U ITIOJIHOTBI HCCHeHOBaHHﬁ, IIPpOBOAMMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX JOCTYDKCHHI HAayKHN U TCXHHUKHU, OTBETCTBCHHOCTHU q)enepam)Horo ToCyJapCTBECHHOI'O
6IO,I[)KGTHOI‘O YUPCIKACHHUA 10 MMPOBCACHUIO SKCIICPTU3bI JICKAPCTBCHHBIX CPEACTB W SKCIICPTOB 34
MMPOBCACHNEC U KAUYCCTBO SKCIICPTU3EI.

2. 3KCHepTI/I38 JICKAPCTBCHHLIX ITPCIIapaToOB JJII MCAUIIMHCKOI'O IIPUMCHCHHA BKIHOYACT B cebs:

1) OKCIICPTU3Y AOKYMCHTOB, NPCACTABICHHBIX UIA OIPCEACICHUA BO3MOXHOCTU pPACCMATPHUBATH
HeKapCTBeHHBIfI npemnapar asl MCAUIHUHCKOI0 IMIPUMCHCHUA IIPU OCYIICCTBIICHUU FOCYI[apCTBeHHOI;'I
perucrpanuru B Ka4CCTBEC Op(i)aHHOFO JICKAPCTBCHHOT'O IIpCIiapaTa;

2) 9KCIepTU3y MPEIOKEHHBIX METOAO0B KOHTPOJIS Ka4eCTBA JICKAPCTBEHHOTO CPEJCTBA M Ka4yecTBa
IPEeCTaBICHHBIX 00pa3I0B JEKapCTBEHHOTO CPEJCTBA C UCIOJIb30BAHUEM ITHX METOAOB (najee -
HKCTIEPTH3a KauecTBa JEKAPCTBEHHOTO CPEJICTBA);

3) oKcrepTH3y OTHOIIEHUS O0XXHMJaeMOM TOJb3bl K BO3MOXXKHOMY PHCKY IPUMEHEHUs
JIEKapCTBEHHOTIO IIperapara.

4) sKCHepTU3y PEerucTpPallOHHOrO J0Ch€ Ha JIEKAPCTBEHHBIM Mpenapar B LEIAX OINpeAeieHUs
B3aMMO3aMCHSEMOCTH JICKAPCTBEHHBIX IPENapaToB Uil MEIMIUHCKOrO MpHUMEHEeHHs. (B pen.
denepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

3. DkcnepTu3a JIEKapCTBEHHBIX IMpEnaparoB Ui BETEPUHAPHOIO NMPUMEHEHHs BKIIIOYaeT B cels
JKCIIEPTU3Y KAa4eCTBa JICKAPCTBEHHOI'O CPEICTBA M DKCIIEPTU3Y OTHOLICHHUS 0KMAAEMOM IOJIB3bI K
BO3MOKHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOTO Mperapara.

Crarba 15. @eepajibHOE TOCYIAPCTBEHHOE 0I0/IKETHOE YUPeKIeHHe
10 MPOBEJEHUI0 IKCIEPTHU3HI JIEKAPCTBEHHBIX CPEACTB

DKcrepTu3a JeKapCTBEHHBIX CPEACTB MPOBOIUTCS (enepalbHbIM TOCYAapCTBEHHBIM OFOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heepaabHOr0 OpraHa HCIOJHHUTEITBHOM
BJIACTH, CO3JIAHHBIM JJIsi 00ECIIeUeHHs] MCTIONHEHHS MTOJTHOMOUYUN 3TOro (eIepaibHOTO OpraHa Io
BbIJa4yec pa3pemeHI/H‘/'I Ha MPOBEACHUEC KIIMHHUYCCKUX I/ICCJ'Ie}IOBaHI/Iﬁ JICKApPCTBCHHBIX NPCIapaToB U
(uM) MO TOCYJApCTBEHHOHM perucTpanuy JeKapCTBEHHBIX MpenapaToB (Jajee - JKCHEPTHOE
YUpeKICHHUE).
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Crarbs 16. Opranuszanus npoBeaeHus IKCIEPTU3bI JIEKAPCTBEHHBIX
cpeacts (B pea. ®enepanabHoro 3akona or 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. DOkcmeprusa JEKapCTBEHHBIX CPEICTB IIPOBOAUTCA KOMHCCHEM DSKCIIEPTOB 3IKCIIEPTHOTO
YUpPEXKJEHUS, HAa3HAUEHHOW €ro pyKOBOJUTENIEM, Ha OCHOBAaHUM 3aJlaHUs HAa IPOBEICHHE
9KCHEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA, BBIJAHHOIO YIOJIHOMOYEHHBIM (eliepanibHbIM OpPraHoM
UCIIOJIHUTENIBHOW BIACTH. PyKOBOAMTENb JKCHEPTHOrO YYpPEXKIEHHs OOECIeunBacT HaJJeKallee
IIPOBEJCHUE DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM C 3aJ@aHUEM, BBIJAHHBIM
YIOJHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM MCIIOJHUTEIBHON BJIACTH, U OPTaHU3YET IMOATOTOBKY
CBOJIHOTO 3aKJIIOYECHMs 3TOM KOMHMCCHU. B cOCTaB 3TOM KOMHMCCHH IIO PEUICHHIO PYKOBOIUTEIISA
HKCHEPTHOTO YUPEKICHHUS MOTYT OBITh BKIIIOYEHBI B KAUECTBE SKCIIEPTOB JIUIIA, HE paboTaromue B
JAHHOM SKCIEPTHOM YUPEKICHUHU, €CIIM MX CIeLHalbHble 3HaHUS HEOOXOAMMBI JJIsi NMPOBEICHUS
AKCIIEPTU3BI U TAKUE IKCIEPTHI OTCYTCTBYIOT B IAaHHOM 3KCIIEPTHOM YUPEKICHUH.

2. DKCHepToM MO MPOBEACHUIO SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB SBISAETCS aTTECTOBAHHBIM
PabOTHUK AKCIIEPTHOTO YUPEIKICHUS, KOTOPBIA MMEET BBICIICE MEIUITMHCKOE, (hapMarieBTHIECKOe,
OHMOJIOTHYECKOE, BETEPUHAPHOE WM XHUMHUYECKOE OOpa3oBaHME U TPOBOIHUT IKCIEPTH3Y
JICKaPCTBEHHBIX CPEJICTB B IOPSIKE HCIIOJIHGHUS CBOUX JOJDKHOCTHBIX OOS3aHHOCTEH (mayee -
JKCTIEPT).

3. Ilpu mnpoBeleHHU S3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB JKCIEPT HE MOXKET HAXOIUThCA B
KaKOH-In00 3aBUCHMOCTH OT JIUIIA, HA3HAYMBIIETO 3Ty AKCIEPTU3Y, Pa3pabOTUHKa JEKapCTBEHHOTO
CpeACTBa WIN APYTHX 3aUHTEPECOBAHHBIX B PE3yJIbTaTaX IKCIEPTHU3HI JINLL.

4. Tlpu mpOBEACHUWH OKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEICTB HE JOIMYCKAeTCs HCTPeOOBaTh Y
3asgBUTENS MO0 MHBIX JIUI] MaTepHajbl, HEOOXOIUMBbIE JIsi MPOBEACHUs SKCHepTu3bl. B cimyuae
HEJ0CTAaTOYHOCTHU IPEICTAaBICHHBIX SKCIEPTY MAaTepUANOB ISl 1ayd 3aKJIIOUYEHHUS JKCIEPT CTaBUT
BONPOC O NPEACTABICHUU €My HEOOXOAMMBIX MAaTepHUasoB Mepesl PYKOBOJAUTEIEM HKCHEPTHOTIO
YUpEeXKJIEHUs, KOTOpBIM oOpamiaercs ¢ COOTBETCTBYIOUIMM 3allpOCOM B  yIOJHOMOYEHHBIH
(benepanbHBI OpraH UCHOJHUTEIBHOW BJIACTH, BBIJIABIIMK 3aJaHHE Ha MPOBEAECHUE HKCIEPTU3BI
JIEKApCTBEHHOT'O CPEICTBA. YKa3aHHBINA (e/iepaibHbI OpraH MCHOJHUTEILHON BJIACTH B TEUCHHUE
naTH pabouux JHEH CO JHA NOCTYIUIGHHS 3ampoca PYKOBOJIUTENS SKCIEPTHOTO YUPeKIACHUS
HAIpaBIIE€T 3asgBUTENIO 3alpoc O MPEJCTaBICHUH HEOOXOIMMBIX MaTepuaioB. [laHHBINH 3arpoc
MOXET OBbIThb NepeAaH YIMOJHOMOUYEHHOMY NPEACTABUTENIO 3asABUTENS JHMYHO IIOJ] PACIHUCKY,
HampaBJieH [0 T[OYT€ 3aKa3HbIM NUCbMOM WJIM TI€pelaH B JJIEKTPOHHOM Qopme 1o
TEJIEKOMMYHUKALIMOHHBIM KaHajaM CBs3U. B ciydae HampaBiieHHMs JAaHHOTO 3ampoca I0 IoYTe
3aKa3HbIM IMCHbMOM OH CUMTAETCS MOJIYYEHHBIM IO MCTEUEHHH ILIECTH JHEW C J1aThl HANpPaBJICHUS
3aka3Horo nuceMa. (B pen. deaepanpHoro 3akona ot 25.11.2013 N 317-03)

4.1. 3asgButens 00s3aH MPEICTaBUTh OTBET Ha 3amMpoC YMOJIHOMOYEHHOTO (efeparbHOro OopraHa
WCIIOJTHUTEIIbHOW BJIACTU B CPOK, HE MPEBBIMIAIOIIMKA JEBIHOCTA pabOYMX IHEW CO JHSA €ro
MONTy4eHus. YTIOJIHOMOYEHHBIN (peiepalibHbIil OpraH UCTIOTHUTENHHOW BIACTH, BBIIABIINIA 3aJaHHE
Ha TPOBEJEHNE JKCIEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUCHHE IMATH PabOYMX JHEH CO JHS
MOCTYIUJIEHUSI OT 3asBUTEJNII OTBETAa HA JAHHBIM 3alpOC HANpPaBJsE€T TaKOM OTBET B JIKCIEPTHOE
yupexaeHue. B ciaydae HempencTaBleHHs] 1O WCTEYEHUH JEBSHOCTA pabodyMxX JHEH 3asBUTENIEM
OTBeTa Ha JaHHBIA 3aMpoc YMOTHOMOYEHHBIH (efepanbHblii OpraH HCIOJHUTEIHLHOW BIIACTH,
BBIJIABIIMI 3a/JlaHUE HA MPOBEACHUE SDKCIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA, B TEUECHHUE IATH
pabounx [JHEW HampaBisieT B OKCIEPTHOE YUPEKIECHUE YBEIOMIIEHHE O HeIMpeICTaBICHUH
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3asgBUTENIEM OTBETa Ha 3allpoC YKa3aHHOTO opraHa. Bpems co AHsS HampaBlieHus 3amnpoca
OKCIIEPTHOTO YUPEXKJICHUS B YIOJIHOMOYCHHBINH (peiepalibHbIi OpraH MCIOJHUTEILHON BIACTH 0
IHS TOJY4YeHHs] SKCIEPTHBIM YYpEeXKJEHHEM OTBEeTa Ha 3alpoc WIM YBEJAOMIECHUS O
HEMpPEACTABICHUN OTBETa Ha 3alpoCc HE YYUTHIBACTCS NPU MCUUCICHHUU CPOKA MPOBEACHUS
9KCIIEPTHU3bI JICKAPCTBCHHOTO cpeacTra. (B pea. deaepanbaoro 3akona ot 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe PerucTpaliOHHOTO JIOChE€ Ha JIEKAPCTBEHHBINM Ipernapar Uisi METUIIMHCKOTO
IPUMEHEHHUS COJEPKUTCS MpeaycMoTpeHHas crarbe 18, vacteio 1.1 crateu 30 u crateeil 34
HacTosmero denepanbHOr0 3aKOHA KOIUS PEHICHUS YIOJIHOMOUYEHHOro (efepaibHOro OpraHa
UCIIOJHUTEJIbHOM BJAacTU O NPOBENCHUM HMHCIEKTHUPOBAHUS IPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEICTB, OKCIEpPTYy 10 OQOpPMICHUS pe3yJbTaTOB 3KCIEPTU3bl JIEKAPCTBEHHOI'O CpEICTBa
IIPEIOCTABIISAECTCS B MOPAJIKE U HA YCIIOBUSAX, KOTOPBIE IIPEYCMOTPEHBI YacTsAMU 4 u 4.3 HacTosen
CTaTbH, KOTHUS 3aKIOYCHHS O COOTBETCTBUU IIPOU3BOUTENIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUIM
NpaBUJI HaJUIXKAIIEH MPOM3BOACTBEHHON MPAKTUKHU, BBIJAHHOTO YIOJIHOMOYEHHBIM (perepanbHbIM
OpraHoOM HCIIOJHHUTENIBbHOM BaacTu. (B pen. PenepanpHoro 3akona ot 04.06.2018 N 140-D3)

4.3. 3asgBuTenb 00s3aH NMPEACTABUTh B YINOJHOMOYECHHBIH (peepanbHbIil OpraH HCIOJHUTEIBHOM
BJIACTH KOIHIO 3aKJIFOYEHUSI O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM
IpaBWJI HajJIeXkallleld NpOU3BOACTBEHHON MPAKTUKKU B CPOK, HE IPEBBIIAIOIMINNA CTa BOCBMUECITH
pabouux JHEH co JHA MMOJIyYeHUs 3ampoca O ee MPeA0CTaBICHUH. Y IOJTHOMOYEHHBIN (eepanbHblii
OpraH MCIIOJIHUTEIbHON BJIACTH, BbIIABIIUN 3aJjaHUE HAa IIPOBEJCHUE SKCIEPTU3bI JIEKAPCTBEHHOIO
CpEe/CTBa, B TCUCHHE MATU pabouux AHEH cO JAHS MOCTYIUICHHUS OT 3asBUTENs KOIUU 3aKIIIOYCHUS O
COOTBETCTBUU IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM IpaBWJl HaJUIeKallen
IIPOU3BOJCTBEHHOW IIPAKTUKH, HANpaBlIseT €€ B OJKCIEPTHOE yupexiaeHue. B ciydae
HENPEJCTaBICHNUS 3asBUTENEM B YKa3aHHbII CPOK KONHWU 3aKIIOYEHUS] O COOTBETCTBUU
IPOM3BOUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSAM IPaBUJI HaJUleXKallell MpOU3BOJCTBEHHOM
IIPAKTUKHU YIIOJTHOMOYEHHBIN (eiepabHbIi OpraH UCIOJHUTENBbHOM BIIaCTH, BBIJIABLINH 3aaHUE Ha
IPOBE/IEHUE IKCIEPTU3bI JEKApCTBEHHOTO CPEJICTBA, B TEUEHHUE IMATH pabounx JHEH HampasisieT B
AKCIIEPTHOE YUPEKICHHE YBEIOMJICHHE O HENpPEJCTaBICHUM 3asSBUTEIEM KOIUU 3aKIIIOUEHUS O
COOTBETCTBUHM TMPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUAM MpaBWJ HaAJexarien
IIPOM3BOJICTBEHHON MpaKkTUKU. Bpems co nHA HampaBieHHs 3ampoca SKCIEPTHOTO YUPEXKACHUS B
YIOJHOMOYEHHBIN (hesiepalibHbli OpraH MCHOJIHUTENBHOW BIACTU J0 JTHS MOJYYEHUS SKCIEPTHHIM
YUPEXKJIEHUEM KOMHMM 3aKJIIOUYEHUS O COOTBETCTBUU MPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TMpaBWJI HaJUIeXKallel MPOM3BOJCTBEHHON MPAaKTMKM WJIH YBEIOMIIEHUS O ee
HENpPEJCTaBICHUH HE YYMTHIBAETCS TPU MCUUCIEHUM CPOKAa TPOBEICHHS  DKCIIEPTH3BI
JIeKapCTBEHHOTO cpecTra. (B pea. Penepanbroro 3akoHa ot 04.06.2018 N 140-D3)

5. Dkcnepr Npu MPOBEAEHUM MOPYYEHHOM €My pPYyKOBOJUTEIEM OSKCIIEPTHOTO YUpPEXIECHUS
AKCIEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00sA3aH:

1) npoBecTH TOJHOE HCCIEIOBAHUE TMPEJCTABIECHHBIX €My OOBEKTOB, MaTepHuajoB, JAaTh
000CHOBaHHOE M OOBEKTMBHOE 3aKJIFOUEHHE II0 TOCTaBJICHHBIM IIE€pe]l HUM BOIpOCaM WIH
MOTHUBHUPOBAHHOE 3aK/IIOUEHHE O HEBO3MOXHOCTHU IPOBEACHUS UM JKCIEPTU3BI JIEKAPCTBEHHOI'O
CpElCTBa, €CIM IOCTABJICHHBIE BOIMPOCHI BBIXOJAT 3a MpPENEsbl CHEHUaIbHbIX 3HAHWM JKCIIEpTa,
O0BEKTHl HCCIEIOBAaHMM M MaTepuallbl HENPUIOJHBl WM HEJAOCTATOYHBI Ul IPOBEACHUS
UCCJIEIOBAaHUM U Ja4yu 3aKIIOYEHHsS] TMOO COBPEMEHHBIH ypOBEHb Pa3BUTHUsI HAyKU HE IO3BOJISIET
OTBETUTH Ha IIOCTABJICHHBIE BOIIPOCHI;

2) He pasriialaTh CBEJEHUS, KOTOPBIE CTAaIU €My M3BECTHBI B CBSI3U C IPOBEIECHUEM DKCIIEPTHU3BI
JIEKapCTBEHHOT'O CPE/ICTBA, a TAKXKE CBEJICHMsI, COCTABIISIIOIINE TOCYAAPCTBEHHYI0, KOMMEPUYECKYIO
WIM NHYIO OXPAHSIEMYIO 3aKOHOM TaliHy;
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3) obecreunTh COXpPaHHOCTD MPEACTABICHHBIX OOBEKTOB HCCIICOBAHUN U MAaTEPHAIIOB.
6. DKCepT He BIIPAaBE:

1) IpOBOIUTH 3KCIEPTU3Y JIEKAPCTBEHHOT'O CPEJICTBA MO OOPALICHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3aiuil nim GU3NYecKux JIui;

2) caMOCTOSITENILHO COOMpPaTh MaTepUalIbl Ul IPOBEAECHUS 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA;
3) IpOBOAUTE HKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA B KAYECTBE HErOCYIaPCTBEHHOIO 3KCIIEPTA.

7. B ciydae HEOOXOJUMOCTH IKCIEPT BIIPABE XOATalCTBOBATH IIE€PE]] PYKOBOIUTENIEM IKCIIEPTHOTO
YUPEXKAECHUS O MPUBJICUEHUM K IPOBEACHUIO SKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA JPYIUX
JKCIIEPTOB.

8. Kaxnplil sKcriepT, BXOASIIUNA B COCTAaB KOMHCCUHU DKCIEPTOB, KOTOPOM MOPYYEHO MPOBEICHUE
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO U CAMOCTOSATEIBHO MPOBOIUT UCCIIEJOBAHMUSI,
OILICHUBAET PE3yJbTaThl, IOJIYYCHHbIE UM JIMYHO U APYTUMHU IKCHEPTaMU, U (DOPMYIHUPYET BHIBOJIBI
OTHOCHUTEJILHO TTOCTABJICHHBIX BOIIPOCOB B MPEEIIax CBOUX CICIIHAIIbHBIX 3HAHUM.

9. PesynbraThl SKCHEPTH3BI JIEKAPCTBEHHOTO CPEACTBa OGOPMIIIOTCS 3aKIIOYCHHEM KOMHCCHUHU
9KCHEpTOB. B 3aKitoueHMH KOMHCCHHU 3KCIEPTOB YKa3bIBAIOTCS IEpEUeHb HCCIIEAOBAaHUM, 00beM
MPOBEICHHBIX KaXKIBIM OSKCIIEPTOM HCCIECIOBAHNN, YCTAHOBJICHHBIC KAXKIBIM W3 HUX (aKThl U
CICIIaHHBbIE B pE3yJIbTATE€ MCCIEAOBAHUN BBIBOJBL. JKCIIEPT, MHEHUE KOTOPOTO HE COBIAJAET C
peleHrneM KOMUCCHH JKCIIEPTOB, BIIPaBe BBIPA3UTHh CBOE MHEHHE B NMHCBMEHHOU (hopme, KOTopoe
nproOIIaeTcs K 3aKIF0UEHUI0 KOMUCCHH SKCIIEPTOB.

10. DxcnepTsl, BXOASIIAE B COCTaB KOMHCCHH, TPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOAATeNbcTBOM Poccuiickoit denepanuu 3a gady 3akJIIOYEHHUs, COAEPIKAILEro
HE0OOCHOBaHHbIE UM (PalibcU(ULIMPOBAHHBIE BBIBOJIbI, O YEM OHU JIAIOT MOJAIHUCKY.

11. Onpenenennie ypoBHs po(ecCHOHaNBbHON MOATOTOBKHM IKCIIEPTOB M aTTECTallds MX Ha MPaBo
MIPOBEICHUS 3KCNEPTU3BI JIEKapCTBEHHBIX CpEICTB OCYLIECTBIISIOTCS
AKCTIEPTHO-KBATM(PUKAIIMOHHBIMH KOMHUCCHUSMH B TIOPSJIKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIOIHUTENBHON BIACTH. Y POBEHb MpodeccnoHanbHOM
MOATOTOBKU SKCMEPTOB MOJICKUT MEPECMOTPY YKa3aHHBIMU KOMHUCCHSIMU HE PEKE YeM OJIUH pa3 B
IATH JIET.

12. IlpaBwia MpOBENEHUS DSKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH OSKCIICPTH3BI
OTJICTIbHBIX BHJIOB JIEKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX IEeKapCTBEHHBIX IMPEnapaTos,
BOCTIPOM3BEJICHHBIX JICKAPCTBECHHBIX IPENapaToB, OWOJIOTHMYECKUX JICKAPCTBCHHBIX IPEIapaToB,
OroaHanoroBbix (0MOMOMOOHBIX) JIEKAPCTBEHHBIX MpenapaTtoB (O0MOAHATIOrOB), TOMEOMATHYECKUX
JICKapCTBCHHBIX  IPENapaToB, JICKAPCTBECHHBIX  PACTUTEIBHBIX  MpErmapaToB, KOMOWHAITHIA
JIEKapCTBEHHBIX TMpernapaToB), (HOPMBI 3aKIIOYEHUN KOMHCCHU OKCIIEPTOB YCTAHABIMBAIOTCA
COOTBETCTBYIOIIMM YITOJTHOMOYCHHBIM (he/iepabHbIM OPraHOM WCIIOJTHUTEIBHOW BIIACTH. (B pejl.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Crarps 17. llogaya u paccMoTpeHuUe 3asIBJICHUSA 0 TOCYAapPCTBEHHOM
PErUCTPAIIAH JIEKAPCTBEHHOT0 NPenapara /Jisi BeTEPUHAPHOT0
npuMeHenus (B pea. @eaepaabHoro 3akona ot 22.12.2014 N 429-d3
(pex. ot 13.07.2015))
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1. Jlns ToCynapCTBEHHOM pErucTpaludd JICKApCTBEHHOTO Mpenapara JUisi BETEPUHAPHOTO
IPUMEHEHUs pa3pabOTUMK TAaKOIro JEKAapCTBEHHOT'O Iperapara Wil YHOJHOMOYEHHOE UM JpYyroe
IOPUAMYECKOE JIUIO (Jajiee B HACTOAIIECH CTaThe - 3asBUTEINb) MPEACTABISAET B YIOTHOMOYEHHBIH
(denepanbHBIN OpraH UCTIOIHUTEIBHON BIACTH, OCYIIECTBISIOUINHA TOCY1apCTBEHHYIO PETUCTPAIIUIO
JICKapPCTBEHHBIX IpEnaparoB AJisi BETEPUHAPHOTO MPHUMEHEHUs, B AJIEKTPOHHOM (opMe WM Ha
OyMa)KHOM HOCHUTEJIE 3asBJIEHUE O TOCYIaPCTBEHHON pErucTpalyy JeKapCTBEHHOr0 Ipenapara aJis
BETEPUHAPHOIO INPUMEHEHUs, a TakKe B IMOPSAKE, YCTAaHOBIEHHOM COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJTHUTEIBHOM BJIACTH, B 3JICKTPOHHOM (popMe miiu Ha
OyMa)XHOM HOCHUTEJIE HEOOXOJUMBbIE JOKYMEHTBI, U3 KOTOPBIX (HOPMUPYETCS PEruCTPallMOHHOE
JIOCBhE Ha JIEKapCTBEHHBIN IIpenapar il BETEpUHAPHOTO IPUMEHEHUS.

2. B 3asBiieHNN O TOCYJIapCTBEHHOI perucTpanuu JeKapcTBEHHOIO Ipenapara i BETEpPUHAPHOTO
IPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHUE U aapec 3asBUTENS, pa3padOTYMKa U TIPOU3BOAUTENS JIEKAPCTBEHHOTO Mpernapara
JUIsl BETEPUHAPHOTO MPUMEHEHHSI U aIpeC MECTa OCYILECTBJICHHS MPOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHHS (B CITy4yae HaJIU4Hs HECKOJbKUX YYaCTHHKOB IpoIlecca
MIPOU3BOJICTBA HEOOXOAMMO yKa3aTh Ka)XJI0ro U3 HUX);

2) HauMEHOBaHHE JIEKAPCTBEHHOTO Mpernapara Jisi BETepUHAPHOTO MPUMEHEHHS (MEKIYHapOTHOE
HEIMaTeHTOBAHHOE, W IPYIIUPOBOYHOE, WIM XUMHUYECKOE U TOPIrOBOE HAMMEHOBAHU);

3) IICPCUCHb ﬂeﬁCTBYIOIHHX U BCIIOMOTI'aTCIIbHBIX BCHICCTB, BXOIAIIHNX B COCTAB JICKAPCTBCHHOI'O
npemnapara JJjis1 BETCPUHAPHOI0 MPUMCHCHU A, C YKA3aHUCM KOJIMUCCTBA KAXKAOT'O U3 HUX;

4) nekapctBeHHas ¢GopmMa, ITO3UPOBKA, CIOCOOBI BBEJACHHS W TPUMEHEHUS, CPOK TOJHOCTH
JICKApCTBEHHOTO Iperapara Jijisi BETEPHHAPHOTO IIPUMECHEHUS;

5) dpapmakoTepaneBTHUECKAsl FPYIIa;

6) HE0OXOIMMOCTh MPUMEHEHHUS YCKOPEHHON MPOLEIyphbl AKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B
LeJIAX TOCYIapCTBEHHOM PETUCTpaliU JIEKapCTBEHHOIO IIpernapara;

7) KOIIMK TOKyMEHTOB, OATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHOM MOLUINHBIL:

a) 3a IPOBEJCHHE SKCIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA M AIKCHEPTHU3bl OTHOIICHUS
0’)KMJIaeMOM TMOJIb3bl K BO3MOXXHOMY pHCKY IPUMEHEHUs JIEKapCTBEHHOIO IIpenapara s
BETEPUHAPHOI0 IPUMEHEHUS IIPU €0 IOCYIapCTBEHHON PETUCTPALNH;

6) 3a BbIAa4y PEruCTpaiuOHHOI0 YAOCTOBCPCHUA JICKAPCTBCHHOTO IIPLCIlapara,

8) HamuuuMe Ccoryiacusi, MPeJyCMOTPEHHOTO 4YacThi0 7 HAcTOsIIEH cTaThbH, €CIU C MOMEHTa
peructpanuu peepeHTHOro JIEKapCTBEHHOIO Mpenapara Jisi BETepUHAPHOTO MPUMEHEHHS MTPOLLIO
MeHee YeM IecTsb JieT. (B pen. PeaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpannoHHOE 10Che B LIENSAX KCIEPTU3bI JIEKAPCTBEHHOIO INpernapara Jyuls BETEPHHAPHOTIO
npUMeHeHHs GopMUpyeTCs U3 CIEAYIONNX JOKYMEHTOB U CBeieHUH: (B pea. DenepanbHOro 3aKkoHa
ot 27.12.2019 N 478-@3)

1) cBemeHUsT O JaTe MPEJOCTaBICHHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3WH Ha TPOU3BOICTBO
JIEKapPCTBEHHBIX CPEJICTB, MPEIOCTABIECHHOW MPOU3BOJUTENI0 PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara JUisi BETEPUHAPHOTO TPUMEHEHHSI, I POCCHUHCKUX MpOM3BOIUTENeH; (B pex.
®denepanbbix 3ak0HOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2) CBCIACHUA O HAaTC MNPCAOCTABJICHUSA U PCTUCTPALMOHHOM HOMEPE JIMICH3WM Ha IMPOU3BOACTBO
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JIEKapCTBEHHBIX CPEJCTB, IMPEIOCTABICHHON MPOU3BOIUTENIO (hapMalleBTHUECKONH CyOCTaHIuH,
BXOJSIIEH B COCTAaB PETUCTPUPYEMOIO JIEKAPCTBEHHOTO Ipenapara JJis BETEPUHAPHOTO
MIPUMEHEHUS, TSI POCCHMCKUX Tpou3BoauTelei; (B pen. denepanbHbix 3akoHOB OT 04.06.2018 N
140-93, ot 27.12.2019 N 478-D3)

2.1) komMsi AOKYMEHTa, BBIJIAHHOTO YIOJTHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJIUTENS JIs
KKJIOM IPOU3BOACTBEHHOM IUIOIIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOT0 MPUMEHEHUS U MOJATBEPKIAI0IIET0 COOTBETCTBUE MPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapata TpeOOBaHUSAM IpaBWJI HaJUIekKalled MPOU3BOJICTBEHHOM NMPAKTUKHU, U €ro MepeBoj Ha
PYCCKUU SI3bIK, 3aBEpPEHHBIE B YCTAHOBJICHHOM TIOpPAJIKE, a TaKXKe KOMHUS 3aKIOYeHUs O
COOTBETCTBUU IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJACTB TPeOOBaHUSAM MpaBWJI HaJJIeKalleH
MPOU3BOJICTBEHHOW  TPAKTUKH, BBIJAHHOTO  YIOJIHOMOYEHHBIM  (eAepabHBIM  OpPraHOM
WCIIOJIHUTEJIbHOM  BJIACTH I KaXJAOW TMPOU3BOJICTBEHHOW IUIOHIAAKHA PErUCTPUPYEMOTO
JIEKApCTBEHHOIO Mpernapara Jijisi BETEpUHAPHOTO MIPUMEHEHHUS, JIN0O KOMUs PEHICHUsI O MIPOBEACHUHU
WHCIIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, NPHUHATOTO YIOJIHOMOYEHHBIM
dbenepaibHBIM OPTaHOM HCIOJHUTEIBLHON BIACTH ISl KaKJIOW MPOW3BOACTBEHHON IUIOMIAJKU
PErUCTPUPYEMOrO JIEKapCTBEHHOI'O Mpernapara sl BETEPUHAPHOTO IPUMEHEHHUA. Y Ka3aHHbIE
JOKYMEHTBI TPEACTABISAIOTCS B Cilydae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO IMpernapara
ocyuiecTBisiercss 3a mpenenamu Poccuiickoit ®enepanuu; (B pen. PenepalibHOrO 3aKOHA OT
04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIJJAHHOI'O YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTEIIS
(dapmaneBTUYECKON  CyOCTaHLMHM U MOATBEP)KAAIOIIEr0  COOTBETCTBUE  IIPOM3BOJIUTENS
dapmanieBTUYECKONH CyOCTaHIIMM, BXOAALIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOI'O
mpernapara I BETEPUHAPHOTO  NPUMEHEHMs, TpeOOBaHMAM  MpaBWJl  HaJyIeKallen
IPOM3BOJICTBEHHOM NMPaKTHKH, U €ro MepeBOj] Ha PYCCKUH S3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM
HOpsIIKe, B CIydae, €CIM IPOM3BOACTBO (hapMaleBTHUECKON CyOCTAHIIMM OCYIIECTBISETCS 3a
npenenamu Poccuiickoit @enepaiyn; (B pea. Penepanproro 3akona ot 04.06.2018 N 140-D3)

3) IMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha HeKapCTBeHHBIﬁ npenapar s BETCPHUHAPHOI'O
MMPUMCHCHU A,

4) NOKYyMEHT, cojlepKalluii cienyrollyr HHpopMaluio o (apmaleBTHYECKON CyOCTaHLIUU WM
(dapManeBTUYECKUX CYOCTaHIMSIX, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOrO Ipemapara s
BETEPUHAPHOTO IPUMEHEHHUS:

a) HauMeHOBaHHE (papmalleBTUUECKON CyOcTaHIMM, €€ CTpPYKTypa, oOmue CcBOMCTBa (Ipu
TOCYJTaQpCTBEHHON PETruCTpaliil  HMMMYHOOHMOJIOTUYECKUAX JICKAPCTBEHHBIX IPENapaTroB  JUIs
BETEpUHAPHOIO MPUMEHEHUS MPEJCTABISAIOTCS CBEJIEHHs O ITaMMe, BKIIIOYas ero HauMEHOBaHHE,
UHPOPMALIAIO O TIPOMCXOXKICHUH, €T0 CBOMCTBAX, XapaKTEPHCTUKAaX M MECTE JICTTOHUPOBaHUA); (B
pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHA MPOU3BOJACTBA C OIIMCAHHUEM CTa}IHI)’I IMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagusiaX MPOU3BOACTBA,

r) uHpopmanuss o TmpuMecsiXx (HE TPEACTaBIsSIeTCd MpPH TOCYJapCTBEHHOM perucrpaiuu
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX IMpEnapaToB Uil BETEPHUHAPHOTO MpHUMEHEHHs); (B peal.
denepanbroro 3akona ot 02.08.2019 N 297-d3)

1) crienrdukanys Ha ¢papMaIreBTUIECKYI0 CyOCTaHITHIO (HE TPEACTABISIETCS IPH TOCYTapCTBEHHON
pEerUCTpallud ~ MUMMYHOOWOJIOTUYECKUX  JIGKAPCTBEHHBIX TMpermapaToB IS  BETEPUHAPHOTO
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MIPUMEHEHUS);
€) OIHMCaHNE METOJUK KOHTPOJISI KAYeCTBa;

) Ppe3ysibTaThl aHalW3a cepuil ¢apMaleBTHUECKOW cyOcTaHmMM (HE MPEACTABISIOTCS MpU
TOCYAAapCTBEHHOM PErHCTpallid HMMMYHOOHOJIOTHUECKHX JICKAPCTBEHHBIX IIPENapaToB UL
BETEPHHAPHOTO pUMeHeHus); (B pen. PenepanbHoro 3akona ot 02.08.2019 N 297-03)

3) NEpCUCHb CTAaHAAPTHBIX 06pa3L[OB HJIM BCUICCTB, UCIIOJIbL3YCMBIX IPHU OCYIICCTBICHUU KOHTPOJIA
KadyecTBa,

1) OIIMCAaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTepUaJIOB U YKYIIOPOUHBIX CPENICTB;

K) JaHHble O CTaOWJIBHOCTH (HE TPEACTABIAIOTCA NPU TOCYIAApCTBEHHOM perucTpaiyu
MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB Ul BETEPHHAPHOTO MPUMEHEHHs); (B pell.
denepanbroro 3akona ot 02.08.2019 N 297-D3)

J'I) CPOK IrOAHOCTH, YCIOBHUA XPAaHCHU,

5) oryer o pe3ydbTaTax JOKJIMHUYECKOTO HCCIICJOBAHUS JICKAPCTBEHHOTO CpEACTBA JUIs
BCTCPUHAPHOI'O HNPHUMCHCHHA, BKJ'IIOLIaIOIlII/Iﬁ OIMUCAHUC MCTOJOB OIPCACICHUA OCTATOYHBIX
KOJIMYECTB JICHCTBYIOLIETO BEUIECTBA (JEHCTBYIOMIMX BEIIECTB), JOCTHTAIOIIETO (JOCTHTAIOIIHX )
CUCTCMHOI'0 KpPOBOTOKA, B MPOAYKHOHUU KXKUBOTHOTO MPOUCXOXKIACHHA IOCIC NPUMCHCHHA TaKOI'O
JIEKapCTBEHHOT'O CPEACTBA, a TaKXKe IOKYMEHTAJIbHOE MOITBEpKACHHE (BadMalys) yKa3aHHBIX
MeTo10B; (B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

6) OTUCT O pe3ylibTaTaXx KIMHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCllapaTa JAJifd
BCTCPUHAPHOI'O IMPUMCHCHUA Y KaXAOIO0 BHJAA JKHUBOTHBIX, YKAa3aHHbBIX B HWHCTPYKIOHHU IIO
BCTCPUHAPHOMY IIPUMCHCHUIO,

7) IPOEKT UHCTPYKIIMU 110 BETEPUHAPHOMY MPUMEHEHUIO JIEKAPCTBEHHOT'O IIpernaparta, coaepkanieit
CIIETyIOIINE CBEJCHMUS:

a) HAaNUMCHOBAHHUC JICKAPCTBCHHOI'O IIpCIiapaTta A BETCPUHAPHOI'O0 IMPUMCHCHUA (MC)K)IYHaPOI[HOe
HECMMATCHTOBAHHOC, UJIX I'PYHITUPOBOYHOC, NI XUMHUYCCKOC U TOPTrOBOC HaI/IMeHOBaHI/IH);

0) nexapcTBeHHas Gopma ¢ yKa3aHHEM HAMMEHOBAaHUHN M KOJUYECTBEHHOTO COCTaBa JACHCTBYIOIIUX
BEIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTATENIbHBIX BEIIECTB;

B) OIMMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O MpcIiapara AJid BETCPUHAPHOTO ITPUMCHCHUS

r) (hapmakoTepaneBTHUECKas IpyIia JeKapcTBEHHOTO Mpenapara Jijisl BETEpUHAPHOTO IPUMEHEHUS
WIM yKa3aHHe "TOMEONaTUUYECKHI JIEKapCTBEHHBIN Ipenapar';

n)  dapmakoguHaMuka W (apMakOKMHETHMKAa (32  UCKIIOYEHHEM  (papMaKOKMHETHKHU
TOMEONaTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENapaTOB) WIH
OTMCaHNE UMMYHOOHUOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO Ipernapara;

e) IMMOKa3aHuAd I MPUMCHCHUSA
)K) MPOTUBOIOKA3aHUSA JJII IPUMCHCHU A,
3) MCEPBI NPCAOCTOPOIKHOCTH IPU TPUMCHCHUHU

1) yKa3aHHe BO3MOXKHOCTH U OCOOEHHOCTEN MpUMEHEHUsI y OepEeMEHHbIX )KUBOTHBIX, Y KUBOTHBIX B
[IEPUOJ JTaKTALUH, Y IIOTOMCTBA KUBOTHBIX;
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K) PeKUM JIO3UPOBAHHUA, CIIOCOO BBEAEHHUS U MPUMEHEHHUS, NMPH HEOOXOAMMOCTH BpeMsl Ipuema
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOT0 IPUMEHEHUS, TPOIOJKUTEILHOCTD JICUCHNUS,

J) BO3MOXHBIC MOOOYHBIC JCHCTBUS, HEXKEIATEIbHBIC PEAKIIUU MPH MPUMEHEHUH JICKAPCTBEHHOTO
rperapara Uil BETEpUHapHOIO IPUMEHEHNUS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI IO OKA3aHUIO IOMOLLM IIPU EPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperiapaTaMy U (WJIn) KopMaMu;
0) GopMBI BBIITyCKa JIEKApCTBEHHOT'O Npenapara Ajsl BETEpUHAPHOI0 IPUMEHEHUS;

1) ykazaHue (Ipu HEO0OXOJUMOCTH) OCOOEHHOCTEH MEUCTBHUS JICKAPCTBEHHOTO IIpemapara s
BETEPUHAPHOTO MPUMEHEHHSI IIPU TIEPBOM TPHUEME WIIA TIPH €T0 OTMEHE;

p) onucanue (Mpu HEOOXOAMMOCTH) ACHCTBHI crenuanucta B 00JIaCTH BETEpUHAPUHU, BiaJlleblia
’KUBOTHOT'O TIPU MIPOITYCKE MpHUEMa OJHOW WM HECKOJbKHX 103 JICKAPCTBEHHOIO Ipemnapara s
BeTepuHapHOoro npuMeHenus; (B pea. @enepansuoro 3akona ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH MW YKA3aHHUC Ha 3allpeT IMIPUMCHCHHSA JICKAPCTBCHHOI'O IIpcliapara I
BCTCPUHAPHOI'O IPUMCEHCHUA 110 UCTCUCHHUHN CPOKA I'OJJHOCTH,

T) YCJIOBUS XpaHEHUS;

y') YKa3aHHueC Ha H606X0,I[I/IMOCTI> XpaHCHUA JICKAPCTBCHHOI'O IIpfliapara Ajid BCETCPHUHAPHOI'O
MMPUMCHCHUA B MECTaX, HCAOCTYIIHBIX IJIA ﬂeTefI;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIEUUATBHBIX MEp MPEIOCTOPOKHOCTH MPU YHHUUTOKEHUU
HEHWCIIO0IH30BaHHBIX JICKAPCTBEHHBIX MPEMApaToOB ISl BETEPUHAPHOTO MPUMEHEHNS,

X) CPOKH BO3MOKHOI'O HMCIIOJIB30BAHUSA MPOAYKIHHU KUBOTHOI'O IMPOUCXOKACHHA IIOCIIC BBCACHUA
JKUBOTHOMY JICKApCTBCHHOTI'O IIpeTiapaTa IJId BETCPUHAPHOI'O MPUMCHCHU A,

I1) YCIIOBUS OTITYCKa;

'-I) HaMMCHOBAaHUA MW aApeCa MPOU3BOJACTBCHHBLIX IUIOMIAAOK IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O
npenapara JJjis1 BETCPpUHAPHOT'O0 IPUMCEHCHU S

II) HAUMEHOBAaHHWE, aJpEeC OpraHU3alluM, YIOJIHOMOYEHHOW JepiKaTeleM WM BIAJElbLEM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipenapara Ha MPUHATHE INPETEH3UH OT
NOTpeOUTENs;

8) MpOEKThl MAKETOB NEPBUYHOM YIIaKOBKH M BTOPUUHOM YIAaKOBKH JIEKAPCTBEHHOIO MIpernapaTa s
BETEPUHAPHOI0 IPUMECHEHUS;

9) cnemyromue cBeAECHUS O JEKapCTBEHHOM Ipenapare sl BETePHHAPHOTO IPUMEHCHHUS:
a) OTHMCaHME U COCTAB JICKAPCTBEHHOTO TpenapaTa /Ui BETepUHAPHOTO IPUMEHEHHS;
0) onucanue papMaleBTHUECKON pa3paboOTKy;

B) ONMCAaHME MPOIECCAa POU3BOJCTBA U €0 KOHTPOJIA, IOANMCAHHOE B MOPSIIKE, YCTAHOBJIEHHOM B
COOTBETCTBUM C 4acTbio | Hacrosmieil cratbu; (B pen. PenepanbHoro 3akona ot 02.08.2019 N
297-D3)

I) ONHMCAHHWE KOHTPOJII KPUTHUECKUX CTaauil MPOU3BOJICTBA M IMPOMEKYTOUHOH MPOIYyKIUH,
MOJNMCAHHOE B MOPSAIKE, YCTAHOBIEHHOM B COOTBETCTBUHU C 4YacThio 1 HacTosIeil craThi; (B pea.
denepanbroro 3akona ot 02.08.2019 N 297-®3)
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7) HaWMEHOBaHWS M ajpeca pa3paboTumKa, [ep)KaTels WM BJIAJeNblla PETHUCTPAHOHHOTO
YIOCTOBEpEHHs JICKAPCTBEHHOTO IIperapara, MPOU3BOACTBEHHBIX IUIOMAJ0K TPOU3BOJUTENS
JEKapCTBEHHOTO Tpemapara Ui BETEPUHAPHOTO NPUMEHEHHS C  yKa3aHHeM  CTaaui
TEXHOJIOTUYECKOTO  TPOLECCa,  OCYIIECTBISIEMBIX  HAa  MPOM3BOACTBEHHBIX  IUIOMIAJKAX
NPOM3BOAUTENS JIGKAPCTBEHHOT'O TIperapara Jjisl BETEPHHAPHOIO IpHMEHEHus; (B pen.
®enepanbhbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) apmarieBTHYECKasi COBMECTUMOCTb;

’K) MUKPOOHOJIOTHYECKHUE XapaKTEPUCTHKH,

3) MaTepuaIbHBIN OaJaHC I TPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMKMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB M YKYTIOPOUYHBIX CPE/ICTB;
K) TOKyMEHTaJIbHOE MOATBEPKICHUE (BaTuaaIusl) IPOLecCoB U (W) UX OLICHKA;

J) TpeOOBaHHMS K KaueCTBY BCIIOMOTaTelbHBIX BemecTB (ceprudukar, cnenudukanms Ha
BCIIOMOTaTEJIbHBIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC IIPU OCYHICCTBIICHMU KOHTPOJA KadceCTBa
BCIIOMOTI'aTCJIBbHBIX BCIICCTB,

H) JIOKyMEHTAJIbHOE MOATBEPXkACHUE (BaIMIALMsA) AHATUTUUYECKMX METOJUK, HCIOJIb3YEMBIX IPU
OCYILECTBICHUN KOHTPOJIA Ka4eCTBA BCIIOMOIaTEIbHbIX BEILECTB;

O) I/IH(1)OpMaI_II/I${ 00 HCIIOJIb30BAHMH BCIOMOIaTEIbHBIX BCIICCTB 4YCIOBCUYCCKOI'O M XHMBOTHOI'O
IMPOUCXOKIACHUA,

) HOAIMYHKT. - YTpatui cuiy. (B pen. @enepanbroro 3akona oT 02.08.2019 N 297-03)

p) TpeOoBaHMS K KauecTBY JIEKapCTBEHHOIO Ipenaparta sl BETEpUHAPHOIO IPUMEHEHMS
(cepTudukar, cnenudukaims Ha JeKapCTBEHHBIHN Npenapar ¥ uX 000CHOBaHUE);

C) AHAIIUTUYCCKUEC MCTOAUKH, HCIOJIb3YCMBIC IIpU OCYIICCTBJIICHUU KOHTPOJA KadeCTBa
JICKApPCTBCHHOTO Ipfriaparta JJIsd BETCPUHAPHOTO TPUMCHCHU A,

T) AOKYMCHTAJILHOC MOATBCPIKACHHUC (BaJ'II/I)IaHI/ISI) AHAIIMTUYCCKUX METOJUK, HUCIIOJB3YEMBIX IIPpH
OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOTI'O IIpCIiapara AJjisk BETCPUHAPHOT'O IIPUMCHCHUA

y) IOKYMEHT, MOJTBEP)KIAIOUIMI KadyecTBO JIEKAPCTBEHHOrO IMpernapaTa TpPeX MPOMBIIITICHHBIX
cepuil (IIPOTOKOJ aHAJIM3a WM CEePTU(UKAT aHANIN3a), OHA Cepusi KOTOPOTo JIOJKHA COBNAAATh C
cepueli oOpasia JIeKapCTBEHHOTO Npernapara, oJAaHHOT0 Ha perucTpaluio;

¢) xapakTepucTuKa NpuMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HUCIIOJIb3YCMBIX IIPU OCYHICCTBJICHUU KOHTPOJISI KauCCTBa
JICKApPCTBCHHOTO Ipfriaparta JJIsd BETCPUHAPHOTO IPUMCHCHU A,

11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOT'O IIperapara Jyisi BETEpUHAPHOTO MPUMEHEHUS;

10) xomusi MOKYMEHTa, cojepaiiero WHGOpPMAalUI0 O HAIWYUM WIH 00 OTCYyTCTBHH (DaKTOB
pETHCTpallui JICKAPCTBEHHOTO Tpermapara il BETEPUHAPHOTO TPUMEHEHHUs 3a TpelneamMu
Poccuiickoit @enepanuu;

11) cormacue B mMUCbMEHHOM (opme, MPEeAyCMOTPEHHOE YaCThlO0 7 HACTOSIIEH CTaThH, B CiIydae
pEerucTpali BOCIPOU3BECHHOIO JEKapCTBEHHOIO mpemnapara; (B pea. denepalbHOTO 3aKOHa OT
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13.07.2015 N 241-93)

12) komus JOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOrO B YCTAHOBJIEHHOM TMOpSIKE U
MOATBEPK/IAOIIET0 MPABOMOYHOCTh 3asIBJIICHUSI O TOCYJAapPCTBEHHON PETUCTPALMU JICKAPCTBEHHOTO
npernaparta Jiisi BETepUHAPHOTO IPUMEHEHUs (JIOBEPEHHOCTD).

13) cBemeHuss O TOCYJAapCTBEHHOW PErHCTPAalMd T'CHHO-HHXCHEPHO-MOAM(PHUIINPOBAHHBIX
OpPraHW3MOB, TpEIHA3HAYCHHBIX /ISl BBITYCKAa B OKPYXKAIOIIyI0 cpeay (MpH TocyJapCTBEHHOM
perucTpanyy JEKapCTBEHHBIX NPEnapaToB Ui BETCPUHAPHOTO MNPUMEHEHHS, IOIYYECHHBIX C
INPUMEHEHHEM T'eHHO-WH)KCHEPHO-MOJU(PHUIIMPOBAHHBIX OPraHU3MOB WM COJEPXKALIUX TaKhe
opranu3msl). (B pea. @enepanprHoro 3akona ot 02.08.2019 N 297-D3)

4. Tlpu npOBEACHHH YCKOPEHHOW MPOIEAYPhl 3KCIHEPTU3bl JICKAPCTBEHHOTO Mperapara JUis
BCTCPHHAPHOTO MPHMEHCHUs B IIEIAX €ro TOCYAApCTBEHHOM PErHCTpAlMd BMECTO OTYeTa
pa3paboTurka O pe3ysbTaTax JOKIMHUYECKOTO HCCICIOBAHHS JICKAPCTBEHHOIO CPEACTBA IS
BETCPHHAPHOTO MPUMEHEHUS MOXET OBITh MPEACTAaBICH 0030p HAydHBIX PabOT O pe3yibTarax
JTOKITMHHYECKOT0 HCCICA0BaHHsT Pe(EPEHTHOTrO JICKapCTBEHHOIO Mperapara [Uisi BETCPUHAPHOIO
IPUMCHCHUsI, & BMECTO OTYETA O pPE3yJbTaTax KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
mnpernapara  Juisi  BETEPUHAPHOTO  MPUMEHEHHST OTYET O  Pe3yibTarax  MCCIEHOBaHMI
OMOAKBUBAJICHTHOCTH BOCIPOM3BEACHHOTO JIEKAPCTBEHHOTO TMpErapara Juisi BETCPUHAPHOIO
npumeneHus. (B pea. @exepanbproro 3akona ot 02.08.2019 N 297-D3)

5. Ha skcniepTusy pasjinuHbIX JEKapCTBEHHBIX (POPM OJJHOI'O U TOTO K€ JIEKAPCTBEHHOI'O Iperapara
JUIi  BETEPUHAPHOIO IIPUMEHEHHUs 3asBUTEIb NPEICTABISACT  OTACIbHBIE  3asBJICHUA U
pPEruCTpallMOHHbIE JOChE Ha KaXIYyI0 JIeKapcTBeHHYI0 (opmy. Ilpu ycioBuu onHOBpEeMEHHOM
[10J1a4M Ha SKCIIEPTU3Y OJIHOM JIEKAPCTBEHHOU (DOPMBI C pa3IMUHbIMU J103UPOBKON, KOHIIEHTpALUEH,
00BbEMOM 3asiBUTENb NPEACTABISIET OJHO 3asBJICHUE M PETUCTPALMIOHHOE J0ChE C MPHIOKECHHEM
MAaKeTOB IIEPBUYHOM YNAaKOBKM M BTOPHYHOM ymakoBKM. Ha Makerax NepBHYHOM YNAKOBKU M
BTOPUYHOM YMAKOBKM YKa3bIBalOTCS BCE MPOM3BOAMMBIE JO3UPOBKH, KOHIIEHTpalWH, OOBEMBI U
KOJIMYECTBO JI03 B YIIAKOBKE JIEKAPCTBEHHOTO IMpernapaTa /i BETEpUHAPHOTO MIPUMEHEHHUS. (B pell.
denepanbroro 3akona ot 02.08.2019 N 297-d3)

6. B ciywyae HempencTaBiIeHHs C 3asBJIECHHEM O IOCYAAPCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOIO
mpernapara JUIsi  BETEPUHAPHOTO NPUMEHEHUS JIOKYMEHTOB, MOJTBEPKIAIOUIMX  YIUIATy
TrOCYy/IapCTBEHHOW MOIIJIMHBI U YKa3aHHBIX B IyHKTE 7 4acTH 2 HACTOSIIEW CTaTbU, CBEIECHUH O
JUIEH3UAX, YKa3aHHBIX B MyHKTaxX | M 2 yactu 3 HacTosled CTaTbHU, a TaKKE BbIIABAEMBIX
(mpeocTaBiIsIeMbIX) YHOJHOMOYEHHBIMH (hefiepalbHBIMU OpraHaMM HUCIOJHUTENIBHOW BJIACTH
JIOKYMEHTOB (CBe/IeHUH), YKa3aHHbIX B MMyHKTE 2.1 yacTu 3 HacTosIIEeH CTaTbU, YIOIHOMOYEHHBIN
(benepanbHBI OpraH MCIOJHUTEIBHON BIACTH 3alpallllBaeT YKa3aHHbIE JOKYMEHTHI (CBEICHUsS) B
MOPSAJIKE MEKBEJJOMCTBEHHOTO HH(OPMALIMOHHOTO B3auMoiecTBUS. (B pel. DenepaabHOro 3aK0oHa
ot 27.12.2019 N 478-D3)

7. He pnomyckaercs HCIONb30BaHME B KOMMEPUECKHMX MLENsiX HHGOpManuMu o pe3ypTaTax
JOKJIIMHUYECKUX HCCIENOBAHUM JIEKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HCCIIEIOBaHUMN
JICKAPCTBCHHEBIX IPEIapaToB JJIsI BETCPHUHAPHOI0 IMPUMCHCHUA, Hpe)ICTaBHeHHOfI 3assBUTCIIEM [JIA
rOCyJJapCTBEHHON perucTpalnuy JeKapCTBEHHBIX MPenapaTroB, 0€3 ero corjacus B TEUEHHE IIECTH
JeT C JAaTbl TOCYJapCTBEHHOW perucrpanuu pedepeHTHOro JIeKapCTBEHHOrO Ipenapara B
Poccuiickoit @enepanuu.

8. [epxatenp win BiajeNel] perucTpallMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara Jiuis
BETEPUHAPHOTO MPUMEHEHMsI MpPEJICTaBIsieT B  YINOJIHOMOYEHHBIM  (enepanpHblii  opras
UCTIOJIHUTENILHOW BJIACTH OTYET IO pe3yjbTaraM (papMakoHaA30pa OJMH pa3 B IIECTb MECSIEB B
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TEUEHHE JABYX JIET MOCIIE€ TOCYAApPCTBEHHOM PETUCTPaIINK JIEKAapCTBEHHOT0 npenapara B Poccuiickoit
®depepainu, 3aT€M €XKEroJHO B TEUCHHUE MOCIEAYIOIIUX TPEX JET U B JajbHEUIIEM OJIMH pa3 B TPU
roga. (B pexa. denepansroro 3akona ot 02.08.2019 N 297-D3)

Crarba 18. [lonaya u paccMmoTpeHne 3asiBJICHHS 0 TOCYIAPCTBEHHOM
PErucTPANUU JEKAPCTBEHHOI 0 MPenapara s MeJUINHCKOr0
npuMeHeHnus (B pea. @enepajabHOro 3akona ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

1. Jlmg rocynapCTBEHHOM pErucTpalud JIEKapCTBEHHOIrO Mperapara Il MEIUIMHCKOTO
MPUMEHEHHUS I0PUINYECKOE JIUIIO, NEHCTBYIOINIEee B COOCTBEHHBIX MHTEpEcax WIH YIOJIHOMOYEHHOE
MPEACTABIISITh MHTEPECHI IPYTOro IOPUIAYECKOTO JULA U 3asBIISAIOLICE JICKAPCTBEHHBIN Tperapar Ha
TrOCYy/IapCTBEHHYIO DPETUCTpPALMIO (Jlaiee B HACTOAILIEH CcTaTbe - 3asABUTEINb), NPEICTAaBISIET B
YIOJHOMOYCHHBIH  (efepalbHBIA  OpraH  WCIOJTHHUTEIBHOW  BIIACTH,  OCYIIECTBIISIFOIIHIA
rOCYJJapCTBEHHYIO PETUCTPALMIO JEKAPCTBEHHBIX NPENapaTroB JAJII MEIULIUHCKOTO MPUMEHEHUs, B
IEKTPOHHOH (QopMe W Ha OyMaKHOM HOCHUTENE 3asABICHHE O TOCYJApPCTBEHHON pETHCTpaIud
JIEKApCTBEHHOIO Ipenapara Jyisi MEAUIIMHCKOTO IPUMEHEHUS, a TAKKE B MOPSAKE, YCTAHOBIEHHOM
YIOJHOMOYCHHBIM (heJiepaTbHBIM OPraHOM HMCIIOJTHHTEIHLHOW BIIACTH, B ICKTPOHHOU (hopme m Ha
OyMa)XHOM HOCHUTEJIE HEOOXOAUMBIE JOKYMEHTBI, U3 KOTOPBIX (OPMUPYETCS PErHCTPALOHHOE
JIOChE Ha JIEKAPCTBEHHBIM Npemapar Ijisi METUIMHCKOro npuMeHenus. (B pen. denepaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. B 3asBieHun 0 rocyapCTBEHHON pEerucTpalyu JEeKapCTBEHHOTO IMpenapara Jijisi MeIUIMHCKOTO
npuUMeHeHus ykasbiBatorcs: (B pen. denepanbHoro 3akonHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) HauMMeHOBaHUWE, aaApec 3asBUTEII M MPOU3BOTUTEINS JIGKAPCTBEHHOrO TIperapara Juis
MEAMIIMHCKOTO MPUMEHEHHUS, CBEACHHUS 00 WX PErucTpaly B KauyecTBE HAJIOTOIUIaTeNIbIIUKa B
CTpaHe peructpanuu (I POCCHUHCKUX IOPUAMYECKUX JIMI - UJICHTU(PUKAIUOHHBI HOMEp
Hanororarensiuka (MHH), ans wHOCTpaHHBIX IOPHAWYECKUX IUI] - CTpaHa pPEruCTpaIui,
HAaNMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, perucTpalMOHHBIN HOMEp, KOJ HaJOroIJIaTeIbIIuKa B
CTpaHe perucrpanuu (MHKOPMOpAlMU) WJIM €ro aHajlor) MU aJpec MecTa OCYIIECTBICHUS
MIPOM3BO/JICTBA JICKAPCTBEHHOTO Tperapara (B cliydae HAIMYUS HECKOJBKUX YYaCTHHKOB TpoIiecca
€ro MpOU3BOJICTBA HEOOXOIMMO yKa3aTh KaKIOTO YYaCTHHKA B COOTBETCTBUU C OCYIIECTBISIEMOM
cTaauei mpousBojcTBa); (B pea. denepanpHoro 3akona ot 28.12.2017 N 425-D3)

2) HaMMEHOBaHUE JIEKAPCTBEHHOTO Tpernapara A METUIIMHCKOTO MPUMEHEHHUs (MEXIyHapoIHOe
HENIATCHTOBAHHOE, WJIM TPYIIIUPOBOYHOE, WM XHMHUYECKOE M TOPrOBOE€ HAaWMEHOBaHWS); (B peil.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) mepeveHb ICHCTBYIOIIMX U BCIIOMOTATEIbHBIX BEIIECTB, BXOMAIIMX B COCTAB JICKAPCTBEHHOTO
npenapara Juisi MEJUIMHCKOTO MPUMEHEHUS, C yKa3aHHWEM KOJIMYECTBa KaKAOTO M3 HUX; (B pel.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) nexapcTBeHHas ¢opma, JTO3MPOBKA, CIMOCOOBI BBEJACHHS W TNPUMEHEHHS, CPOK TOJHOCTH
JIEKapCTBEHHOI'0 Tpernapara il MEIUIMHCKOTO NMpuMeHeHus; (B pen. denepanbHOTrO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) bapmakoTepaneBTHdecKas rpymnmna, KoJ aHaTOMO-TEPANEeBTUYECKO-XUMUIECKON Ki1accu(ukaImm,
PEKOMEHJIOBaHHOW BceMupHOW oOpraHu3anued 31paBOOXPAHEHUS, 3asBISAEMbIC IOKa3aHUSA IJIs
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MPUMEHEHHUS JICKaPCTBEHHOTO TIperapara JUlsl MEIUIIMHCKOTO npuMeHeHus; (B pea. PeaepanbHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) oTcyTcTBHE HEOOXOAMMOCTH TIPEAOCTABICHHS OTYETa O pe3ylabTarax KIMHHUYECKOTO
UCCJICIOBAHMSI, UCCIIEIOBaHUS OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Iperapara, pa3peuieHHOro
JUTST. METUIIMHCKOTO npuMeHeHus: B Poccuiickoit @enepanuu 6oee IBaaaTH JET, ¢ YKa3aHHEM
HOPMATUBHBIX IPABOBBIX AaKTOB, IMOATBEPXKAAIOIIMX JAaHHBI CpPOK NpUMEHeHHs; (B pel.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7) HeoOxomuMOCTh OoGopMIICHUST pa3pelieHuss Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOU
NapTUU  3apETUCTPUPOBAHHBIX M (WJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB,
NpelHa3HAYEHHBIX JJIi TPOBENEHUS  OKCIEPTU3bl  JIEKApCTBEHHBIX CPEACTB B LEJAX
rocyJIapcTBeHHOM peructpanuu; (B pen. @enepanbuoro 3akoHa ot 22.12.2014 N 429-d3 (pea. ot

13.07.2015))

8) HEoOXOAMMOCTh MPOBEACHHS AKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX IS OIpEICICHUS
BO3MOXHOCTH pacCMaTpUBATb HeKapCTBeHHBIﬁ npemnapar misd MCAUIOHUHCKOIO0 IPUMCHCHHUSA IIpU
OCYILIECTBIICHMH TOCYJapCTBEHHOW pErucTpandd B KadecTBe Op(aHHOro JIeKapCTBEHHOTO
npenapara; (B pea. enepanbaoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

9) HEeoOXOIUMOCTh MPUMEHEHHUS YCKOPEHHOW MPOIEeyphl SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCY/NapCTBEHHON PErMCTpallii JEKapCTBEHHOTo Ipemnapara; (B pea. denepanbHOro 3aKoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) xomuu [JOKYMEHTOB, NOATBEPXKAAIOIIMX YIUIATy TOCYAAPCTBEHHOW MOLUIMHBL: (B pe.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

a) 3a MPOBEACHHE DKCIEPTU3bl JOKYMEHTOB, HPEACTABICHHBIX JUIS ONPEACICHHUS BO3MOXKHOCTH
paccMaTpuBaTh JIeKapCTBeHHI)If/i npemnapar ajdd MCIUIUHCKOTO NPUMCHCHUS IIPH OCYIICCTBICHHUUN
rOCyJJapCTBEHHOM perucTpaluu B KayecTBe Op(aHHOro JIEKapCTBEHHOIrO Ipenapara; (B pei.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) 3a mpoBeleHUE HKCHEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCHEPTHU3bl OTHOIICHHUS
0XKMJIaeMOM TOJIb3bl K BO3MOXXHOMY PHCKY TNPUMEHEHHS JIEKapCTBEHHOIO Ipenapara,
pa3pelieHHoro i MeAUIMHCKOro puMeHeHus B Poccuiickoit denepanuu Oonee aBaanaTu JieT,
IpU  OCYIIECTBIEHUU TOCYAApCTBEHHOW pETUCTpAllMU JIEKapCTBEHHOrO Tpemapara; (B pen.
denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

B) 3a MPOBEJCHHE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOT'O CPEJICTBA M IKCHEPTHU3Bl OTHOIICHUS
OXHJAeMOW TOJBh3bl K BO3MOXHOMY PHCKY TPUMEHEHHUs JICKapCTBEHHOTO Ipernaparta JJis
MEAWIIMHCKOTO TMPUMEHEHHsI MPH €ro ToCyAapCTBEHHOW peructpauuu; (B pen. deaepaabHOro
3akoHa or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

I') 3a TNPOBEACHHUE JKCIIEPTH3bl KAavyeCcTBa JICKAPCTBEHHOT'O CPEJICTBA W IKCIEPTH3bI OTHOIICHHS
OXXKMJAeMOW TONBh3bl K BO3MOXHOMY PHCKYy TpPHUMEHEHHUs JIEKapCTBEHHOTO Ipernapara Jis
MEJWIIMHCKOTO  TIPUMEHEHHWs, B  OTHOIIEHWH KOTOPOTO  MPOBEJACHBI  MEXKIYHAPOIHBIC
MHOTOIICHTPOBBIE KIMHUYECKHE HCCIEIOBaHUs, YacThb M3 KOTOPBIX MpoBeleHa B Poccuiickoii
®deneparivl, TP OCYIMIESCTBICHHH TOCYJIAPCTBEHHON PETUCTPAIMN JISKAPCTBEHHOTO Tpernapara; (B
pen. @enepanbHoOro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

11) mamuuue coriacusi MPOU3BOJIUTENS JICKAPCTBEHHOTO TMperapaTra, MPOU3BOJICTBO KOTOPOTO
ocyuecTBisiercs 3a npeaenamu Poccuiickoit @exnepanuu, Ha TMPOBEAECHUE WHCIEKTUPOBAHUS
MPOU3BOJUTENSI HA COOTBETCTBHE TpPEeOOBaHMSIM TIpaBWJI HAJICKAIIEH MPOU3BOJCTBEHHOMN
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npaktuk; (B pea. @eaepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

12) manuume coryiacusi, MpeayCMOTPEHHOTO YacThio 18 Hactosmel crateu; (B pea. denepanpHOro
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

13) yxazaHue BHJIa JIEKapCTBEHHOI'O Mpenapara, MpeICTaBICHHOr0 Ha peructpanuio (pedepeHTHbIN
JICKapCTBEHHBIN Tpernapar, BOCIPOM3BEACHHBIN JIGKAPCTBEHHBIA IMpermapar, OUOJOTHYCCKUI
JIEKapCTBEHHBIA  TIpemapar, OWOaHAJIOTOBBIH  (OMOMOJOOHBIN)  JICKAPCTBEHHBIM  Mperapar
(Omoanasior), TOMEONATHYECKHH JIEKAPCTBEHHBIH TIperapar, JEKapCTBEHHBIH pPAaCTUTEIbHBIN
npenapar). (B pexa. Deaepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3. PerucrtpanmuoHHOE 10Che€ Ha JIEKAPCTBEHHBIM Mpenapar isi MEJAUIUHCKOTO TMPHUMEHEHUS
npegocraBisieTcs B Gopme 00IIEro TEXHUYECKOro MOKyMeHTa. (B pea. depepanbHOro 3aKOHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

4. Paznen MOKyMEHTAIMK aIMAHUCTPATUBHOTO XapakTepa BKItodaeT B ceOsi: (B pea. DenepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) 3asBiIeHHE O rOCYJApCTBEHHON pErucTpaluy JEKapCTBEHHOrO IpenapaTa s MEeIUIUHCKOIo
NPUMEHEHHS B AJIEKTPOHHOU (opme n Ha OymakHOM HocuTene; (B pen. denepanbHOro 3aKoHA OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

2) KOIHWI0 JIOKyMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOrO0 B YCTAaHOBICHHOM IIOPSIIKE H
MOJTBEPKIAIONICTO [PABOMOYHOCTh  3asBUTEINIS  [0JIaBaTh 3asBICHHE O TOCYAApPCTBEHHOM
pEeTHCTpaIyK JIGKAPCTBEHHOTO Mpenapara Uit MEIUIITHCKOTO IPUMEHEHUS (JIOBEPEHHOCTH); (B pe/l.
®denepanpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

3) cBemeHus O JaTe MPEAOCTABICHHMSI M PErMCTPALMOHHOM HOMEpE JIMLEH3UU Ha MPOMU3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB WM CBEIAEHUS O JAAaTe IIPENOCTaBICHUsS W PErMCTPALlMOHHOM HOMeEpe
3aKJIIOYEHUST O COOTBETCTBUHU IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM IpPaBUII
HaJJIeXxalled MpPOM3BOACTBEHHON NPAKTUKH, BbIJIAHHBIX (MPEAOCTaBICHHBIX) YIOJIHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIHOJIHMUTENBHOM BIIACTM B OTHOIIEHUH NPOU3BOJCTBEHHOW IUIOIIAIKU
PETHCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpErapara, B Cly4ae, €CIU IPOU3BOJACTBO JIEKAPCTBEHHOIO
npenaparta ocymectBisgercss B Poccuiickoit ®enepauuu; (B pen. PenepanabHbIX 3aKOHOB OT
22.12.2014 N 429-93 (pex. ot 13.07.2015), ot 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

4) KOMHIO TIPEJIOCTABICHHON YIIOJIHOMOYCHHBIM OPraHOM CTPaHbl TMPOW3BOJIUTENS JIUIICH3UU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O TMperapara W €€ IepeBOJ] Ha PYCCKUN S3BIK, 3aBEPCHHBIC B
YCTaHOBJICHHOM TOPSJKE, a TakKXKe KOMHIO 3aKIIOYCHHUS O COOTBETCTBUU IPOU3BOIUTEIIS
JICKApCTBCHHBIX CPEACTB TPEeOOBAHUAM TPABUIJI HAJICKAIICH MPOM3BOJCTBCHHON IMPAKTHKH,
BBIJJAHHOTO YIIOJIHOMOYEHHBIM ()eiepalibHbIM OPTaHOM HCIIOJHUTEILHON BJIACTH B OTHOIICHHU
MIPOM3BOJICTBEHHOM IIJIOIIAKA PErHMCTPUPYEMOTO JICKAPCTBEHHOTO TMperapara, WIH KOIHIO
pelIeHHs YIOJTHOMOYEHHOTO (heJepallbHOr0 OpraHa WCIIOJIHUTEILHOW BJIACTH O TIPOBEICHHUH
WHCIIEKTUPOBAHUS TTPOM3BOJUTEINSA JICKAPCTBEHHBIX CPEJACTB, B Ciy4ae, €CJAH IPOU3BOJICTBO
JICKApCTBEHHOTO IMperapara OCYIISCTBIsIeTCss 3a mpenenamu Poccuiickoit ®enepanuu; (B pei.
denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 04.06.2018 N 140-P3, ot
27.12.2019 N 478-®3)

5) OpOEKT MHCTPYKIMH [0 METULIUHCKOMY PUMEHEHUIO JICKAPCTBEHHOTO Mpemnapara, coaepxalien
cienytomue cBenenus: (B pea. DenmepanbHOro 3akona or 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

a) HAaUMEHOBAaHUE JIEKAPCTBEHHOTO Mpemnapara (MEXIyHapOJHOE HEMaTeHTOBAaHHOE, WU



https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=360586#l140
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1205
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=360586#l140
https://normativ.kontur.ru/document?moduleid=1&documentid=360586#l140
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l963
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l963

TPYHNIUPOBOYHOE, WM XMMHYECKOE U TOProBoe HauMeHOBaHus); (B pea. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-3 (pen. ot 13.07.2015))

0) nekapcTBeHHas opma ¢ yKazaHHEM HAUMEHOBAHHMHA M KOJMYECTBEHHOTO COCTaBa JICHCTBYIONINX
BEUIECTB M KAUYECTBEHHOIO COCTaBa BCIIOMOTATENbHBIX BeIIeCTB (IpU HEOOXOIMMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOIAaTEIbHBIX BeELIECTB); (B pea. PenepaibHOrO 3aKkoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

B) ONMCAHKE BHEIIHETO BUJA JICKAPCTBEHHOTO Mpernapara s MeIUIIUHCKOTO MPUMEHEHHUS;, (B pel.
denepanbpHOro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

r) GU3HKO-XUMHYECKHE CBOMCTBA (11 paauodapMarieBTUIECKUX JEKapCTBEHHBIX MperapaToB); (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

n) dapmakoTeparneBTHYECKas TPyIIa, KOJA JEKApCTBEHHOTO Mpermapara Uisi MEAUIMHCKOTO
IPUMEHEHHST [0 aHATOMO-TEPANCBTHUCCKO-XUMHUYECCKON KIaCCH(UKAUK, PEKOMEHIOBAHHON
BcemupHO# opraHu3aluei 3JpaBoOXpaHeH s, WK yKa3aHUe "TOMEONATHYCCKHUIA JICKapCTBEHHBIH
npenapar"; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

e) papmakoguHamMuKa 1 (papMaKOKMHETHKA (32 UCKITIOYCHHEM (DapMaKOKWHETHKH TOMEOITATHICCKUX
JICKApPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JEKAPCTBEHHBIX MpenaparoB); (B pea. deaepaabHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

)K) TIOKa3aHus I npuMeHeHus; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. or

13.07.2015))

3) NPOTUBOIIOKA3aHUs JJs npuMeHeHus; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

M) Mepbl IPEJOCTOPOKHOCTU MpU IpuMeHeHuu; (B pexn. denepanpHoro 3akoHa or 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

K) YyKa3aHHE BO3MOXKHOCTH M OCOOEHHOCTEH IpHMEHEHHs JEeKapCTBEHHOro mpernapara s
MCIUIUHCKOI'0 IMPUMCHCHUA 6CpeM€HHI>IMI/I KCHINMHAMH, JKCHINWMHAMU B TIEpHUOA TPYAHOTO
BCKapMJIMBaHMs, JETbMH, B3POCIBIMH, HMMEIOIUMH XpOHUYECKHe 3abojeBaHus; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

J) peKHUM JO3UPOBAHUS, COCOOBI BBEIECHUS U MPUMEHEHHs], IPH HEOOXOJIUMOCTH BpeMs IpHeMa
JIEKapCTBEHHOTI'O IpenapaTa il MEIUIUHCKOIO IPUMEHEHHUSI, IPOJIOJKUTENLHOCTD JICYEHUS], B TOM
qucie y JeTei 10 U mocie oAHoro rona; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

M) BO3MOXXHbIE HEXeJlaTelIbHble pEaKUUU NpU NPUMEHEHHM JIEKapCTBEHHOrO IpernapaTta i
MeIUIUHCKOro npuMmeHeHus; (B pen. deaepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

H) CHUMITOMBI IIE€PEeO3UPOBKH, MEpHl 10 OKA3aHUIO TOMOIIM IpH Nepeao3upoBke; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) B3aMMO/ICHCTBHE C IPYTUMH JICKAPCTBEHHBIMH TIperiapaTamMu | (WJIH) MTUAIIEBBIMU TTPOYKTaMH; (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) (opMbI BBIIyCKa JIEKApCTBEHHOro mpemnapata; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

p) ykazaHue (MpH HEOOXOAMMOCTH) OCOOCHHOCTEH JIeHCTBHS JIEKapCTBEHHOTO Iperapara Juls
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MEJMIIMHCKOTO TPUMEHEHHUS TIPH TEPBOM TpHEMEe WM IpH ero otMmeHe; (B pex. demepanibHOTrO
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) onrcanue (Ipu He0OXOAUMOCTH) NeHCTBHIA Bpaua ((enpamepa) u (MIK) MaueHTa mpy IpoIycKe
npreMa OJHOM WJIM HECKOJIBKHMX J103 JIEKapCTBEHHOI'O Ipernapara sl MEAULUHCKOrO IPUMEHEHUS;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

T) BO3MOXHOE BIIMSIHHE JICKAPCTBEHHOrO IIpermapara Ui MEAMIIMHCKOrO TPHMEHEHHUsS Ha
CIIOCOOHOCTh yNPaBIATh TPAHCHOPTHBIMU CpelcTBaMu, MexaHm3mamu; (B pen. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

y) CpPOK TOAHOCTM U YyKa3zaHHWE Ha 3alpeT MNPUMEHEHHS JIEKapCTBEHHOro TMpemnapara Juis
MEJUIIMHCKOTO MPUMEHEHHUS IO HUCTEUEHUU CpPOKa TOAHOCTH; (B pea. DeaepanbHOro 3akOoHAa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

¢) ycrnoBusi xpanenus; (B pen. PenmepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

X) yKa3zaHHE Ha HEOOXOJMMOCTh XpaHCHHUs JICKAPCTBEHHOrO Iperapara i MEIUIUHCKOTO
MPUMEHEHHUS B MECTaX, HEJOCTYIHBIX IS AeTeil; (B pen. DenepanbHoro 3akoHa oT 22.12.2014 N
429-03 (pen. ot 13.07.2015))

1) yka3zaHue (mpu HEOOXOJUMOCTH) CHEIHAIbHBIX MEp MPEJOCTOPOXKHOCTH IPU YHUUTOXKEHUU
HEHCIOIb30BaHHBIX JICKAPCTBEHHBIX TIPEMapaTroB ISl MEAWIMHCKOTO NpUMEHEHHs; (B pel.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) ycioBus oTycka; (B pea. @exepanbpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

II) HAMMEHOBAHMS W aJpeca IPOU3BOACTBEHHBIX IUIOMIAJIOK IPOM3BOAMTEINS JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

II) HAaWMEHOBAaHWE, aJpeC OPraHW3allMH, YIOJHOMOYEHHOW JepKaTelieM WM BIaJebleM
PETUCTPALIMOHHOIO YJOCTOBEPEHUS JIEKApCTBEHHOTO INpemnapara Ui MEAUIMHCKOTO NMPHUMEHEHUs
Ha MPUHATHE NpeTeH3ull oT notpebutens; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

6) MHCTPYKIIMIO TI0 MEIUIIMHCKOMY MPUMEHEHHUIO WA KPATKYIO0 XapaKTEPUCTUKY JIEKApCTBEHHOTO
npernapara, yTBep>KJIeHHbIe B CTpaHe mpou3Boautens; (B pea. denepansHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

7) IPOEKThl MAKETOB MEPBUYHOMN yIIAKOBKU M BTOPUYHOMN YIIaKOBKH JIEKAPCTBEHHOI'O IIpernapaTa Jijis
MeIUIUHCKOro npuMmeHeHus; (B pen. deaepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

8) HpOeKT HOPMATHBHOM JOKyMEHTAllMM WJIM HOPMAaTHBHOTO JOKYMEHTa Ha JIEeKapCTBEHHBIN
npenapar s MEIWLMHCKOrO NPUMEHEHHUs MO0 yKa3zaHHE COOTBETCTBYIOLIEH (apmakonenHoM
cratb; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) MOKyMEeHT, cojaepkalMii WHPOPMALMIO O HAJMYUU WM 00 OTCYTCTBHM (DAKTOB pErucTpaluu
JIEKapCTBEHHOr0 Mpemnapara IJjisi MEIUWIMHCKOrO TPUMEHEHHs 3a mnpenenamu Poccuiickoit
denepanny; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

10) xomuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSJIKE U MOATBEPKAAOIUX (HaKT
pEerucTpaluy JIEKapCTBEHHOTO Mpernapara B MHOCTPAHHBIX T'OCYAapcTBaX B KadecTBe OpdaHHOTO
JIeKapCTBEHHOTO Tmpemnapara; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot
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13.07.2015))

11) mnman ympaBiaeHHWS pHCKaMH JUIs OWOJOTMYECKUX JIEKAPCTBEHHBIX IIPENapaTtoB  JUIs
MEAMLMHCKOrO0 NpuMeHeHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

12) nokymeHT o cucreMe (apMakoHaA30pa JEpKaTeNss WIH BJIaJeiblla PETUCTPALMOHHOTO
YIAOCTOBEpPEHUs JIEKapCTBEHHOro Tmpemnapara; (B pea. denepanbHOro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

13) noKyMeHT, NMOATBEPXKAAIOIIMN KAyecTBO JIEKAPCTBEHHOI'O IIpernapaTa TpeX MPOMBIIUIEHHBIX
cepuii (IPOTOKOJ aHallM3a UM cepTU(UKAT aHAIKM3a), OJHA CEPHsl KOTOPOro JOHKHA COBHAAATh C
cepueil oOpasia JeKapcTBEHHOT O IpenapaTa Ui MEAULIMHCKOTO MTPUMEHEHHS, IPEACTABICHHOTO Ha
rocyJIapCcTBEHHYI0 peructpaiuto. (B pen. dGenepanpHoro 3akona ot 22.12.2014 N 429-P3 (pen. or

13.07.2015))

5. Paznmen xumuueckoi, apMaleBTUUECKOH M OMOJIOTHYECKON JTOKYMEHTAIlMH BKJIIOYAeT B CeOs
JIOKYMEHTHI, cojlepkaniue uHpopMamuio o (apManeBTHICCKOW CyOCTaHIIMM U JICKAPCTBEHHOM
npenapare JIs MEJUIMHCKOTO HMPUMEHEHHMs, IPOLECCe €ro MPOU3BOJICTBA U METO/AAX KOHTPOJIS
KauecTBa, B ToM uucie: (B pen. denepampHoro 3axkoHa ot 22.12.2014 N 429-®3 (pexa. ot

13.07.2015))

1) KOmHIO TOKYMEHTA, COJICPIKAIIETO CICIYIOITY0 HHPOPMAIUIO 0 (hapMaleBTHIECKOH CyOCTaHIINN
Wi (papManeBTUICCKUX CyOCTaHIUAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOTO IIperapara, 3a
UCKJTFOUEHHEM HHpopManuu o (hapMaleBTHUECKUX CyOCTaHIIUAXK, BKIFOYCHHBIX B TOCYapCTBEHHBIN
peecCTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU CO cTaThel 34 HacTosmero derepabHOTO 3aKOHA:
(B pen. @enepanbHpIXx 3akoHOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 27.12.2019 N
462-D3)

a) HauMeHOBaHME (hapMaleBTUUECKOM cyOCTaHIIMU, €€ CTPyKTypa, oOIiue CBOWCTBa; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) HauMeHOBaHue U ajipec npousBoauTes; (B pea. DenepanbHoro 3akoHa oT 22.12.2014 N 429-d3
(pem. ot 13.07.2015))

B) TEXHOJIOTUSI MPOU3BOJACTBA C ONMUCAHHEM CTaJWHi MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
cTagusx mnpousBoAcTBa; (B pea. PdenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

') ONMMCaHKe pa3pabdOTKU Ipolecca Mpou3BoACTBa; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

) ONMCaHUE KOHTPOJISI KPUTUUYECKUX CTAIUH TTPOU3BOJICTBA U TIPOMEKYTOUHOW MPOAYKIHH; (B PE/l.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

€) JOKyMEHTaJIbHOE TMOATBEPXKIACHUE (BaJdMIalMs) MHpOIeccoB M (MJIM) UX OIEHKa; (B pex.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

’K) CBOICTBA U CTPYKTypa AeHCTBYIOMUX BellecTs; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3) XxapakTepuctuka npumeceit; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

n) cnernudukanus Ha GapManeBTUUECKYI0 CyOCTaHIIUIO B €€ 00ocHOBaHwue; (B pen. denepanpHOro
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3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

K) aHaJUTHYECKUE METOAMKH, HCIOJb3yeMble TMpPU OCYIIECTBICHUH KOHTPOJS KadecTBa
dapmaneBTuueckoit cybcranuy; (B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-@3 (pex. ot

13.07.2015))

J) TOKYMEHTAJIbHOE MOATBEPXKACHUE (BATHMIAIMS) aHAIUTHUICCKUX METOJHK, WCIIOIB3yEeMbIX IPH
OCYIICCTBJICHUU KOHTpPOJIA KadecTBa (hapMarieBTHdeckoi cyOctanuuu; (B pen. DemepanbHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3yJbTaThl aHAM3a cepruil (hapmareBTHUECKO cyOcTanuuy; (B pen. denepaibHOro 3aKoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

H) MepeUeHb CTaHIAPTHBIX 00PA3I0OB MM BEUIECTB, UCMOJB3YEMBIX MPU OCYIIESCTBICHUH KOHTPOJIS
KadecTBa; (B pexa. emepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) OINMCAHHME XAPAKTCPUCTUK U CBOWCTB YMAKOBOYHBIX MATEPHAJIOB U YKYIOPOUYHBIX CPEICTB; (B
pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) JaHHbIE O CTa0WJIBHOCTH (papmMaleBTUUYecCKo cyOctanumu; (B pen. denepaqbHOr0 3aKOoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

p) cpok roguoctH; (B pea. denepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1.1) B oTHOmeHHH (apMalleBTUYECKUX CyOCTaHIMA, BXOAALIMX B COCTaB JIEKaPCTBEHHOTO
Inpemnapara U BKIOUYCHHLIX B FOCYI[apCTBeHHBIfI peeCTp JICKAPCTBCHHLIX CPCACTB B COOTBCTCTBHUU CO
cratbeil 34 Hacrosmero denepasbHOrO 3aKOHA, - KOIUS JOKYMEHTa, COJCPIKAIEro CIEAYIOIIYTO
uHdopmarmio: (B pen. PenepanbHoro 3akona ot 27.12.2019 N 462-D3)

a) HaMMEHOBaHME (papMaIleBTUYECKONW CyOCTaHIMHU, €€ CTPYKTypa, oOmue cBoicTBa; (B pell.
denepanbHOro 3akona or 27.12.2019 N 462-D3)

0) HaMeHOBaHHUE | ajpec nmpousBoauTes; (B pea. PenepanbHoro 3akona ot 27.12.2019 N 462-D3)

B) pe3yJbTaThl aHaJIM3a cepuil apmaneBTHUYecKo cyOcTtanuuy; (B pel. denepanbHOro 3aKOHa OT
27.12.2019 N 462-D3)

) cpok rogHoctH; (B pen. DenepanbHoro 3akona ot 27.12.2019 N 462-D3)

2) IOKyMEHT, COAEpKalINi CIeTyIOIUe CBECHHS O JIEKAPCTBEHHOM IIpenapare Al MeIULMHCKOrO
npumMeHeHust: (B pea. PenepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) ONMHCAaHWE W COCTAaB JICKAPCTBEHHOI'O TWperapara i MEAWIIMHCKOrO0 TPHMEHEHUs; (B pei.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) onucanue papMaleBTHUECKON pa3paboTku (000CHOBaHME BBIOOpa COCTaBa, IEPBUYHON YIIaKOBKU
U uHOrO); (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

B) TEXHOJIOTUS MPOU3BOACTBA C ONMCAHUEM CTaJAWM MPOU3BOJCTBA MU METOJOB KOHTPOJS Ha BCEX
cTaausx mnpousBojacTBa; (B pen. denepanmpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I) ONHMCAaHHE KOHTPOJI KPUTUYECKHX CTaJuil Ipolecca MNPOM3BOJICTBA MU MPOMEXKYTOUHOM
nponaykuuy; (B pen. enepanproro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

I[) HAaMMCHOBAHUC U aApCC MCECTA OCYIICCTBIICHUA ITPOU3BOACTBA JICKAPCTBCHHOI'O IIpCriapaTa IJIA
MCIUIUHCKOI'0 NPpUMCHCHUA (B ClIydac HAJIN4YHA HECKOJIBKHUX YYaCTHHUKOB ITpOLECCa IMPOU3BOACTBA
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HE0OXOAMMO yKa3zaTh Kakaoro u3 Hux); (B pen. denepanbpHoro 3akoHa ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

e) ¢apmareBTHYECKasi COBMECTUMOCTb; (B pen. DenmepanpHoro 3akoHa or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

) MUKPOOHOJIOTHUYECKUE XapaKTEPUCTHKH; (B pea. DenepanbHoro 3akona ot 22.12.2014 N 429-D3
(pexn. ot 13.07.2015))

3) MaTepHabHBIA OayaHc IS MPOM3BOJACTBA CEPUH T'OTOBOIO MPOJyKTa; (B pea. PeaepaabHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OIUCAHUE XAPAKTEPUCTHK W CBOWCTB YIMAKOBOYHBIX MATEPHAJIOB M YKYIOPOYHBIX CPEACTB; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

K) JIOKYMEHTAJIbHOE MOJATBEPKACHHE (BaTHIALIMs) TPOLIECCOB TPOU3BOACTBA U (WJIM) UX OLICHKA; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

J) TpeOOBaHMA K KauyecTBY BCIIOMOTATeNbHBIX BemecTB (ceprudukar, cnenuduranus Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA M MX 000CHOBaHME); (B pen. DeaepanbHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

M) QaHaJUTUYECKUE METOJIUKH, HCIOIb3yEMble TP OCYIIECTBIEHUU KOHTPOJS KadyecTBa
BCIIOMOTATENIbHBIX BemecTB; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/I,I[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, HUCIIOJBb3YCMBIX IIPU

OCYILECTBJIEHMH KOHTPOJIsSI KA4eCTBA BCIIOMOraTeNIbHBIX BEILECTB; (B pel. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uHpopManus 00 HCIIOJIBF30BAaHUU BCIIOMOTATEIbHBIX BEIIECTB YEIOBEYECKOTO M IKHBOTHOTO
npoucxoxaeHus; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

n) uHpopMalus 00 MCIOIB30BAaHWU HOBBIX BCIIOMOTATENBbHBIX BelIecTB; (B peln. dDeaepanbHOroO
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeOoBaHMS K KayecTBY JICKApCTBEHHOTO TMperapara JUisi MEIUIIUHCKOTO IPHMEHEHHUS
(ceptudukar, crneuuduKanus Ha JEKapCTBEHHbIM mpemapar W uX O0OOCHOBaHME); (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

C) AQHAIUTUYECKUE METOJUKH, UCIOJIb3yeMble TMPH OCYIIECTBICHWU KOHTPOJIS KadecTBa
JIEKAapCTBEHHOT'0 TIperapara il MEIUIIMHCKOTO NMpuMeHeHus; (B pen. denepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

T) JIOKyMEHTaJIbHOE MOJTBEpXKJIeHUE (BalMJalMsl) aHATUTHUYECKUX METOJHK, MCIOJIb3YeMbIX IMpH
OCYIIECTBIICHINH KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOTO Iperapara JUisi MEAUIIMHCKOTO TPUMEHEHHS;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

y) pe3yJbTaThl aHAIM30B CEPHU JICKAPCTBEHHOTO Ipemnapara JJis MEJIUIMHCKOTO NMpUMEHEHUS; (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

¢) xapakrepuctuka npumeceit; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

X) MEepedYeHb CTaHJAPTHBIX 00pa3lOB, MCMOJIb3YEMBIX NPH OCYLIECTBICHWU KOHTPOJS KauecTBa
JIEKapCTBEHHOT0 IpenapaTa Julsi MEIULMHCKOro IpuMeHeHus; (B pen. denepanbHOro 3akoHa OT
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22.12.2014 N 429-93 (pen. ot 13.07.2015))

I) JaHHBIE O CTAOMJIBHOCTHU JIGKAPCTBEHHOTO Ipenapara Jjisi MEAMLIUHCKOTO MPUMEHEHHUs. (B pell.
denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6. Paznen apmakosornyeckoil, TOKCUKOJIOIMYECKON TOKyMEHTAllUK BKIIOYAeT B ce0sl OTYETHI O
pe3yibTaTax JOKIMHUYECKUX HCCIACAOBAHUM JIEKAPCTBEHHOTO CPEACTBA ISl MEAMIIMHCKOTO
npuMeHeHus, B ToM uucie: (B pen. denepanbHoro 3akona or 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

1) otuet o (hapmMakoMHAMUYECKUX HCCIEN0BaHUsAX; (B pea. PeaepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

2) otueT 0 hapMaKOKMHETHUECKHUX UcCienoBanmsx; (B pea. PenepanpHoro 3akoHa oT 22.12.2014 N
429-03 (pen. ot 13.07.2015))

3) OTYET O TOKCHKOJOTHYECKUX HCClIeIoBaHUsAX. (B pea. DemepanbHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

7. Paznmen KIMHUYECKOW TOKYMEHTAIMW BKIIOYAeT B ce0S OTYETHI O pe3yJibTaTax KIMHUYCCKHX
WCCJICIOBAHMM JICKAPCTBECHHOTO TIperapara i MEeAUIIMHCKOTO MPUMEHECHHSI, B TOM YHCIe: (B pejl.
DdenepanpHOro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) oryersl 00 WUCCIEIOBAaHUAX OHOMOCTYITHOCTH M OWOIKBHBAICHTHOCTH, HCCICIOBAHHUSAX,
YCTaHABJIMBAIOIINX KOPPEISALUIO PE3yJIbTAaTOB, MOJIYUYSHHBIX B YCIOBHUX IN VItro u in Vvivo; (B pex.
®denepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

2) oTueTsl 0 (hapMaKOKMHETHYECKUX HCcenoBanusax; (B pen. PenepanbHoro 3akona ot 22.12.2014
N 429-@3 (pex. ot 13.07.2015))

3) oT4eTsl 0 papMaKOAMHAMUYECKUX HCCIeAoBaHuAX; (B pea. DenepanbHOro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

4) oT4eTHI 0 KITMHUYECKHX UccleqoBaHusIX 3¢ hekTuBHOCTH U Oe3omacHocTy; (B pen. denepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) OT4EeT O MOCTPETUCTPALIMOHHOM OMbITE MpUMEHEHUs (Mpu Hamuuuu). (B pen. deaepanbHOro
3aKkoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

8. TpeboBanus k 00beMy HH(MOPMAITUH, TPEIOCTABISIEMON B COCTaBE PETUCTPAIMOHHOTO J10CHE, JJIs
OTJIEIbHBIX BUJIOB JIEKAPCTBEHHBIX MPENApaTOB Il MEAULIMHCKOIO IPUMEHEHNS yCTaHABINBAIOTCS
YIOJHOMOYEHHBIM (eiepalibHbIM OpraHOM HMCIOJHUTENBbHOM BiacTu. (B pel. denepanbHOro 3akoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. B OTHOIIEHNH JIEKAPCTBEHHBIX MPENAPATOB, PA3PELIEHHBIX 11 MEAMIIMHCKOTO MPUMEHEHUs B
Poccutickoit deneparuu O6osee ABAAIATH JIET U B OTHOIIIEHUH KOTOPBIX HEBO3MOXKHO MPOBEIACHUE
UCCIICIOBAaHUA WX OMOIKBUBAICHTHOCTH (32 HCKIIIOUEHHEM OHOJOTHYECKHX JIEKApPCTBEHHBIX
mpenaparoB),  JIONMYCKAaeTCs  BKJIIOYEHHWE B coctaB  pazaena  (apMaKOJOTUUYECKOH,
TOKCHKOJIOTHYECKOM JIOKYMEHTAallUM M pa3jefia KIMHUYECKOM JOKYMEHTAllMM BMECTO OTueTa
pazpaboTunka O pe3yJbTaTax COOCTBEHHBIX JOKIMHHUYECKUX WCCIICIOBAaHUM JIEKApCTBEHHBIX
CPEACTB W KJIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHBIX IMpEnapaToB JUIsi MEIUILUHCKOTO
npuMeHeHHuss 0030pa Hay4yHBIX pabOT O pe3yibTaTaX JOKIMHUYECKHUX  HCCICIOBAHUN
JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEJOBAaHUN JTAHHBIX JIEKAPCTBEHHBIX IpEnapaTroB, B
TOM YHCJIC BKJIKOYAA OIIBIT UX HOCTpeI‘I/ICTpaHI/IOHHOFO HpI/IMeHeHI/ISI. (B pen. d)e)lepam)HHx 3aKOHOB
0T 22.12.2014 N 429-®3 (pea. ot 13.07.2015), o1 27.12.2019 N 475-D3)
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10. IIpu rocymapCTBEHHOW PEruCTpallid BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX MPENApaTOB s
MEIUIIUHCKOTO TPUMEHEHHsS JOMYyCKAaeTCsl BKIIOYEHHE B COCTaB pasjena (papMaxoJIOTHUECKOM,
TOKCUKOJIOTHUECKON JOKyMEHTallud W pa3fesia KIMHUYECKON JOKyMEHTAllMM BMECTO OTYeTa
pa3paboTuMka O pe3yJbTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIEIOBaHUN JIEKapCTBEHHBIX
cpeacTB o030pa Hay4dHBIX paboOT O pe3yjbTaTax JOKJIMHUYECKUX HCCIeNOBaHUN pedepeHTHOro
JIEKapCTBEHHOI'O Ipenapara U IpPEICTaBICHHUE BMECTO KIMHMUYECKHUX HCCIIEIOBAaHUI B IIOJHOM
o0beMe, YCTAaHOBJICHHOM pa3felioM KIMHUYECKOW JIOKyMEHTallud, OT4eTa O pe3ylibTaTax
UCCIICIOBaHUH  OMOIKBHUBAJICHTHOCTH BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOTO TMpemapara Jyis
MeAMIMHCKOro MpuMeHeHus. He TpeOyeTcst mpeacTaBieHde OT4eTa O pe3ysibTaTax MCCleAOBaHUN
OMOSKBUBAJIEHTHOCTH BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOI'O Ipenapara s MEJUIMHCKOro
NPUMEHEHHUS, €CJIM PETUCTPUPYIOTCS BOCIPOU3BEACHHBIC JIEKAPCTBEHHBIC IMpenapaThl IS
MEAMLMHCKOTO NMpPUMEHEHMsI, KoTopble: (B pen. PeaepanbHoro 3akoHa or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1) mpenHa3HaueHbl ISl MApEHTEPATbHOrO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBEACHHUS U
MPEJICTaBISIIOT co00M BOJHBIE pacTBOphL; (B pea. deaepanbHoro 3akona or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

2) mpeAcTaBIAOT cOOOM pacTBOPHI [ IEPOPAILHOTO MpUMeHeHuUsl; (B ped. DenepalbHOTO 3aKOHA
or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) mpousBeneHbl B (hOpMe MOPOIIKOB WM JIMOMUIH3ATOB ISl IPUTOTOBJICHHS PACTBOPOB; (B peil.
®denepanpHOro 3axona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

4) sBisitoTes razamu; (B pea. @epepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5) SABJISFOTCS YUTHBIMU WJIM TJIA3HBIMH JIEKAPCTBEHHBIMU TIpeTiapaTaMu, MPOU3BEICHHBIMU B (hopme
BOJHBIX pacTBOPOB; (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) mpenHa3HAuYeHBl I MECTHOTO MPUMEHEHUS! U MPUTOTOBIIEHBI B (pOpME BOJHBIX PacTBOPOB; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7) mpenCcTaBISIFOT CO00M BOJHBIE PACTBOPHI ISl MCIONB30BaHUS B (hOpME MHTAIALUN C TOMOIIIBIO
HeOyIai3epa WM B Ka4eCTBE HA3aIbHBIX CIIPEEB, IPUMEHSIEMBIX C MIOMOIIBIO CXOIHBIX YCTPOMCTB.
(B pea. deaepanbHOro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11. Jns cioyuaeB, yka3aHHBIX B myHKTax | - 3, 5 - 7 wactm 10 Hacrosmied CTaThH,
BOCITPOM3BEICHHBIN JICKapCTBEHHBIN MpernapaT A1 MEAULIUHCKOTO IPUMEHEHUS JOJKEH COJEPKATh
TakMe >K€ BCIIOMOTATEJIbHBIE BEIIECTBA B TaKWX K€ KOJIMYECTBAX, KaK U pedepeHTHHIN
JIEKapCTBEHHBIM mpenapar. Eciu cocTaBbl BCIIOMOTATENbHBIX BEIIECTB Pa3IMUYalOTCs, 3asBUTEIb
JIOJDKEH TPEJCTAaBUTh JO0Ka3aTelbCTBA TOTO, YTO HCIOJIb3YyEMbIE B JIAHHBIX KOHIICHTPALIUSIX
BCIIOMOTaTeNbHbIE BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTh U (Hin) 3P PEKTUBHOCTD JIEKAPCTBEHHOTO
npenapara il MEIUIIMHCKOTO TpUMeHeHus. B ciydae, eciu 3asBUTENb HE MOXET MPEICTaBUTh
Takue J0Ka3aTenbCTBa M (WJIM) HE MMEET JO0CTyla K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJIKEH
MIPOBECTH COOTBETCTBYIOIINE WCCIICIOBAHUS MJIS JOKA3aTebCTBA OTCYTCTBHS BIIUSIHUSI Pa3HBIX
BCIIOMOTATENbHBIX BEMIECTB WM BCIIOMOTATEeNbHBIX YCTPOWCTB Ha 0e30MacHOCTh H  (WJIH)
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOTO Tpernapara Ijisi MEIUIIMHCKOTO NMPUMEHEHUS B COOTBETCTBUU C
aKTaMH, COCTaBIIIOMIMMU TpaBo EBpa3uiickoro 3KOHOMHYECKOro coro3a. (B pea. denepalbHbBIX
3ak0HOB 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 22.12.2020 N 444-D3)

12. IIpu rocy1apcTBEHHOM perucTpaluyd KOMOMHAINI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpenaparoB il MEAMIUHCKOrO IMPUMEHEHHUS JOIyCKaeTCs BKJIIOYEHHWE B COCTAaB pasjena
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(apMaKoIOrHIeCcKOi, TOKCHKOJIOTMYECKOH JTOKYMEHTAIIMY U pa3ziena KIMHHYECKOH JOKyMEHTaIuN
BMECTO OT4YeTa pa3padoTyMKa O pe3yibTaTaX COOCTBEHHBIX JOKJIMHHYECKUX HCCIIEIOBAHUM
JIEKapCTBEHHBIX CPEICTB 0030pa HAay4YHBIX PadOT O pe3ynbTarax IOKIMHWUYECKUX HCCIICTOBAHUM
pedEepeHTHBIX JIEKAPCTBEHHBIX MPENapaToB, BXOIANIMX B COCTaB KOMOWHAIMHU JIEKAPCTBCHHBIX
npenaparoB, U 00 OTCYTCTBHM WX B3aMMOJICHCTBHUS B OJHOH JekapcTBeHHOW ¢(opme. (B pen.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

13. Ha »kcmepTu3y pa3IuYHBIX JICKApPCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKapCTBEHHOTO
npenapara Juis MEIUIIMHCKOTO NPUMEHEHHs 3asBUTENb INPECTABISACT OTACIbHBIC 3asBICHUSA U
PETUCTpAIMOHHBIE JIOChE Ha KaXKIYI0 JIeKapcTBeHHYIO (opmy. Ilpu ycioBum 0IHOBpEMEHHOM
HOJa4YM Ha SKCIEPTU3Y OIHOMU JIEKAPCTBEHHON ()OPMBI C Pa3IMYHBIMHU JO3UPOBKOW, KOHIICHTpAIHEH,
00BEMOM 3asBUTENb NPEACTABISIET OJHO 3asBJICHUE M PErHCTPALMOHHOE JOChE C MPHIIOKEHUEM
MAaKeTOB YIMAaKOBOK Ha KXKIYIO JO3UPOBKY, KOKIYI KOHIEHTPALMIO, KXKIBIH 00bEM M KaXI0e
KOJIMYECTBO 7103 B ymnakoBke. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

14. Tlpu rocymapcTBEHHOW peructpanuu ophaHHOTO JIEKAPCTBEHHOTO IIpenapara 3asBUTEIb
npeiacTaBisier uHQOpMaIMio, HeoOXoaumyro Uil (OPMUPOBAaHUSA pasfena  KIMHUYECKOU
JOKYMEHTAallMd, B O0BbEME, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM  (elepaIbHBIM  OpPTaHOM
WCIIOJTHUTENIbHON Biactu. (B pen. depepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

15. Tlpu peructpanuu OHOJIOTHYECKOTO JICKAPCTBEHHOTO IIperapara, IMOJy9eHHOTO H3 KPOBH,
IJ1a3Mbl KPOBH YEJIOBEKA, B COCTaBE PErMCTPAI[MOHHOIO JIOChE Ha JICKAPCTBEHHBIM Iperapar Jyis
MEAMIIMHCKOTO TIPUMEHEHUS JTOJDKHBI OBITh MPEICTABICHBI JOIIOJHUTEIRHO: (B pen. DeaepaibHOTo
3akoHa oT 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) B pa3gene [OOKYMEHTAallMM aJMHHUCTPATUBHOTO XapakTepa JIOKYMEHT, COJACpIKaIluil
uH(pOpMaIIMI0 0 CyObeKTax OOpalieHHs] TOHOPCKOW KpOBU M (WJIHM) €€ KOMIIOHEHTOB, O TOM, TJie
ObLJIa OCYIIIECTBIICHA JIOHAIUS (KPOBH U (WJIH) TUIa3MbI KPOBH), a TAaK)Ke JTaHHBIE 00 MH(EKITMOHHBIX
3a00JIeBaHUAX, TIEPENAONINXCSA TMapeHTepaIbHbIM MMyTeM, WH(pOpMalusi O cyObeKTax oOpalieHus
JIOHOPCKOW KPOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHUU KOTOPBIX OCYIIECTBIISIETCSI KOHTPOJb
JIOHOPCKOM KpOBU M (UM) ee KOMIOHEHTOB; (B pen. denepanpHoro 3akoHa or 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

2) B pazzmene XMMHMUYECKOH, (apMalleBTUUECKON U OHOJOTMYEeCKOW [OKyMeHTauuu: (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

a) KpUTEpPUU U CIIOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS U XPaHEHUs JOHOPCKOM KpOBU M (WIH) ee
KOMITOHEHTOB; (B pea. Menepanbroro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

0) pe3ynbTaThl UCCIEIOBAHUN OTOOpPAHHBIX JOHOPCKOM KPOBM U (WJIM) TUIa3Mbl KPOBHU M IYJIOB Ha
Hajgu4re BO30yauTenedt WHGEKIMH, BKIoYas WHPOpMaNui0 00 MCHOJb30BAaHHBIX METOJAMKAX
UCCJEIOBAHUI M B CIy4yae MCCIEIOBAaHUS IYJOB IJIa3Mbl KPOBU PE3YyJbTaThl JTOKYMEHTAIbHOTO
MOJATBEPXKJIEHUS (BalMAallMM) MCIOJIb30BAaHHBIX MeTonuK; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) TEXHHUYECKHE XapaKTEPUCTUKHN YIAKOBKU JJIsi 0OTOOpa JOHOPCKOW KPOBH U (MJIM) IUIa3Mbl KPOBH,
BKJII04as MH(pOpMAIMIO 00 MCIOIb30BaHHBIX PACTBOpaxX aHTHKOATYJIAHTOB. (B ped. denepanbHOro
3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

16. KiimHMueckue uccienoBaHMs JIEKapCTBEHHOTO IIpenapara Juisl MEIULIHUHCKOTO IPUMEHEHUS B
LEJSIX €ro rocylapCTBEHHOW perucrpanuu npoBoisarcs B Poccuiickoit denepanun B nopsizke,
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YCTAHOBJIEHHOM cTaThsMU 38 - 44 Hactosamero denepanbHoro 3akoHa. OTYeT O MPOBENEHHBIX
UCCJIEIOBAHMAX BKIIIOYAETCS B COCTaB pa3fjena KIMHUYECKOW JTOKYMEHTALlMM PETUCTPAlMOHHOIO
JIOCbE€ Ha JICKapCTBEHHBIM IIpenapar Juisi MEIULUHCKOrO IpuMeHeHus. Ui JeKapCTBEHHBIX
[IpenaparoB Uil MEAULUHCKOIO NPUMEHEHHs, B OTHOLICHUU KOTOPBIX B PEe3yJIbTaTe IKCIEPTU3bI
JOKYMEHTOB, IPEACTABICHHBIX [UIs ONPEACICHUS BO3MOMKHOCTH PAacCMaTpHUBaTh JIEKAPCTBEHHBIN
npenapar Ui MEJUIIMHCKOTO NMPUMEHEHHS B KadecTBe Op(aHHOro JIEKapCTBEHHOTrO Ipernapara,
Takas BO3MOXHOCTb IIPU3HAHA U B OTHOLICHWH KOTOPBIX IIPOBEIECHBI KIIMHUYECKUE UCCIICI0BAHUS,
BBIIIOJIHEHHBIE 3a IpeaenaMu Pocculickoit denepany B COOTBETCTBUM € IIPaBUJIaMU HaJIeKalel
7a00paTOpPHOl MNpaKTUKUM M TMpaBWIaMU HaJUleXalledl KIMHUYEeCKOH IPaKTUKH, JOIyCKaeTcs
BKJIIIOYCHUE B COCTaB pasjena KIMHUYECKOW JOKyMEHTallud BMECTO OT4YeTa O pe3yJbTarax
KIIMHUYECKUX MCCIENOBAaHUN JIEKAPCTBEHHOIO IIpenapara s MEJULIUHCKOTO IPUMECHEHMS,
npoBeieHHBIX B Poccuiickoil @enepanuu, ordeTa O pe3yibTaTax KIMHUYECKHUX HCCIEAOBAHUM,

BBITIOJIHEHHBIX 3a mpenenamu Poccuiickoit ®enepamuu. (B pen. depepaabHOro 3aKkoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

17. B ciydae HempencTaBICHUs C 3asBJIEHUEM O T'OCYJIapCTBEHHOM PETHUCTPALUU JIEKAPCTBEHHOIO
npenapara JUIsl  MEIMIMHCKOTO  NPUMEHEHHUS  JIOKYMEHTOB, MOATBEPKJIAIOIIMX  YIUIATy
roCy/JapCTBEHHOW MONUIMHBI M YKa3aHHbIX B MyHKTe 10 wactu 2 HacTosled CTaTbM, a TaKXke
BbIJIaBa€MbIX (IIPEIOCTABIsEMbIX) YIIOJTHOMOYEHHBIMU (e/lepaibHbIMI OpraHaMH UCIIOJTHUTEIIbHON
BJIACTU JOKYMEHTOB (CBEJIEHUI), yKa3aHHbIX B IyHKTaX 3 M 4 uacTu 4 HacTOsAUIEH cTaThy,
YIOJHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIbHON BIACTU 3alpallldBaeT YKa3aHHbIC
JOKYMEHTHI (CBEIEHHS) B TOPSIKE MEKBEIOMCTBEHHOTO MH(POPMAIMOHHOTO B3aMMOJCHCTBHS. (B
pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

18. He nomyckaercs HCHONB30BaHME B KOMMEPUYECKHX IENIIX HMHPOPMAlUM O pe3yjbTaTax
JOKIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHBIX CPEACTB U  KIMHUYECKHX HCCIIEOBAHHMA
JIEKApCTBEHHBIX TPEMNapaToB JIi MEIUIMHCKOTO MPUMEHEHHUS, MPEIACTaBICHHON 3asgBUTENIEM s
TOCY/IapCTBEHHOW PETUCTpAllMU JIEKAPCTBEHHOTO MpemapaTta, 0e3 ero coriacusi B TEYCHHE IIeCTH
JeT C JAaTbl TOCYJAapCTBEHHOW perucrpanuu pedepeHTHOro JEeKapCTBEHHOrO Ipenapara B
Poccuiickoii ®enepanun. (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

19. lepxatenb UM Biafeiel] peruCTPallMOHHOTO YJIOCTOBEPEHMSI JIEKApCTBEHHOTO IpernapaTa Ha
OMOTEXHOJOTMYECKH WM Op(haHHBIA JIEKApCTBEHHbIM mpenapaT o0sf3aH MpPeJOCTaBIATh Ha
BO3ME3/IHOI OCHOBE 00pa3ibl pedepeHTHOro JIEKapCTBEHHOrO Ipenapara 3asiBUTEISM  JUIs
NpOBEIEHUS KIMHUYECKUX HccienoBaHuil. CTouMocTh o0pa3la peepeHTHOro JeKapCTBEHHOIO
npernapara, BKJIIOUYEHHOTO B MEpPEYEHb XU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKaPCTBEHHBIX
IIPenapaToB, HE JOJDKHA IPEBBINIATH 3aPETUCTPUPOBAHHYIO IPENEIbHYIO OTIIYCKHYIO ILIEHY Ha
pedepeHTHbI JIeKapCTBEHHBIM Ipernapar WM LeHy Ha JIEeKapCTBEHHBIM IpenapaT B CTpaHe
npowusBoautens. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

20. 3asgBIeHHE O TOCYJapCTBEHHOM PETHMCTPALMKM BOCIPOU3BEICHHOIO JIEKAPCTBEHHOIO IMpernapara
JUTSE METUITUHCKOTO TPUMEHEHHS MOXET OBITh IMOJAaHO B YIIOJHOMOYEHHBIH (emepanbHblii opraH
WCITOJTHUTEIIbHOW BJIACTH, OCYIIECTBISIONINI TOCYJapCTBEHHYIO PETUCTPAII0 JIEKAPCTBEHHBIX
MpernapaToB, MO MCTEUEHUHM YeThIpeX JIeT C JaThl TOCYJapCTBEHHOH perucTpanuu pedepeHTHOro
JekapcTBeHHOro mipenapara B Poccuiickoit ®enepamuu. (B pen. denepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

21. 3asgBieHWe O TOCYJAapCTBEHHOW  perucrpanuu  OuoaHaIOroBoro  (OMomnomoOHOro)
JIEKapCTBEHHOTO TIpenapara (0rMoaHamora) MOKeT OBbITh IMOJJaHO B YIIOJHOMOYCHHBIN (eepanbHbIN
OpraH  HCIOJHHUTEIbHOW  BJACTH,  OCYHICCTBISIIONIMH  TOCYJAapPCTBEHHYIO  PETHCTPAIHIO
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JICKapCTBEHHBIX TPEraparoB, MO HCTEUYEHHWU TPEeX JIET C JaThl TOCYNAapCTBEHHON perucTparuu
pedepeHTHOrO JeKapCTBEHHOTO mpemnapata B Poccuiickoit ®eneparuu. (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22. Jlep»karenb WM BIaieliell PErHCTPALMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOrO IIpernapara
IpEeJICTaBIseT B YIOJHOMOYCHHBIH  (elepaiabHBIi  OpraH  HCIOJHHWTEILHONW  BIACTH,
OCYLIECTBIIAIONMIMN (PYHKIMH 10 KOHTPOIK M Haa30py B cdepe 3ApaBOOXPAaHEHHUs, OTYET IIO
pesynbraraM (apMakoOHAJ30pa OJWH pa3 B IIECTh MECSIEB B TEYEHHE JBYX JIET IOCIE
rOCYIapCTBEHHOM perucTpalvy JIEKapCTBEHHOro mpemnapara B Poccuiickoit Menepaiivu, eXeroaHo
B T€YEHHUE MOCIIEAYIOINX TPEX JIET U B JAaJbHEHIIEM OTUH pa3 B 1Tk JieT. (B pea. DemepaabHOro
3akoHa 0T 22.12.2014 N 429-D3 (pex. or 13.07.2015))

Cratba 19. IlpunsTHe pelieHUus 0 BblIaye IKCIEPTHOMY YUYpeKIAeHUI0
3aJlaHMsl HA MPOBe/ieHNe IKCIIEPTU3bI JIEKAPCTBEHHOI0 cpeacTBa (B
pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pei. ot
13.07.2015))

1. B Teuenue necsatu pabodux AHEH CO JIHS MPUHATHUS 3asBJICHUS O FOCYJApCTBEHHON perucTpanuu
JEKapCTBEHHOTO  Iperapara COOTBETCTBYIOUIMH  YIOJTHOMOYEHHBIH  (enepaabHblii  Opra
VCIIOJHUTEJIBHOM BJIACTM IPOBOJUT IIPOBEPKY IIOJHOTBI, JIOCTOBEPHOCTH M IPaBUIBHOCTH
Oq)OpMJIeHI/ISI MNpEACTABJICHHBIX OJOKYMCHTOB PETHCTPALIMOHHOI0 AOOCBC Ha HeKapCTBeHHBIfI
Ipernapar U NIpUHUMAET PELIEHUE O BbIIAa4e 3a/laHUs HA IIPOBEACHUE:

1) OKCIICPTHU3bI JOKYMCHTOB, NPCACTABJICHHBIX IS OHNPCACIICHHUA BO3MOXHOCTH pacCMaTpuBaTb
HeKapCTBeHHBIfI npenapar il MCAUIHUHCKOro IMMPUMEHCHUA ITPU OCYIICCTBIICHUU FOCyIIapCTBeHHOfI
perucrpanuru B Ka4CCTBEC Op(i)aHHOFO JICKAPCTBCHHOT'O IIpCIiapaTa;

2) SKCHICPTUIBI JICKAPCTBCHHOI'O CPCACTBA B HACTU SKCIICPTHU3BI KAUCCTBA JICKAPCTBECHHOT'O CPCACTBA
" OKCIICPTU3BI OTHOLICHUSA 0KMIaeMOM MOJIb3bI K BO3MOXHOMY PUCKY NIPUMCHCHUSA JICKAPCTBEHHOT'O
npemnapara JJjis1 MCIUIUHCKOI'O IPUMCHCHHU A,

3) BKCHepTHU3bl JEKAPCTBEHHOTO CPEACTBA B UACTH DKCIIEPTU3bI KA4eCTBA JIEKAPCTBEHHOI'O CPE/ICTBA
Y DKCIIEPTU3bI OTHOLIECHUS 0KUAAEMOM I10JIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHMS JIEKAPCTBEHHOT O
mnpenapara Uil MEIULHUHCKOTO NPUMEHEHUS B IOPSAKE YCKOPEHHOM NPOLEAYpbl 3KCIEPTH3bI
JIEKaPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThel 26 HacTosero denepalbHOTO 3aK0Ha;

4) HSKCHepTU3bl JICKAPCTBEHHOTO CpEJCTBA B OTHOIICHWH JICKAPCTBEHHOIO Tperapara s
BETEPUHAPHOTO IPUMEHEHUSI.

2. YHoIHOMOYEHHBIN (penepanibHbIi OpraH MCIOJHHUTEIBHONW BJIACTH YBEIOMIISIET B DJIEKTPOHHOMN
dbopMe nian Ha OyMaKHOM HOCHTENIE 3asIBUTENS U OKCIIEPTHOE YUPEXKICHUE O MPUHSATOM PEIICHUH O
BbIJIaY€ 3aJIaHUM HA MPOBEJACHUE IKCIEPTHU3, NPEAYCMOTPEHHBIX YacThi0 | HACTOsAIIEH CTaThH, U B
cliy4ae HEOOXOAMMOCTH O BbIJaue paspelieHus Ha BBo3 B Poccuiickyto denepannio KOHKpETHOU
MapTHH, CEPUH 3aPETUCTPUPOBAHHBIX U (WJIM) HE3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB WIIH
00 oTKa3e B IPOBEJCHHUH MIPEIYCMOTPEHHBIX IKCIIEPTH3 C YKa3aHHEM MPUYMH TAaKOTO OTKa3a.

3. B ciydae BbISBIEHUS OTCYTCTBUSI HJIM HEIOCTOBEPHOCTH HH(OPMAIUH, COJAEpKallehcs B
NPEJCTAaBICHHBIX  3asBUTENEM  JIOKyMEHTax,  YIOJHOMOYEHHbI  (enepanpHblii  opran
UCTIOJIHUTENILHOW BJIACTU HAINpaBIIeT 3asBUTEIIO 3aMpoc 00 YTOUYHEHUH 3Toi uHpopmaruu (fasee -
3arpoc YIOJIHOMOYEHHOTro (eiepabHOr0 OpraHa UCIOJIHUTENbHON BJIACTH), KOTOPHII MOXET ObITH
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NnepeaaH YIIOJHOMOYCHHOMY IIPEACTABUTCIIIO 3aABUTCIIA JTUYHO IO PACIIMCKY, HAIIPpaBJICH I10 IMOYTEC
3aKa3HbIM IMKMCBMOM WJIM TICPCAaH B 3JICKTpOHHOI71 (1)opMe o TCIICKOMMYHHUKAIIMOHHBIM KaHaJIaM
cBs3u. B CJIydac HallpaBJICHUA 3aIllpocCa YIIOJJHOMOYCHHOI'O (bez[epaﬂbHoro OpraHa HCITOJIHUTEILHOMN
BJIAaCTU IO IMOYTC 3aKa3HBIM IMHUCbMOM OH CYHTACTCA IMOJYUYCHHBIM I1I0 MCTCUCHUHU HICCTHU I[Heﬁ C
JAaThl HAITpaBJICHWA 3aKa3HOI'0 IIMChbMa.

4. 3asBurenb 00s3aH IMPEJICTaBUTh OTBET Ha 3alpoc YIMOJIHOMOYEHHOro (helepalbHOro opraHa
UCIIOJIHUTENIBHOM BJIACTU B CPOK, HE IPEBBILIAIOLIMI JAEBSHOCTAa padouux JIHEH €O JHA €ro
nosydyeHuss. Cpok, yKasaHHBIA B 4acTH | HacTosAmed CTaTbd, IPUOCTAHABIMBACTCA CO JIHSA
HAlpaBJICHUS 3asSBUTENIO 3alpoca YIOJIHOMOUYEHHOro (heaepaabHOro OpraHa HCHOJIHUTEIbHOM
BJIACTH JO JHS IIOJYy4YEHUS UM COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHueM JUIsl OTKa3a B OPraHU3alUU HKCIEPTU3, MPEAYCMOTPEHHBIX YacThi0 1 HacTosIen
CTaThH, SIBISICTCS TPEACTaBICHUE HEOOXOIUMBIX I MPOBEICHUS IPETYCMOTPEHHBIX JKCIEPTHU3
JOKYMEHTOB B HETMOJHOM O0BEME WIIM HEMPEACTABICHUE 3asBUTEIEM B YCTAHOBJICHHBIH CpPOK
OTBETa Ha 3ampoC YHOJHOMOYEHHOTO (elepallbHOTO OpraHa HMCIOJHUTENbHON BIIACTH, a TaKXKe
MPEACTABICHUE JIOKYMEHTOB, HE COJIEpKAIlMX HCUEPIBIBAIOIIETO IEPEYHs HEO0OXOAMMBIX
CBEICHU.

6. [Ipu oTka3e B opraHu3alMu SKCIEPTHU3BI, MPEIyCMOTPEHHON MyHKTOM 4 yactu 1 HacTosmein
CTaThH, JTOKYMEHTHI, BXOJSIINE B COCTaB PETUCTPAIMOHHOTO JOChE HA JICKAPCTBEHHBIN IMperapar
JUIsL BETEPUHAPHOTO TMPUMEHEHHs, MOTYT OBbITb BO3BpAIICHBI 3asSBUTENI0 HAa OCHOBAaHUU €ro
MMCbMEHHOTO 3aMpoca, HAIPABJICHHOTO B YIIOJTHOMOYEHHBIN (heiepalibHbIA OPTaH UCTIOJHUTEIBHON
BJIACTH B TE€UEHHUE TPUIUATH pabouyux HEH CO IHS MPHUHATHS YIIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHoOM MCIIOJIHUTENIFHON BJIACTH pelieHHus 00 OTKa3e B OpraHu3aliud TaKOW HKCIEPTHU3HI.
YnonHoMO4YeHHbIN (denepaibHbld  OpraH HCHOJHUTENBHON BIACTH BO3BpAIlaeT 3asgBUTEIIO
yKa3aHHbIE JOKYMEHTHI B T€UEHHUE JCCITH padouux JHEW CO JIHS TMOJTY4YEHHUs COOTBETCTBYIOIIETO
3anpoca 3asButelis. (B pea. eaepanproro 3akona ot 02.08.2019 N 297-D3)

Crarbs 20. JxcnepTr3a 10KyMEHTOB, NPEACTABJICHHbBIX IS
onpeeeHus BO3MOKHOCTH PACCMATPUBATD JIEKAPCTBEHHBIN
npenapar AJs MeIUIHHCKOI0 IPUMEHEHH NPH OCYLIeCTBICHUN
rocyAapCTBEHHON perucTpauvu B KauecTse op(paHHOIro

JIEKapCTBEHHOT0 mpemnapara (B pea. ®enepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Dxcneptusa JTOKyMEHTOB, IMpPEICTaBICHHBIX ISl ONpEAENCHUS BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipernapar Uil MEAULUHCKOTO IPUMEHEHHU IIPU OCYILIECTBIEHUN I'OCY 1apCTBEHHON
perucrpanMi B KauyecTBe OP(AHHOrO JIEKAPCTBEHHOIO IIpenapaTa, COCTABICHHE KOMUCCHEH
JKCIIEPTOB 3aKJIIOYEHUS O BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH PacCMaTpUBaTh JIEKAPCTBEHHBIN
npenapar Uil MEAUIMHCKOrO MPUMEHEHHS PU OCYIIECTBIECHUN TOCYAapCTBEHHON PErUCTpAL B
KadecTBe Op(aHHOrO JIEKApCTBEHHOTO IIpernapara M HalpaBlIeHHWE [TaHHOTO 3aKIIOYeHHs B
YIOJHOMOYEHHBIN (efepanbHbli OpraH HCIOJIHUTENbHOM BJIACTU OCYIIECTBISIOTCS B CPOK, HE
NPEBBIMIAIOIINN TPUAATH PAOOUYNX JHEW CO JIHS MOJYYEHHS SKCIEPTHBIM YUPEXKJACHUEM 3a/1aHUs
YIOJHOMOYEHHOT0 (eiepaibHOro OpraHa UCIOJHUTEIbHON BIACTH U B JIEKTPOHHOHN (popMe MK Ha

yactu 7 ctatbu 18 Hactosmero deaepaibHOro 3aKoHa.
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2. JIOKyMEHTBI, COJAEp’KAIllMeCs B PETUCTPALIMOHHOM JOCh€ Ha JIEKAPCTBEHHBIA Mpenapar H
MMOCTYNIMBIIMUC Ha 6YMa)KHbIX HOCHUTCIIAX B OKCIICPTHOC YUPCKACHHUC I OCYLICCTBIICHHA HX
SKCIEPTHU3bl JUISL OIpeleieHHs BO3MOXKHOCTH paccMaTpUBaTh JIEKApCTBEHHBIM mpenapar Jyis
MEJMIIMHCKOTO TPUMEHEHUS B KadecTBe Op(aHHOro JIEKAPCTBEHHOrO TMpernapara, MOAIexKar
BO3BpaTy B YIIOJIHOMOYEHHBIH (enepaiabHblii OpraH HCHOJIHUTENBHOM BIIACTH OJHOBPEMEHHO C
3aKJIOUYEHUSMH COOTBETCTBYIOIIUX SKCIIEPTH3.

Crarps 21. PenmieHue 0 BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbIN
npenapar npy OCylecTBJICHUN IrOCYyAaPCTBEHHOM perucTpauum B
KavyecTBe OPGaHHOIO0 JIEKAPCTBEHHOI0 penapara (B pea.
®enepaibHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. B cpok, He npeBbIIIAOMUI MATH padounx JHEH CO AHS MOJYYEHMs 3aKI0YEHUs, YKa3aHHOIO B
gactu | crateu 20 Hacrosimero denepanbHOTO 3aKOHA, YIOJIHOMOYEHHBIA (helepanbHblii OpraH
VCIIOJIHUTEJIBHOM BJIACTH OCYLIECTBIIAECT OLICHKY IOJYYEHHOTO 3aKJIIOYEHMs JJI ONPEICIICHUS €ro
COOTBETCTBUS 33JJaHUIO HA MPOBEJCHNUE COOTBETCTBYIOIIECH DKCIIEPTU3BI M YBEAOMIIAET 3asIBUTEIS B
JJIEKTPOHHOU (opMe WM Ha OyMaKHOM HOCHTENE O pe3yJsibTaTax IMPOBEIECHHOM IKCHEPTH3bI C
NPUIOKEHHEM KONHMH OJKCIIEPTHOTO 3aKIIOYEeHHs (C COXpaHEHHEeM KOH(HICHIHNATbHOCTH
UHPOPMALIUM O COCTaBE OHKCHEPTHOM KOMHUCCHMM) M O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTHU
paccMarTpuBaTh JIEKAPCTBEHHBIM IpenapaTr Al MEAULIMHCKOIO IIPUMEHEHUs IIPU OCYIIECTBICHUN
roCyJJapCTBEHHOM perucTpanyy B KauecTBe ophaHHOI0 JIEKapCTBEHHOI'O Ipenapara.

2. Ilpy BblHECEHMM KOMMCCHUEH OHKCIEPTOB 3aKJIIOUYEHHS O BO3MOXHOCTU pPaccMaTpUBAaTh
JIeKapCTBEHHBIN mpenapat A MeIUIUHCKOrO IPUMEHEHHsI IIPU OCYILECTBIEHUH TOCYAapCTBEHHOM
perucTpayu B KauecTBe op(haHHOTO JIEKAPCTBEHHOTO TpernapaTa yrnoJIHOMOYEHHBIN (enepanbHbIi
OpraH MCIOJHUTEIbHOMN BIACTH B CPOK, HE MPEBBIIAIOMUN MATH pabOYUX JTHEH CO HS MOTyYeHUs
JAHHOTO 3aKJIIOYEHMs, NMPUHUMAET pelIeHHEe O BblJadye 3aJaHMsl Ha TMPOBEACHUE SKCIEPTHU3BI
KaueCTBa JIEKapCTBEHHOI'0 CPEJCTBA U AKCIIEPTU3bI OTHOLIEHUS OKUIAEMOM MOJIB3BI K BO3MOKHOMY
PUCKY NpPUMEHEHHs JIEKApCTBEHHOTO Mpernapara JUisi MEAMIMHCKOTO NPUMEHEHHS B MOPSIKE
YCKOPEHHOM MpOLEAYypbl AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUHU CO CTaTbed 26
Hacrosero dexaepaibHOro 3aKoHa.

3. B ciydae npuHATHS penieHus: 0 HEBO3MOKHOCTH PAacCMaTPUBATh JIEKAPCTBEHHBIN Tpenapar st
MEAMIIMHCKOTO TPUMEHEHHs] TpU TOCYJapCTBEHHOW pETUCTpallud B KadecTBe Op(aHHOTO
JIEKApCTBEHHOT'0 Tpernapara YIOJHOMOYEHHBIN (enepanbHblii OpraH HCIOTHUTEIBHOW BIIACTH
MPEeKpalaeT Ipoueaypy roCyJapCTBEHHOM PETrHMCTpalliy JIEKAPCTBEHHOTO Mpernapara. 3asBUTENb
BIIpaBe OOpATUTHCS B PETUCTPUPYIOIIMNA OPraH C 3asBICHHEM O TOCYJapCTBEHHOW pErucTparu
YKa3aHHOT'O JIEKapCTBEHHOTO IIpenapara B COOTBETCTBUM cO cTaThell 18 HacTosuiero denepaibHOro
3aKOHa.

Crarps 22. - YTparuiia cuiy. (B pea. @eaepajbHOro 3aK0Ha 0T _
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratbs 23. DKcnepTH3a Ka4ecTBa JEKAPCTBEHHOI0 CPEACTBA U
IKCMEPTU3A OTHOLIEHUSA 0KUIAeMOH MOJIb3bl K BO3MOKHOMY PUCKY
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NPUMEHEHHUS JIEKAPCTBEHHOI0 Npenapara JIJjs MeIuIHHCKOr 0
npuMeHenus (B pea. @enepajabHOro 3akona ot 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

1. DkcnepTu3a KayecTBa JEKAPCTBEHHOI'O CPEACTBA U AKCIEPTHU3a OTHOLIEHUS 0XKHMIaeMOU I0JIb3bI
K BO3MOXXHOMY PHUCKY IPHUMEHEHUS JIEKAPCTBEHHOr'O Ipenapara JJisi MEAUIIMHCKOIO MPUMEHEHMS,
COCTABJICHUE KOMMCCHUSIMH HKCIIEPTOB 3aKJIIOYEHHUM I1I0 pe3yJibTaTaM IIPOBENCHHBIX JKCIEPTU3 U
HAIpPAaBJIEHUE ITUX 3aKJIFOUYECHUH B YIOJHOMOUYEHHBIN (eiepalibHbIil OpraH UCIOJHUTEIBHOM BlIacTU
OCYILECTBIISIIOTCS. B CPOK, HE INPEBBIIAIOIIMN cTa JeCITH pabo4yMx IHEH CO JHA TOIYYCHUS
AKCIIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO 3aJaHKs YIIOJIHOMOYEHHOTO (heepaabHOro opraHa
UCTIOJIHUTENILHOW BJIACTH M HEOOXOAMMBIX JOKYMEHTOB B 3JIEKTPOHHON (hopMe MM Ha OyMa>kKHBIX
HOCHUTEJISIX.

2. B Tedyenme neBSHOCTAa AHEHW CO JIHS TOMYYEHUS PEUICHHS YMOJHOMOYECHHOTO (efeparbHOro
OpraHa HCIIOJHUTEIbHOM BJIACTH O IPOBEACHUM OHKCIEPTU3, MPEIyCMOTPEHHBIX YacThio 1
HACTOAIIEH CTaTbH, 3asABUTEIb MPEACTABISAECT B OKCHEPTHOE YUPEKICHHUE Uil MPOBEICHHS
9KCIEPTH3bl KauecTBa JIGKAPCTBEHHOTO CpeacTBa oOpas3lbl JEKapCTBEHHOIO IIperapara Jyis
MEIUIIMHCKOTO  TPUMEHEHHS,  TMPOU3BEACHHOTO B  COOTBETCTBUM €  TpeOOBaHUSIMHU
OTIBITHO-TIPOMBIIIIJIEHHOTO U (UJIM) TPOMBIIUIEHHOTO PETJIaMEHTOB, YTBEPKICHHBIX PYKOBOAUTEIEM
MIPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEJCTB, a TaKXe€ B COOTBETCTBYIOIIMX Ciydasx oOpa3ibl
dbapmaleBTUYECKON CyOCTaHIIMM, TECT-IITaMMa MHKPOOPTaHU3MOB, KYIbTYphl KJIETOK, OOpa3libl
BEILIECTB, NMPUMEHSAEMBIX JJII KOHTPOJISI KadyecTBa JIEKAPCTBEHHOIO CPEACTBA IYTEM CPABHEHUS C
HUMHU  HCCJIEyeMOro JIEKAPCTBEHHOTO CpPEICTBA, B  KOJIUYECTBAX, HEOOXOJUMBIX  JUIS
BOCIIPOM3BEJICHUSI METOJJOB KOHTPOJISI KAYECTBA.

3. Ilpu monyuyeHum 0Opa3lOB JICKAPCTBEHHOrO IMpemnapara u (apMaleBTHUECKON CyOCTaHIIMH
AKCIIEPTHOE YUPEKJACHUE BBIJACT 3asIBUTEIIO JOKYMEHT, OITBEPKIAIOLINI MOyYeHNEe YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBHIMIAIOIMINN TpeX pabouynX JIHEH, yBEIOMIISIET B AJIEKTPOHHOU (popme
wid Ha OyMa)XHOM HoOcuTeNle 00 3TOM YHOJHOMOYEHHBIH (enepanbHblii OpraH HCHOIHUTEIbHOM
BJIACTH.

4. YxazaHHbIe B 4acTsX 2 U 3 HACTOsAIIEH CTaThU CPOK IS MPE/CTABICHUS 3asBUTENIEM 00pa3IoB
JIEKapCTBEHHOI'0 IpernapaTta U (GapMaleBTUYECKON CyOCTaHLIMU U CPOK YBEAOMJIEHMS 3KCIEPTHBIM
yupexkaeHueM o0 3TOM Ha OyMaXHOM HOCHTENEe YIOJIHOMOYEHHOro (eaepasbHOrO oOpraHa
VCIIOJIHUTENIBHON BJIACTM HE BKIIOYAKOTCA B CPOK IIPOBENCHMS SKCIEPTH3, IPEITYCMOTPEHHBIX
4acThIO 1 HacTosIIeN CTaThy.

5. JIOKyMeHTBl, TOCTYNHMBIIME B OKCIEPTHOE YUPEXKICHHE JUIsl TMPOBEICHUS SKCIEpPTHU3,
MPEAYCMOTPEHHBIX YacThio | HacTosed cTaThM, TMOJJIEKAT BO3BPATy B YIHOJHOMOUYECHHBIN
benepanbHBI OpraH UCIOJIHUTEIHHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMHU, TIOTYYSCHHBIMU 10
pe3yJibTaTaM COOTBETCTBYIOIIUX SKCIIEPTH3.

Cratbs 24. JKCnepTH3a KAa4eCTBA JEKAPCTBEHHOI0 CPEACTBA U
IKCNMEPTU3A OTHOLIEHUSA 0KMIAeMOH MO0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOI0 Mpenapara J1Jisi BeTepUHAPHOI0
NpUMeHeHUs

1. DkcmepTU3a KavyecTBa JIEKAPCTBEHHOTO CPECTBA U DKCIIEPTH3a OTHOIICHUS OKUAACMOM TMOJIBb3bI
K BO3MOXHOMY PHUCKY MPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara Jjisi BETEpUHAPHOTO MPUMEHEHUs,
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COCTaBJICHUE KOMHUCCHSMHM DKCIEPTOB 3aKIIOUYECHUN IO Ppe3ybTaTaM YKa3aHHBIX JKCIEPTU3 H
HaNpaBJICHUE TAKUX 3aKJIIOYCHUH B YIIOJHOMOYEHHBIH (enepaiabHbIii OpraH HCIOJHUTEIHHON
BJIACTH OCYIIECTBIIAIOTCSA B CPOK, HE MPEBBILIAIOIIMI cTa JecaTu padounx AHEH cO JHS NOJy4YeHUs
OKCHEPTHBIM YUPEKJACHUEM 33JaHUsl YIIOJTHOMOYEHHOTO (ellepalbHOTO OpraHa HCIOJIHUTEIBHON
BJIACTH C JOKyMEHTaMH, yKa3aHHbIMHU B yacTu 3 ctatbu 17 Hactosuero denepanbHOro 3akoHa. (B
pen. @enepanbHbix 3aK0HOB OT 22.10.2014 N 313-P3, ot 13.07.2015 N 241-D3)

2. B Tedenwe Ttpumuatd padbouyux JAHEM CO JHSA TIOJYYEHHUS PEIICHHS YIOJIHOMOYEHHOTO
denepanbHOro OpraHa HUCIOJHUTEIBHON BIIACTH O MPOBEICHUM yKa3aHHBIX B 4yacTu 1 Hacrosiel
CTaThbU OKCIEPTU3 3asBUTENb TMPEACTABISIET B OSKCHEPTHOE YUPEXKACHUE MJisi MPOBEACHUS
9KCIEPTU3bl KauecTBa JIGKAPCTBEHHOTO CpEACTBa 00paslibl JIEKAPCTBEHHOTO IIpermapaTra Uit
BETEPUHAPHOTO MPUMEHEHHUS, TPOU3BEACHHOTO B COOTBETCTBUH C TPEOOBAHUSMU TEXHOJIOTHYECKUX
PErJaMeHTOB, YTBEPKICHHBIX PYKOBOJUTENEM MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPE/ICTB, a TAKXKE B
COOTBETCTBYIOIIUX CIydasgX TECT-IITAMMbl MHUKPOOPTaHU3MOB, KYJBTYpPbl KIETOK, 0Opasiibl
dapmaiieBTUUECKOM cyOcTaHnuu, oOpa3lbl BEIIECTB, MPHUMEHSEMbIE s KOHTPOJISI KadecTBa
JIEKApCTBEHHOT'O CPEJICTBA, B KOJWYECTBAX, HEOOXOAMMBIX I BOCIPOM3BEICHUS METOJIOB
KOHTpOJIs KauecTBa. (B pen. Penepanbhoro 3akona oT 02.08.2019 N 297-03)

3. Ilpu monyuyeHuwm 0Opa3OB JICKAPCTBEHHOTO Ipemapata W (apMaleBTUYSCKOW CyOCTaHIIUN
JKCIIEPTHOE YUPEXKIACHUE BBIJACT 3asIBUTEIO JOKYMEHT, IOATBEPKIAIOIIUHI [TOJIy4eHHE YKa3aHHBIX
00pa3IoB, U B CPOK, HE MPEBHIIAOIINN TPeX padO4YnX AHEH, yBEIOMIISIET B MUCbMEHHOH (hopme 00
3TOM YIIOJIHOMOUYEHHBIH (pe/iepanbHblil OpraH UCIOJIHUTEIBHON BIACTH.

4. Cpox s TpenCTaBICHUS 3asBUTENEM 00pa3lloB JIEKAPCTBEHHOIO Ipernapara Hu
(dapmaneBTUUeCKO CyOCTaHIIMM W CPOK YBEJAOMJICHHUS JKCIEPTHBIM YUPEXKIACHHEM 00 3TOM B
NUCbMEHHOW (QopMe YIMOITHOMOUYEHHOro (eAepalbHOrO OpraHa HUCHOJHUTENBHON BIACTH,
yKa3aHHbIC B 4acTsAX 2 U 3 HACTOSIIEH CTaThU, HE BKJIIOYAIOTCSA B CPOK MPOBEJICHUS YKa3aHHBIX B
yacTH | HacTOsIEeH CTaThbU SKCIEPTU3.

5. JIoKkyMeHTbI, MOCTYNMBILIKE B 3KCIEPTHOE YUPEKICHHUE JJIsl MPOBEIEHUS YKa3aHHBIX B yacTH 1
HACTOSIILEH CTaTbM HKCHEpPTH3, IMOJUIekKAaT BO3BpATy B YINOJIHOMOYEHHBIH (QelepanbHblii opraxn
MCIIOJTHUTENIHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 10 Pe3yJibTaTaM yKa3aHHbBIX SKCIIEPTH3.

Cratps 25. IloBTOpHOE IPpOBeIeHUE IKCIIEPTHU3HI JIEKAPCTBEHHbBIX
cpeacts (B pea. ®enepanabHoro 3akosa or 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. B cny4asx HenocTaToOYHONH 00OCHOBAHHOCTH WMJIM HEMOJHOTHI 3aKJIFOUEHHS KOMUCCUU KCIEPTOB,
HAJIMYMS B HEM MPOTUBOPEYMBBIX JaHHBIX, (abCU(UKAIINH BBIBOJIOB YKCIIEPTH3BI JIEKAPCTBEHHOTO
CPEACTBA, COKPBITUS OT YIOJHOMOYEHHOIO (eepasbHOr0 OpraHa HCIOJHUTEIBHOW BIIACTH
OCHOBaHMH JUI1 OTBOZAA OJKCIEPTa BCIIEACTBUE €ro 3aMHTEPECOBAHHOCTH B  pe3yibTaTax
COOTBETCTBYIOIIEH AKCHEPTH3bl, HATHUYUSA JAHHBIX O MPSMOM JIMOO KOCBEHHOM BMELIATEIbCTBE B
MIPOIIECC COOTBETCTBYIOIIEH IKCIIEPTH3HI JIMIl, HE YYACTBYIOIINX B €€ MPOBEICHUH, HO OKa3aBIIUX
BIMSIHAE Ha MPOIECC U pe3yJbTaThl €€ MPOBEICHMS, YIOIHOMOYEHHBIM (eepabHbIM OpPraHOM
WCTIOTHUTEIIHOW BJIACTH HA3HAYAETCS TOBTOpPHAS HKCIEPTH3a JICKAPCTBEHHOTO CPElCcTBa W (WIIH)
sTHYeckass sKkcneptusa. (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. TloBTOpHas 3KcHepTU3a JIEKAPCTBEHHOI'O CPEACTBA MPOBOAUTCA C YUETOM pE3yJIbTaTOB paHee
MPOBEJICHHOW OJKCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YIOJTHOMOUYEHHBIM (elepallbHbIM OpPraHOM
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UCTIOJTHUTEIIFHOW BJACTH M HE TPEBBIMIAIOIINN TpUANATH pabodnmx ITHEH CO JHS IOJTyYeHHS
OKCIIEPTHBIM YUPEKIACHUEM 3aJlaHUsl Ha MPOBEICHHWE TOBTOPHON 3KCIEPTHU3BI JIEKAPCTBEHHOTO
cpeactsa. (B pea. @emepanbroro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. ®unaHcOoBOe OOECIICUCHHME BBITIOJHCHUS 3aJaHusi Ha IPOBEICHHE IOBTOPHON AKCIIEPTH3BI
JICKapCTBEHHOTO CpENCTBA He ocymiecTBisiercs. (B pen. denepanbHoro 3akona ot 22.12.2014 N

429-®3 (pex. ot 13.07.2015))

CrarTbs 26. YCKOpeHHasl NPOLeAyPa IKCHEePTU3bI JIEKAPCTBEHHbIX
CpeACTB

1. YckopeHHass mnporenypa SKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB B LEISIX TOCYIapCTBEHHOU
pETUCTpaIMy JIEKAPCTBEHHBIX MPENapaToB NPUMEHSETCS B OTHOIICHUH Op(aHHBIX JIEKAPCTBEHHBIX
IpenapaToB, INEPBbIX TpeX JEKapCTBEHHbIX IIPENnaparoB, perucTpupyeMelx B Poccuiickoit
@®enepalii B Ka4eCTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, OYEPETHOCTh KOTOPBIX
OIpesieNIeTCsl B COOTBETCTBUM C HOMEPOM U JIaTOW BXOASIIUX 3asBICHUNH O TOCYAapCTBEHHOM
perucTpaiuu JeKapcTBEHHbIX MPENapaToB B PaMKaxX OJAHOIO MEXIyHapOJAHOI'O0 HENAaTEHTOBAHHOTO
HaMMEHOBAHHUS JIEKapCTBEHHOTO Mpernapara Wil rpynnupoBOYHOT0 HAMMEHOBAHMS JIEKAPCTBEHHOTO
npernapara, U JIGKapCTBEHHBIX IPENaparoB, MpeJHa3HAUYEHHBIX HCKIFOUUTENIBHO Uil IPUMEHEHHS
HECOBEPIICHHOJIETHUMHU IpaxkaaHamu. (B pel. PenepanbHbIX 3akoHOB OT 22.12.2014 N 429-93
(pex. ot 13.07.2015), ot 13.07.2015 N 241-®3)

2. VYckopeHHas MpoIeaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B IENAX TOCYAapCTBEHHOM
pEeTHCTpaIiK JICKAPCTBEHHBIX MPEIapaToB HE MPUMEHSETCS B OoTHOHIeHUH: (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) OwuoanamoroBbix (OMOMOMOOHBIX) JEKAPCTBEHHBIX IpenaparoB (Owoanamoros); (B penl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) pedepeHTHBIX JEKapCTBEHHBIX IpenapaToB (3a HCKIIOYEHHEM Op(aHHBIX JEKapCTBEHHBIX
npenaparoB); (B pea. DenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

3) BOCHPOU3BENEHHBIX JIEKAPCTBEHHBIX TMpenaparoB (3a HCKIIOYEHHEM TMEepBBIX  Tpex
peructpupyeMbix B Poccuiickoit ®denepanyimi B KayeCTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX
MpenapaToB M JIEKAPCTBEHHBIX MPENApaToB, MPEIHA3HAYCHHBIX UCKIIOYUTENBHO JJI IPUMEHEHUS
HECOBEPIICHHOJETHUMHU TpaxkaaHamu); (B pen. DeaepanbHoro 3akona ot 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

4) HOBBIX KOMOMHAIMH 3aperMCTPUPOBAHHBIX paHee JIEeKapCTBEHHBIX NpenapaTtos; (B pex.
denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) nexapcTBEHHBIX MpPENapaToB, 3apETMCTPHUPOBAHHBIX paHee, HO MPOM3BEAECHHBIX B JPYTUX
JIEKApCTBEHHBIX ()OpMax B COOTBETCTBHU C INEPEYHEM HAMMEHOBAHWHU JIEKaPCTBEHHBIX (HopM U B
HOBOI 03upoBKe. (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. VYckopeHHas mnpoueaypa SKCIEepTU3bl JIEKAPCTBEHHBIX CPEJICTB MPOBOAUTCS MO PELICHUIO
COOTBETCTBYIOILIETO YMOJHOMOYEHHOTO (eAepallbHOIO OpraHa HWCIOJHUTENIBHON BJIAaCTH Ha
OCHOBaHUU 3asBJICHHS 3asABUTENSI B CPOK, HE MPEBBIMIAIONINN BOChMUAECATH pabouux maHeit. [Ipu
ATOM DJKCIEpPTH3a JOKYMEHTOB, COJIEPKAIMMUXCS B PErHUCTPAIIMOHHOM JIOChE Ha JIEKApPCTBEHHBIN
mpernapar, MPOBOJUTCS B CPOK, HE MPEBBIMAIONIMN AecaTd pabouux JHEH, HKCIepTH3a KavyecTBa
JIEKAPCTBEHHOT'O CPEJCTBA U IKCIEPTHU3a OTHOIIECHUS OXHUIAEMOM MOJB3bl K BO3MOXHOMY PHCKY
MPUMEHEHHUs JIEKapCTBEHHOI'0 Ipernapara MPOBOJATCA B CPOK, HE MPEBBIIAIOIMINAN HIECTUAECCITH


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745

pabouux auei. (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3.1. B otHOUIEeHNH OopdaHHBIX JIEKAPCTBEHHBIX MPENapaTOB MOTYT ObITh MPEICTABICHbI PE3YIbTaThI
JOKJIMHUYECKUX HCCIEOBAaHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIIEJOBaHUM
JICKapCTBEHHBIX IMpenapaToB JUIsi MEIUIMHCKOTO MPUMEHEHUS, BBINOJHEHHBIX 3a MpeleIaMu
Poccuiickoit @enepanuu B COOTBETCTBUHU C MPABWIIAMHU HaJUIEXKAIIeH 1a00paTOpHOM MPAKTUKU H
MpaBUJIaMU HaJJIeXkKaIlel KIMHUYECKON npakTuku. (B pea. denepanpHoro 3akoHa ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

4. YckopeHHas TpOIEaAypa SKCIEPTU3bl JIGKAPCTBEHHBIX CPEJICTB IPOBOAMTCS B TOPSJKE,
yCTaHOBIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosmiero denepanbHOro 3akoHa, U HE O3HAYAET
CHW)KCHHS TpeOOBaHUM K 0€3011aCHOCTH, Ka4eCTBY U 3P (PEKTUBHOCTH JICKAPCTBEHHBIX MTPEIapaToB.

Crarps 27. PelieHue 0 rocyAapCTBEHHON perucrpauuu
JIEKAPCTBEHHOI'0 Npenapara

1. B cpok, He ImpeBbILAIOLINNA AeCATH pabOYMX THEH CO JIHS MOJyYyeHHs 3aKIHOUYEHUN KOMHCCUU
JKCIIEPTOB II0 pe3yJIbTaTaM »JKCIEPTHU3bl KadyecTBa JIEKAPCTBEHHOTO CPEACTBA WM 3KCIEPTU3bI
OTHOLICHHS OKUIAEMOM IOJIb3bl K BO3MOXXHOMY PUCKY IIPMMEHEHHs JIEKAPCTBEHHOTI'O IIperapara,
COOTBETCTBYIOIIUN YIIOJIHOMOUYEHHBIH (eepalibHbIil OpraH MCIOJIHUTEIbHOW BiacTu: (B pex.
DdenepanbHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) pa3merniaer Ha cBoeM odumManbHOM caliTe B ceTH "MHTEepHET" COOTBETCTBYIOIINE 3aKITFOUCHUS
KOMHUCCHH JKCIEPTOB U OCYIIECTBISET MX OLEHKY AJIs OMpPEIENIeHUs COOTBETCTBHUS 3a/laHUIO0 Ha
IpoBeJeHUE 3TUX 3KcnepTus; (B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pexa. ot

13.07.2015))

2) mpUHHMMAET pElIeHHUE O TOCYAApCTBEHHOW PETUCTpPAllMU JIEKApCTBEHHOTO Mperapara uin 00
OTKa3e B TOCYJIapCTBEHHOM PEruCTpaliy JIEKAPCTBEHHOTO Mpenapara;

3) BHOCUT NpU NPUHATHU PEIIEHHs] O TOCYJapCTBEHHOH perucTpanuy JIEKapcTBEHHOIO IMpernapara
JTaHHBIE O 3apPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapaTe, B TOM 4Hcie O (apMaleBTUYECKOI
cyOcTaHIIMM, BXOJALIEH B COCTAaB JIEKAPCTBEHHOrO IIpernapara, B TOCYJIApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJACT 3aSBUTEII0 PETUCTPALMOHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOTO
npenapara, (GopMa KOTOPOrOo yTBEpXKJIAeTcs YHOJHOMOYEHHBIM  (efepalbHbIM  OpraHOM
UCIIOJTHUTENIbHOM  BJIACTH, COIJIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTAllMIO0, HOPMAaTHUBHBIN
JOKYMEHT, WHCTPYKIMIO 0 NPUMEHEHHIO JICKapCTBEHHOI'O NpenapaTa M MaKeTbl MEepBUYHOM
YOAKOBKM W BTOPUYHOM (MOTpEOMTENBbCKOM) YINAKOBKM C yKa3aHMEM Ha HUX HOMepa
PETUCTPAIIMOHHOIO YAOCTOBEPEHHUs JIEKapCTBEHHOI'O Ipemnapara ¥ JaThl €ro TOCyAapCTBEHHOM
perucTpanyy WiM B cilydae MNPUHSATHS pelieHuss 00 OTKa3e B TIOCYAApCTBEHHOW pPErucTpanuu
JIEKapCTBEHHOTO Iperapara yBeAOMIIIET B MUCbMEHHOM (hopMme 3asBUTENST 00 3TOM C yKa3aHUEM
MPUYMH TaKOr'0 OTKa3a. 3a BbIJauy PErucTPaIllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara
B3MMaeTCs TOCYJapCTBEHHas IOLUUIMHA B COOTBETCTBHM C 3aKOHOAATENLCTBOM Poccuiickoi
®denepannn 0 Hasorax u cobopax. (B pea. enepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. OcHoBaHMEM ISl OTKa3a B TOCYJIapCTBEHHOW PEruCTpalliM JIEKAPCTBEHHOTO Mperapara ist
MEJIUIIMHCKOTO TIPUMEHEHHS SIBIIACTCS 3aKJIIOUYEHHE COOTBETCTBYIOMIETO YIIOJHOMOYEHHOTO
dbenepanbHOrO OpraHa UCHOTHUTENBHOM BIACTH O TOM, YTO KauecTBO W (W) 3(h(HEeKTHBHOCTH
PETHCTPUPYEMOTO JIEKAPCTBEHHOTO Tpernapara JjIsi MEIUIIMHCKOTO TPUMEHEHUST HE TTOITBEPIKICHBI
MOJIYYEHHBIMH JAHHBIMU WMJIM YTO PUCK NPUUMHEHUS Bpena 370pPOBBIO YEJOBEKA BCIEICTBHE
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IpueMa JIEKapCTBEHHOTO Tperapara Uil MeIUIMHCKOTO TPUMEHEHHUS TPEeBBIIaeT 3PPEeKTHBHOCTD
ero npumenenwus. (B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE MpPEACTaBICHHE B COOTBETCTBYIOIIMHA YIOJIHOMOYEHHBIH (heaepanbHblii Oprax
VCIIOJIHUTEIIBHOM BIJIACTH JIEKAPCTBEHHOI'O IIpenapara, B OTHOLICHMHM KOTOPOTO IIOJyYeH OTKa3 B
rOCYJapCTBEHHOM PErucTpalud U KOTOPBIM BIIOCIEACTBUU IIOABEPICS HU3MEHEHHUIO B YacTH €ro
COCTaBa, pacCMaTpUBACTCA KakK MPEICTABICHUE HOBOIO JICKaPCTBEHHOIO IIpenapara Ha €ro
rOCY/IapCTBEHHYIO PETUCTPALMIO HE3aBHCUMO OT COXPAHEHMs €ro IEpBUYHOIO HAaUMEHOBAHHUS. (B
pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Ilpu npenocTaBieHUH 3asiBUTEIEM B COCTABE PErHMCTPALIMOHHOIO JIOChE HA JICKAPCTBEHHBIN
npenapar Ajs BETePUHAPHOTO NMPUMEHEHUS KOIMUU pPEelIeHUs YMOJIHOMOUYEHHOro ¢eaepanbHOro
opraHa HMCIIOJHUTEIBHOM BJIACTH O MMPOBCACHNHN MHCIICKTUPOBAHHWA TPOU3BOJUTECIIA JICKAPCTBCHHBIX
CPEICTB CPOK MPUHATHS PEHICHHs] O TOCYIapCTBEHHOW PETrMCTpalliy JEKapCTBEHHOTO Mperapara
AJi1 BETCPUHAPHOTO MPUMCHCHU A MMTPUOCTAHABIMBACTCA CO JHSA MOJTYYCHUA 3aKJIIO‘IeHI/II7I, YKa3aHHBIX
B yacTd | Hacrosimed cTaTbH, O OHS NPUHSATHS YIOJIHOMOYEHHBIM (hefepaibHbIM OpraHOM
HWCIIOTHUTEIBHOHN BIACTH peICHUA O BbLAAYC WA 00 oTKa3ze B BbIIa4€ 3aKJIIFOYCHUA O COOTBETCTBHUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAHMSIM MpPaBHUI HaJJiexalleld MPOU3BOJICTBEHHOM
MIPaKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBJECAT pabouux aHel. (B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

5. OcHoBaHMeM Ul OTKa3a B IOCYIJapCTBEHHOH perucrpanuu JIEKApCTBEHHOrO Ipernapara s
BETEPUHAPHOTO TNPUMEHEHUS SBJIAETCS 3aKII0YEHUE YIOJHOMOYEHHOro (QenepalbHOr0 opraHa
UCTIOJIHUTEJIBHOW BJIACTH O TOM, 4YTO KauecTBO M (M) 3(PQPEKTUBHOCTb PErUCTPUPYEMOIO
JIEKapCTBEHHOI'O Ipenapara Jiyisi BETEPUHAPHOTO NMPUMEHEHMs] HE IMOATBEPIKIEHBI MOJyYEHHBIMU
JAaHHBIMM MJM 4YTO PUCK IPUYMHEHHUS BpeAa 3/0pOBbIO0 KMBOTHOI'O BCJIEJICTBUE IpHUEMa
JICKapCTBEHHOTO Mpenaparta s BETEPUHAPHOTO TPUMEHEHHUS MpPEBHIIAeT 3(PPEKTHBHOCTH €ro
IPUMEHEHHUs, 0TKa3 YIOJHOMOUYEHHOro (hefepajlbHOr0 OpraHa MCHOJHUTENbHOM BIAacTH B BblJaue
3aKJIIOYEHHUS O COOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM IpaBUII
HaJJIeXKalled INpPOU3BOJACTBEHHOW IPAKTUKMA JUId KaXI0M NPOM3BOACTBEHHOM  IUIOIIAJKH
PErucTpUpPyEMOro JIEKApCTBEHHOrO Mperapara Jjisi BETEpUHAPHOTO NPUMEHEHHUs B Cllydae, eCiu
IIPOU3BOJICTBO JIEKAPCTBEHHOIO Ipemnapara A BETEPHUHAPHOIO NMPUMEHEHHUS OCYIIECTBISAETCS 3a
npenenamu Poccuiickoit @enepanuu, Ui OTCyTCTBUE TaKoro 3akitoueHus. (B pen. denepaabHoro
3akoHa oT 04.06.2018 N 140-D3)

Crarps 27.1. B3auMo3aMeHs1€MOCTD JIEKAPCTBEHHbIX MPENapaToB sl

MEIUIMHCKOr0 npuMeHeHus (B pea. @exepajbHOIO 3aK0HA OT_
27.12.2019 N 475-®3)

1. Bs3auMo3zamMeHseMOCTh JIGKQPCTBEHHBIX TNPEMapaToB I MEIUIIMHCKOTO TMPUMEHEHHS
OTpeIeNAeTCS  YINONHOMOYEHHBIM  (elepalbHBIM  OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH,
OCYIIECTBISIIOMIMM  TOCYJapCTBEHHYIO  PETHUCTPAIMI0  JIEKAPCTBEHHBIX  TPEmapaTroB IS
MEAWIIMHCKOTO TPUMEHEHHs, B paMKaX OJHOTO MEXIyHAPOJHOTO HEMaTeHTOBAaHHOTO (WM
XUMUYECKOTO, WU TPYNIHUPOBOYHOTO) HAWMEHOBAHHUS HAa OCHOBE 3aKJIIOYCHHS KOMHUCCUU
AKCIIEPTOB 3KCHEPTHOTO YUPEKACHUS O B3aUMO3aMEHSEMOCTH JIEKApCTBEHHOTO IMpemnapara Jyist
MEIUIIMHCKOTO TPUMEHEHHS JHOO O TOM, YTO JICKapCTBEHHBIM Tpemapar sl MEIUIIUHCKOTO
NPUMEHEHUs HE SBIseTCA B3auMo3aMmeHseMbIM. [lopsaok omnpezneneHus B3aUMO3aMEHSEMOCTHU
JIEKAPCTBEHHBIX TPENapaToB JIs METUIIMHCKOTO MPUMEHEHHS W (popMma 3aKIIOYCHHUS KOMHUCCHUU
HKCIIEPTOB AKCIEPTHOIO YUPEKIACHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENaparoB I
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MEJIUIIMHCKOTO TPUMEHEHHS JMOO O TOM, YTO JICKApCTBEHHBIM Mpemapar sl MEIUIIUHCKOTO
MIPUMEHEHHUS HE SIBISETCS B3aMMO3aMEHSeMbIM, ycraHaBiuBaroTcs [IpaBurenbctBom Poccuiickoit
denepanuu.

2. Komuccus 3KcrepToB SKCHEPTHOIO YUPEKICHUS [aeT 3aKII0OUYEHHE O B3aMMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO IMperapara Ui MEIUIMHCKOTO NMPUMEHEHHUs J00 O TOM, YTO JIEKapCTBEHHBIH
npenapar Ajds MEAULUHCKOrO IMPUMEHEHHs] He SBISEeTCS B3alMMO3aMEHsEMbIM, Ha OCHOBaHWUHU
CIIEIYIOIINX KPUTEPUEB (XapaKTEPUCTHUK):

1) okBuBaieHTHOCTH (Mg OWOaHATOrOBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpEnapaToB
(bnoaHamoroB) -  COMOCTABUMOCTH) KAYECTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(dapMalieBTHYECKHX  CyOCTaHIIMA WM COIIOCTaBUMOCTh  aHTHIEHHOTO COCTaBa  BAaKIIHH.
Hcnonp30BaHue pa3ivyuHBIX COJIeH, A(UPOB, KOMIUJICKCOB, H30MEPOB, KPUCTAIUTMUECKUX (OPM H
JPYTUX TPOU3BOJHBIX OJHOTO M TOTO K€ JICHCTBYIOIIETO BEIICCTBA HE SBJISICTCS MPETISTCTBUEM TSI
OTpeseNieHUs] B3aUMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPEMapaToB, €CIU MPH  IPOBEIACHHUH
UCCIIC/IOBAaHUST ~ OMOAKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Iperapara WM UCCICIOBaHUS
TEPAeBTHYECKON IKBUBAJICHTHOCTH JICKAPCTBEHHOTO Tpernapara JoKa3aHO OTCYTCTBUE KIIMHUYCCKH
3HAYUMBIX Pa3anduii (hapMakKOKUHETUKH U (M) 3P(HEKTUBHOCTH U O€30MMaCHOCTH JIEKAPCTBEHHOTO
nperapara Juisi MEITUITUHCKOTO TIPUMEHEHUS;

2) SKBUBAJIEHTHOCTH JIEKapCTBEHHON (opmbl. [log SKBHBaJIEHTHBIMHU JIEKaPCTBEHHBIMH (OpPMaMU
HNOHUMAIOTCS pa3Hble JIEKaPCTBEHHbIE (POPMBI, UMEIOIINE OJJMHAKOBBIE CIIOCOO BBEJEHUS U CIIOCOO
NpUMEHEeHHs, O00JaNalomne COMOCTABUMBIMUA (apMaKOKHHETHYECKUMH XapPaKTEPUCTHKAMUA U
dapMakosOru4eckuM JieiicTBUeM M o0ecledyuBalolue TakkKe JOCTHXKEHHE HEeoOXOIUMOro
KIMHUYECKOTO J(dexTa. Paznuumst JekapcTBEHHBIX (GOpPM HE SBIAIOTCA NPEMSATCTBHEM IS
OIpeNieIeHUs] B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IMPENaparoB, €CIM IpH I[POBEACHUU
UCCIIeIOBaHMUsI ~ OMO3KBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Ipemapara WIM  HCCIEJOBaHMS
TepaneBTUUECKONW SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKU
3HAUMMBIX pa3auuuii papMakOKMHETUKH U (WK) 3P(EKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS;

3) 9KBHUBAJIEHTHOCTh WJIM COIMOCTABUMOCTH COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara i MEIMIMHCKOrO IpUMEHEHMs. Pasznuuus cocTaBa BCIOMOTaTEIbHBIX BELIECTB
JIEKApCTBEHHOTO TIpenapara He SIBJISIOTCS MPETSITCTBUEM IS OTPEETICHUST B3aMMO3aMEHIeMOCTH
JIEKapCTBEHHBIX IMIpPEMapaToB, €CIM TMpPU TMPOBEACHUU UCCIEIOBaHUS OHWOIKBUBAJICHTHOCTH
JIEKAapCTBEHHOT'O0  TIpermapara  WIM  HWCCIEJAOBAHHMS  TEPANeBTUUECKOW  DKBUBAJICHTHOCTHU
JEKApCTBEHHOr0  Mpernapara  JI0Ka3aHO  OTCYTCTBHME  KIMHUYECKH 3HAUYUMbBIX  pa3IMyuuid
dbapmakokuHeTHkn U (W) 3¢GHEKTUBHOCTH M 0€30MAaCHOCTH JICKAPCTBEHHOTO Tperapara s
MEAUIIMHCKOTO MpuMeHeHus. [Ipy HamMuuy KITMHUYEeCKH 3HAYUMBbIX pa3nuiuii papMakOKUHETUKU U
() »sddexTuBHOCTH U 0E30MACHOCTH JIGKAPCTBEHHOTO Tpemapara il MEIUIIMHCKOTO
MPUMEHEHHUS B3aMMO3aMEHIEMOCTh OINPEACNAETCS C YKa3aHUEM Ha MCKIIIOUYEHHUE OTAENIbHBIX TPYIII
MaIleHTOB;

4) UOEHTUYHOCTD CIIoco0a BBEACHUS U CII0C00a MPUMEHEHUS,

5) COOTBCTCTBUC IMPOU3BOAUTCIIA JICKAPCTBCHHOTO CPCEIACTBA TpCGOBaHI/IHM IpaBHJI HaJIeKaIen
HpOHSBO}]CTBeHHOﬁ IIPaKTUKH.

3. OnpeneneHHe B3aMMO3aMCHACMOCTH BOCIPOU3BCACHHBIX JICKAPCTBCHHBLIX IMIPCIapaToB A
MCIUITUHCKOI'O MPUMCHCHHS, YKAa3aHHBIX B YaCTHU 10 craTtem 18 HaCTOAIICTO d)e;[epanLHoro 3aKOHa,
OCYHICCTBIACTCA 0e3 HGO6XOJII/IMOCTI/I JOoKa3aTeJIbCTBa UX OMOSKBUBAJICHTHOCTH.
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4. OcobeHHOCTH ONpeAeIeHNs B3aUMO3aMEHAEMOCTH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaTos,
KOMOWHUPOBAHHBIX JICKAPCTBEHHBIX IMPENaparoB (coaep)kKalmmx KOMOWHAIMIO JABYX M Oolee
JNEHCTBYIOIIMX BEIIECTB), JIEKAPCTBEHHBIX IIPENaparoB s HapeHTEpaJIbHOrO MHTAaHUS WU
HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenapaToB ycra”aBiuBaroTcs IIpaBurensctBoM Poccuiickoint
®denepanuu.

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTH HE€ OCYHIICCTBIACTCA B OTHOIICHHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX MTPCIIapaTOB, TOMCOIIATUYICCKUX JICKAPCTBCHHBIX ITPCIIApPaTOB.

6. ®opMHpOBaHUE NEPEUHS B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IPENapaToB A MEIULHUHCKOIO
NPUMEHEHHUS  OCYWIECTBISIETCS  OKCIEPTHBIM  YUPEKACHHUEM  IOCPEICTBOM  OOBEIUHEHUS
JICKapCTBEHHBIX IIPENAapaTOB B OTAEIbHBIE TIPYyNINbl, B KaXKI0M M3 KOTOPBIX JIEKapCTBEHHBIC
IIpenaparsl ABJISIOTCS B3aMMO3aMEHIEMbIMH.

7. B CJIyda€ BKIIIOYCHHA B HWHCTPYKIUIO 10 MCAWMIUHCKOMY IHPHUMCHCHUIO JICKAPCTBCHHOI'O
npemnapara Ha OCHOBaHHU PE3YyJIbTATOB COOTBECTCTBYIOIHUX I/ICCJ'IG,ZLOBaHI/II‘/‘I MOKa3aHUM JJIA
IMPUMCHCHHUA, KOTOPBIC OTIMYAKOTCA OT IMOKa3aHui AJIL MMPUMCHCHUA JOPYTHUX JICKAPCTBCHHBIX
npenaparoB M3 TIPYIIbl B3aUMO3aMCHSICMBIX  JICKAPCTBCHHBIX  IIp€NaparoB, B  IICPCUHC
B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX MpCHapaTtoB A1 MCAUIMUMHCKOTO NHNPHUMCHCHUSA OOJIKHA OBITh
YKa3aHa COOTBCTCTBYHOIIAA PIH(bOpMaI_[I/IS{.

8. IlepeueHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX IMPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHUs
pa3Memiaercs  yHNOJHOMOYEHHBIM  (eiepalibHbIM ~ OpPraHOM  HMCIOJHHUTENbHOW  BIIACTH,
OCYIIECTBISIIOIIUM  TOCYJapCTBEHHYIO  PETHUCTpAIMI0  JIEKAPCTBEHHBIX  MPEmaparoB IS
MEAMIIMHCKOTO TPUMEHEHUs, Ha cBoeM oduiuanbHoM caite B cetu "Uutepuer". Mudopmarus B
MEepeYHE B3aMMO3aMEHSAEMBIX JICKAPCTBEHHBIX MPEMapaToB MJisi MEAMIIMHCKOTO TMPUMEHEHUS
OOHOBJISIETCS YKa3aHHBIM (pellepalibHBIM OPraHOM HCIOJHUTENBHON BIACTH C YYETOM HOBBIX
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMAPATOB JUIsl MEAUIIMHCKOTO MPUMEHEHHUSI U BHECEHHBIX
M3MEHEHUN B JOKYMEHTBI, COJIEp)KAIllUeCs] B PETUCTPALMOHHBIX JIOChE€ HAa 3apErMCTPUPOBAHHBIC
JIEKapCTBEHHBIE TIPenapaThl AJIsi MEIUIIMHCKOTO TPUMEHEHUSI.

9. HOprI[OK HCIIOJIb30BaHUA I/IH(l)OpMaIII/II/I 0 B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIpEraparax IJIsd
MEIUIMHCKOTO MPUMEHEHU U MOPSAOK Ayl Pa3bsCHEHHWM MO BOIPOCAM B3aMMO3aMEHSIEMOCTH
JICKAPCTBCHHLBIX IMPEMapaToB I MCAUIMUHCKOTO NPUMCHCHHNA YCTAaHABJIIMBAKOTCA HpaBI/ITeJ'IBCTBOM
Poccuiickoit denepanuu.

Crarba 28. PerncrpannoHHoe y10CTOBEpEeHHE JIEKAPCTBEHHOT 0
npenapara

1. PeructpanmoHHOE yIOCTOBEpEHHE JIEKAapCTBEHHOIO Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
GopM U J03MPOBOK BBIAAETCS OECCPOYHO, 32 HCKIIOYEHHEM PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Tperapara, BBIJaBa€MOr0 CO CpPOKOM JEHCTBUS MATh JIeT, Ha BIEpPBbIE
peructpupyemsle B Poccniickoii @enepanyiy J1€KapCTBEHHBIE PENapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B YacTH | HacToAlIeH CTaThu CpPOKa BBLAAETCS OeccpoyHOe
PETUCTPALIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO Ipenapara Mpu YCIOBHM MOJATBEP)KJIEHUS €ro
roCy/1apCTBEHHON PETUCTPALIUN.

3. B ciyuae BHeceHHs B cooTBeTCTBHH cO cTaThiMu 30 m 31 Hacrosmiero denepaibHOTO 3aKOHA
U3MEHEHHUI B COJIEPIKAIIUECS B PETUCTPAIMOHHOM JIOChE Ha 3apETrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapaT ]IOKYMeHTI)I, 3anaFI/IBaIOHH/IX CBE€ACHUA, OTpa)KeHHI)Ie B peFI/ICTpaHI/IOHHOM
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YAOCTOBEpEHUU  JIEKapCTBEHHOTO  IpermapaTa,  YNOJIHOMOYEHHBIH  (enepalibHbIii  opran
UCIIOJIHUTEJIbHOM BJAacTH BBIAAET HOBOE PETHMCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO

npenapara, COAeprkallee BHECEHHble B HEro u3MeHeHus. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. B cimydae yTpaThl WIHM IOBPEXIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara 1o 3asBJICHHUIO B IHUCBbMEHHOH (opMme Jepxkarens WM Biafeblia PerucTpalioOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipernapara WIM YIOJIHOMOYEHHOTO UMHU JPYroro HOpHIHYECKOTo
JMLIa O Bblgaye JyOsMKaTa pEerucTPalMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara
YIOJTHOMOYCHHBIN (eepalbHbIl OpraH HCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBINIAOIIMIA
Jecatu pabouux JHEH cO JAHSA MOCTYIUICHHs 3asiBIICHUs, BBIAAET HAyOJMKAaT PEruCcTPalliOHHOTO
YIOCTOBEpEHHs] JIGKAPCTBEHHOTO TpemnapaTta. 3a Bblgady JAyOJuKaTa pErucTpaldoOHHOTO
YAOCTOBEPEHUS JIEKapCTBEHHOTO IIperapara B3uMaeTcs rocyJapCTBEHHAs MOIIJIMHA B COOTBETCTBUU
¢ 3akoHOJarenbcTBOM Poccuiickoii denepannu o Hamorax u coopax. (B pen. dexepanbHoro 3aKoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Crarbs 29. IloaTrBep:xaeHue rocyiapcTBEHHON perucTpannu

JIeKAPCTBEHHOTro nmpenapara (B pea. ®@enepajbHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. IloaTBepkeHnEe TOCYIapCTBEHHON PETUCTpPALMU JIEKApCTBEHHOTO Ipernapara OCyLIECTBIIIETCS
Opu BbIJaYe OECCPOUHOTO PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOrO Iperapara B
clly4yae, yKa3aHHOM B 4acTu 2 craTbu 28 Hactosmero ®enepaibHOro 3aKOHa, B CpPOK, HE
NPEBBIIIAIONIMKA  MIECTHUAECATH pabounx JHEH Cco JHS TOJNyYeHUS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (heIepaibHBIM OpPraHOM HMCIIOJHUTEIBHON BIIACTH 3asBJICHUS O TOATBEPIKICHUU
rOCy/IapCTBEHHOW PErUCTpally JIEKApCTBEHHOTO IpernapaTta. He ocyiiecTBisieTcss mMOATBEPKIACHHIE
rOCy/IapCTBEHHOW PETUCTPALlMK B OTHOIICHWHU JIEKAPCTBEHHOTO Ipenapara, HE HaXOJUBLIETOCs B
oOpamienun B Poccuiickoit denepanuu B TedyeHUe Tpex M Oojiee JeT, a TakKe B OTHOLICHUU
JIEKapCTBEHHOI'O CPEJICTBA, IPOU3BEACHHOIO C HapylIeHHEM TpeOOBaHUs, YCTAHOBICHHOIO YacTbiO
3.7 cratbu 71 Hacrosero deaepanbHOro 3aKOHa.

2. 3asBlieHUE O MOATBEPN ACHUU TOCYJApPCTBEHHON pErucTpalyy JIEKapCTBEHHOrO IpernapaTa Juis
MEIUIUHCKOTO  NPUMEHEHUS]  NpPEACTaBIseTCs B COOTBETCTBYIOIIMH  YHOJIHOMOYEHHBIN
(enepanpHBIl OpraH HCIOJHUTENBFHON BJIACTH HE paHEe 4YeM 3a CTO BOCEMBIECAT JHEH [0
UCTEUEHUs CpPOKa JIEHCTBHS PErMCTPALMOHHOIO YJOCTOBEPEHHUs JICKapCTBEHHOIO Iperapara Jis
MEIUIIMHCKOTO pruMeHeHus. (B pen. PenepanbHoro 3akona ot 02.08.2019 N 297-03)

2.1. 3asBJeHHE O MOATBEPKJACHUU TOCYIAPCTBCHHOM PErHCTpalii JCKapCTBEHHOTO Mperapara Jis
BETCPUHAPHOTO  MPHUMEHEHHS  MPEICTABISAETCS B  COOTBETCTBYIONIMH  YIIOJHOMOYEHHBIN
dbenepanbHBIA OpraH HCIOJHUTEILHOW BJIACTH HE paHee YeM 3a CTO BOCEMBJAECAT JHEH 0
UCTCUCHHS CPOKa JICHCTBHSI PErHMCTPAMOHHOTO YJOCTOBEPECHHUS JICKApCTBEHHOTO Mperapara Jyis
BETEPUHAPHOTO MPUMEHEHHUS U HE T03IHEe OKOHYAHHS CpOKa ero aeicTBus. (B pea. demepaabHOro
3akoHa ot 02.08.2019 N 297-D3)

3. IlonTBeprkieHNE TOCYIApPCTBEHHON pPErucTpaluy JIEKApCTBEHHOrO Ipenapara OCYyIIEeCTBISETCS
[0 pe3ysibTaTaM SKCIEPTU3bl OTHOLIEHHUS OKUAAEMOM IOJB3bl K BO3MOXHOMY PUCKY NPUMEHEHHUS
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHWU pPE3YyJbTaTOB MOHUTOpPUHra 3(G(EeKTUBHOCTH U
0€30MaCHOCTH  JIGKAPCTBEHHOT0 IpenapaTa, MPOBOJUMOIO JepXaTejleM WM  BlajeiblieM
PETrUCTPALIMOHHOTO YJAOCTOBEPEHHS JIEKAapCTBEHHOI'O IMpernapara 100 YHOJHOMOYEHHBIM HMH
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IOPUAMYECKUM JIMIIOM, a TaKXe COOTBETCTBYIOIIMM YIOJIHOMOUYEHHBIM (eepalbHbIM OpraHOM
WCTIOJTHUTEIILHON BJIaCTH B COOTBETCTBUU C TpeOOBaHUSAMH cTaThil 64 Hacrosimero denepanbHOro
3aKOHa.

4. K 3asBJI€HHIO O MMOATBEP)KICHUH TOCYJapPCTBEHHOM PETHCTPALlK JIEKapCTBEHHOTO MIpenapara Juist
MEAMLIMHCKOrO0 NpuMeHeHus mnpuiaratorcs: (B pea. denepanpHoro 3akoHa or 04.06.2018 N
140-D3)

1) IOKyMEeHTBI, conepKallue pe3yabTaTbl MOHUTOpPHHra 3((EeKTUBHOCTH U 0e30ImacHOCTH
JIEKapCTBEHHOT0 Ipenaparta Ajs MEAULUHCKOro NPHUMEHEHHs, MPOBEICHHOIO JAepKaTesieM WU
BJIAJEJIbLIEM PETUCTPALIMOHHOIO YIOCTOBEPEHHs JIEKAPCTBEHHOrO Ipernapara JUisl MEeIULUHCKOrO
IPUMEHEHHUs JIMOO YIOJHOMOYEHHBIM UM IOPUAMYECKHM JIMLOM, 1O (opMme, yTBEpHkIAESHHOU
YIOJTHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJTHUTENBHOM BiacTy; (B pea. PenepaabHOro 3aK0Ha
ot 04.06.2018 N 140-D3)

2) cBeneHus O JaTe MPEJOCTABICHUS W PETUCTPALMIOHHOM HOMEpE JIMIIEH3HH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJACTB WM CBEIACHUS O JaTe MPEIOCTABICHUS W PETUCTPALMOHHOM HOMEPE
3aKJIIOUYEHUSI O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM MPaBUII
HaJJIeXKAIIEH TPOU3BOJCTBEHHON IMPAKTUKHU, MPEIOCTABICHHBIX YIIOJIHOMOUYEHHBIM (heepabHbIM
OpraHOM MCIOJIHUTEJIBbHON BJACTH B OTHOUIEHUMH NPOU3BOJCTBEHHOW IJIOIIAIKH JIEKAPCTBEHHOTO
mpernapara  JUisi  MEAUIUMHCKOTO NPUMEHEHHS, TOCYyJapCTBEHHAass PErucTpalusi KOTOPOro
MOATBEPKIAETCSA B Clydae, €clid MPOU3BOJACTBO JIEKAPCTBEHHOrO Ipernapara Uuisi MEIULUHCKOTO
npuMeHeHus ocymectBisercs B Poccuiickoit ®enepanuu; (B pea. denepaibHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

3) KOIInusd HpeHOCTaBHCHHOﬁ YIOOJHOMOYCHHBIM OpraHoOM CTpaHbl MPOU3BOAUTCIIA JIMLICH3WMM Ha
IPOMU3BOJICTBO JICKAPCTBEHHOTO IpernapaTta Uil MEAWIMHCKOTO NMPHMEHEHUS M €€ IepeBoJ] Ha
pYCCKI/II\/JI SA3bIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAJAKEC, a TaKXC KOIHA 3aKII0YCHHUA O
COOTBETCTBUHM TMPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUAM MpaBWJ HaAJexalien
HpOHSBOHCTBeHHOﬁ IIPAKTHUKH, BbIIAHHOT'O YIOOJIHOMOYCHHBIM (be)lepam)HHM opraHom
UCTIOJIHUTENIBHON BJIACTH B OTHOLIEHUHU MPOU3BOACTBEHHOM IJIOLIA/IKU JIEKAPCTBEHHOIO Mpenapara
A1 MECAUIUHCKOTO MPUMCHCHHA, TOCYAAaPCTBCHHAA PETHUCTpALlUA KOTOPOro MOATBECPIKAACTCA, WA
KOMMSI PELICHUs] YIOJTHOMOYEHHOr0 (heiepaibHOrO OpraHa MUCIOJIHUTENIFHON BJIACTH O NMPOBEJCHUN
WHCIIEKTUPOBAHUS TPOU3BOAMTENS JICKAPCTBEHHBIX CPEJCTB B CJyd4ae, €CIU IPOHU3BOJCTBO
JIEKapCTBEHHOTO INpenaparta A MEAULUHCKOTO TNPUMEHEHHUS OCYIIECTBIISETCS 3a MpelesaMu
Poccuiickoit ®enepanuu. (B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N
478-D3)

4.1. B oTHOIIEHUH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MpEenapaToB JUIs MEIUIIMHCKOIO MPUMEHEHHUS
3asBUTENb JIOTIOJHUTEIBHO TPEACTABISICT PE3yNbTaThl MEPONPHUITHH, MPETyCMOTPEHHBIX TUIAHOM
yIOpaBIE€HUS  PHCKaMM,  YTBEPKJIEHHBIM  YIOJIHOMOYEHHBIM  (eiepajbHBIM  OpPraHOM
UCTIOTHUTEIIHOW BJIACTH TPU OCYIIECTBICHHH TOCYIAPCTBEHHON pPErHCTPalliU JIEKAPCTBEHHOTO
npenapara A8 MeIUWIUHCKoro npumeHeHus. (B pen. denepanbHoro 3akoHa or 04.06.2018 N
140-D3)

4.2. K 3asBI€HUIO O MOATBEPKIEHUU IOCYAAPCTBEHHOW PErvCTpaliiy JIEKapCTBEHHOIO Ipernapara
JUIlI  BETEPUHAPHOTO IPUMEHEHHsI MPWIAraroTCs JOKYMEHTBI, COJEpXkallhe pPe3yJIbTaThl
MOHUTOPHHTa PPEKTUBHOCTH U 0€30MACHOCTH JIEKApCTBEHHOIO Mperapara JJisi BETEpPUHAPHOTO
IIPUMEHEHHUsS, IMPOBOJAMMOIO JEpXKATEIEM WIM BJIAJENbLEM PETUCTPALMOHHOTO YJIOCTOBEPEHHUS
JIEKapCTBEHHOTO TpemnapaTa JUlsl BETEPUHAPHOTO NPUMEHEHHs JHOO YHOJIHOMOYEHHBIM MM
IOPUAMYECKUM JIMIOM, 1O (opMme, YTBEP)KIEHHOW YIOIHOMOUYEHHBIM (eepaibHbIM OpPraHoM
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n n_.n

WCITOJTHUTEIIbHON BJIACTH, U JOKYMEHTBI, YKa3aHHbIC B TyHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k",
"n" mnynkra 4 wactu 3 crarbu 17 Hacrosmero ®exepanbHOro 3akoHa. B oTHomeHuun
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IMpErnapaToB [jsi BETEPUHAPHOTO MPUMEHEHUS He
IIPEJICTABIISIOTCS CBEJICHUS, YKa3aHHbIE B NOANYHKTe "K" nmyHKTa 4 yactu 3 cratbu 17 HacTosILEro
@QenepalibHOTO 3aKOHAa. B OTHOIIEHMM JIEKaPCTBEHHBIX IpPENapaToB sl BETEPUHAPHOTO
NPUMEHEHHS, TIOJTYYECHHBIX C MPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB
WIH COJIEPKallMX TaKUE OPTaHU3MBbI, JOMOJHUTEIBHO MPEJICTABISIOTCS CBEICHUS, YKa3aHHBIC B
nyHkre 13 vactu 3 crateu 17 Hacrosimero ®denepanbHoro 3akoHa. (B pen. denepanbHbIX 3aKOHOB

o1 04.06.2018 N 140-®3, ot 02.08.2019 N 297-D3)

4.3. 3asBuTenp BIpaBe MPEACTaBUTH C 3asABICHUEM O IOATBEPXKICHUU TIOCYJapCTBEHHOU
pEruCTpallui  JIEKAPCTBEHHOI'O IIpernapara KONUI0 JOKYMEHTa, IIOATBEPXKAAIOLIEr0 yIUIATy
rOCyJapCTBEHHOW NOLUIMHBI 33 MOATBEP)KICHUE I'OCYNapCTBEHHOW PETUCTPAlMU JIEKAPCTBEHHOIO
npenapara, a TakXke BblgaBaeMble (TPEAOCTaBISIEMBIE) YIOJHOMOYEHHBIMU (henepanbHbIMU
OpraHaMH MCIIOJHHUTEIbHON BJIACTH JIOKYMEHTHI (CBEIECHHUS), YKa3aHHbIE B IYHKTax 2 U 3 yacTH 4
HACTOSsIIIEH cTaThu. B ciy4ae WX HENpEICTaBICHHs YIOJIHOMOYEHHBIH (QenepanbHblii OopraH
UCTIOJIHUTENIBHOW  BJACTH  3alpallliBaeT yKa3aHHbIE JOKYMEHThl (CBEJEHMs) B IOpSJIKE
MEXBEJJOMCTBEHHOTO HMH(OPMAIIMOHHOTO B3aumojneuctBus. (B pen. denepalibHOro 3akoHa OT
27.12.2019 N 478-03)

5. B Tteuenue pecatu pabouux JHEH CO JHSA TNPUHATUS 3aABJICHUS O IOATBEPXKICHUU
TrOCyJapCTBEHHOW PETUCTpallUy JIEKAPCTBEHHOIO IIpemapaTra M JOKYMEHTOB, COJEprKalluX
pe3yabTaTbl MOHHUTOpUHTAa 3((EKTUBHOCTH ¥ 0€30MacHOCTH JIGKAPCTBEHHOTO IIperapara,
IIPOBOAMMOIO AEpKATEIEM WU BIIAJENbLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapara Ju00 yIMOJIHOMOYEHHBIM MMHU FOPUAMYECKHM JIMLIOM, YIOJTHOMOYEHHBIH (heaepanbHbIid
OpraH UCIIOJIHUTEIbHOMN BIACTHU:

1) mpoBOAMT HPOBEPKY IOJHOTHI CBEICHHM, COJEpXKAallUXCsi B IPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTAax;

2) mpUHUMAaeT pelleHHWe O MPOBEACHUU WM 00 OTKa3e B IMPOBEIECHUU SKCIEPTH3bl OTHOIICHUS
0’KHMJIa€MOH TOJIB3bI K BO3MOKHOMY PUCKY IMPUMEHEHHS JIEKAPCTBEHHOTO TperapaTta Ha OCHOBaHUH
pe3yNbTaToOB MOHUTOpPUHTa J(PGEKTUBHOCTH U O€30MacHOCTH JIEKApCTBEHHOTO Ipemnapara,
MIPOBOJIUMOTO JIEPKATEJIEM WIIM BJIAJIEIBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHUsSI JIEKAPCTBEHHOTO
npenapaTta Ju00 YMOIHOMOYEHHBIM MMM IOPUIUYECKUM JIHIIOM, a Takke (enepalbHbIM OpPraHOM
WCIIOJTHUTEIIbHON BJIACTH B COOTBETCTBHH C TpeOOBaHMsIMU cTaTbu 64 HacTosimero denaepaabHOTO
3aKOHa;

3) yBegomiseT B DSJEKTPOHHOH (opMme WM NUCbMEHHOW (opMme 3asBUTEIsI U HKCHEPTHOE
YUpEXKJIEHUE O MPHUHITOM PEIIEHUU JUOO B Cllydae NMPUHATHUS pelleHus 00 OoTKa3e B MPOBEIACHUU
DKCIEPTU3BI YKA3bIBAET IPUUYUHBI TAKOTO OTKA3a.

6. B ciydae BbIsSIBICHHUS] HEJOCTOBEPHOCTH U (MJIM) HEJOCTaTOUHOCTU MH(OpMaLIMU, coepKaleics
B TPE/ACTaBICHHBIX 3asBUTENEM JIOKyMEHTaX, YIOJIHOMOYEHHBIH (QenepaibHblii  Oprax
MCIIOJTHUTENIbHOM BJAacTH HaIpaBIIeT 3asBUTENIO 3alpoc 00 YTOUYHEHUHU yKa3aHHON MHGpOpMaIuu.
3arpoc yrnoJHOMOYEHHOro (e/iepalbHOTO OpraHa MCIOJIHUTEIBHONW BJIACTH MOXKET OBITh IepeiaH
YIOJIHOMOYEHHOMY TPEJCTABUTEIIO 3asBUTENS JIMYHO IO/ PACIHMCKY, HAOpaBJeH IO IOYTe
3aKa3HbIM MHCBMOM WJIM TEpeJaH B 3JIEKTPOHHOU (hopMe MO TeIeKOMMYHHMKAIIMOHHBIM KaHallaM
cBs3M. B ciyuae HampaBieHUs 3ampoca yIoJHOMOYEHHOIO (eiepaibHOTO OpraHa UCIOIHUTEIbHOM
BJIACTU IO TIOYTE 3aKa3HBIM IHCbMOM OH CUYUTAETCS IOJYYEHHBIM 10 MCTEYEHUHU IIECTH IHEH C
JIaThl HAIPABJICHUS 3aKa3HOTO ITUChMA.
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7. 3asBuTenb 00s3aH NPEACTaBUTh OTBET HA 3alpoC YMNOJHOMOYEHHOro (hefepallbHOro OpraHa
UCIIOJIHUTENIBHOM BJIACTU B CPOK, HE IPEBBILIAIOLIMI JAEBSHOCTAa padouux JIHEH €O JHA €ro
nosydyeHus. Cpok, yKa3aHHBId B 4acTH 5 HAacTOSALICH CTaTbM, IPHUOCTAHABIMBACTCA CO JHSA
HAlpaBJICHUS 3asBUTENIO 3alpoca YIOJIHOMOYEHHOrO (hefepaabHOr0 OpraHa HCIOJIHUTEIILHOM
BJIACTH 10 JHS IOJIyYEHHS MM COOTBETCTBYIOLLIEIO OTBETA M HE YYMTHIBACTCS IIPU MCUUCICHHUH
CpOKa IMOATBEPKACHUSA TOCYAAPCTBEHHONW PErrCTPallMy JIEKAPCTBEHHOIO IIperapara.

8. OcHOBaHMEeM JUIsl OTKa3a B IMPOBEACHUM OHKCIEPTU3bl OTHOLIECHUS OXHIaeMOM IOJIb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpenapara SBJIAETCS IPEICTABICHHE
JOKYMEHTOB, COAEP)KalIMX pPEe3yJbTaThl MOHUTOPHHra J(PQPEKTUBHOCTH U  0E30MaCHOCTH
JIEKapCTBEHHOI0 Mpemnapara, U (WId) B OTHOIIEHUH OMOJOTMYECKHX JIEKApPCTBEHHBIX IpernapaToB
pE3yJIbTaTOB OCYIIECTBJICHUS MEPONPUITUNH B COOTBETCTBUM C IIJJAHOM YIIPaBJIEHUS PHUCKaMH,
YTBEPKACHHBIM  YIIOJIHOMOYEHHBIM (efiepalbHbIM OpPraHOM HCIOJHUTEIBHOW BJIAcTU MpH
OCYILECTBIICHIH TOCYAAPCTBEHHOM PErHCTpalliyl JIEKapCTBEHHOTO IpenapaTa, B HEMOJIHOM 00beMe,
OTCYTCTBHE HWH(OpMALMK, MOATBEPXkKAAOMIEH (aKT yIUIaThl TOCYJapCTBEHHOW TMOUUIMHBI 3a
NOJATBEPXKJIEHUE  TOCYJAapCTBEHHON  perucrpaluy  JIGKQpCTBEHHOro  Ipemapara,  Jiubo
HEIPEACTABICHUE 3asIBUTEJIEM B YCTAHOBIICHHBIN CPOK OTBETA HA YKa3aHHBIN B 4acTH 6 HacTosIIei
CTaThU 3alpoc YHNOJHOMOYEHHOTO (hefepalbHOTO OpraHa HWCIOJHHUTEIBHON BJIAcTH, a TaKKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX HH(QOpPMAIIHH, KOTOpas JOJKHA ObITh B HUX OTPaKEHa.

9. Dkcneptu3a OTHOLIEHUS OKHUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JEKapCTBEHHOIO  Ipernapara B LENIX IOATBEP)KIEHUS TOCYJAapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOI'O Iperapara MpOBOAUTCS KOMUCCHUEN 3KCIEPTOB IKCIEPTHOTO YUPEKIACHUS B CPOK,
HE MPEBBIIIAIOLINI cOpoka pabouux JHEH.

10. B cimydae HEJOCTaTOYHOCTH NPEACTABIECHHBIX JKCIEPTY MATEPHANIOB Ul Jayd 3aKJIIOYEHUs
IKCHEPT oOpamaercs K PYKOBOAMUTENIO HKCIEPTHOIO YUPEXKICHHS O MPEJOCTABICHUH €My
HEOOXOIMMBIX  MaTepuajoB. PykoBoauTenb 3KCIEPTHOrO  yYpeKIeHHUs  oOpamaerci ¢
COOTBETCTBYIOIIUM 3alpOCOM B YIIOJIHOMOYEHHBIN (peliepalbHbIi OpraH HUCIIOJIHUTENbHON BIACTH,
BBIJIABIINHI 3aJaHUE HA MPOBEJACHUE DKCIEPTU3bl OTHOLICHUS OKHUIAEMOH IOJIb3bl K BO3MOKHOMY
PUCKY TIpUMEHEHUs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JOKYMEHTA, COAEPIKALIEro
pe3ybTaThl MOHUTOPUHTA 3()(PEeKTUBHOCTH U 0€30MMaCHOCTH JIEKapCTBEHHOIO IpenapaTa. B Teuenue
IATH pabouux JHEH cOo JHS MOCTYIJIEHUS 3ampoca PYKOBOJAUTENS 3KCIEPTHOTO YUPEKIACHUS
yKa3aHHbIH (efiepaibHbli OpraH HCIOJHUTENFHOW BIIACTH HAIpaBlsieT 3asBUTENIO 3alpoc O
MPEJICTaBICHUH HEOOXOAMMBIX MaTepUaloB, KOTOPHII MOXKET OBbITh IepeaH yNOIHOMOYEHHOMY
IIPEACTABUTENIO 3asiBUTENS JIMYHO IOJ PACIUCKY, HAIPaBJICH IO IIOYTE 3aKa3HbIM ITMCBMOM WU
nepejaH B AJIEKTPOHHOM (opMe 10 TEeIeKOMMYHMKAI[MOHHBIM KaHajllaM CBA3M. B ciydae
HalpaBJIEHHUs 3aIpOca YIOJIHOMOYEHHOTO (hefiepalbHOTO OpraHa UCIIOJIHUTEIbHON BIACTH 110 MOYTe
3aKa3HbIM IIMCBMOM OH CYHMTAETCS IOJYYEHHBIM I10 MCTEYEHUU IIECTH JHEH C JaThl HAIpaBJICHUS
3aKa3HOr'0 MMUChbMa.

11. 3asBuTenp 00s3aH MPENCTaBUTh OTBET Ha 3alpOC YIMOJIHOMOYEHHOTO (eaepaabHOTO OpraHa
UCTIOJIHUTENIBHOW BJAaCTH B CPOK, HE MPEBBILAIONIMKA MIECTHUAECATH padouyux AHEH co JHA
MOJTyYEHHUsl YKAa3aHHOTO 3ampoca. YOJIHOMOUYEHHBIN (enepaabHblii OpraH UCTIOIHUTEIbHON BIACTH,
BBIZIABIINHI 33JaHUE HA MPOBEJACHUE DKCIEPTU3bl OTHOLIEHUS OKUIAEMOM I0Jb3bl K BO3MOKHOMY
PUCKY TIPUMEHEHUs JIEKapCTBEHHOIO IpernapaTa Ha OCHOBAaHMU JOKYMEHTA, COJEpIKAIIEero
pe3yabTaThl MOHUTOPUHTA 3(P(HEKTUBHOCTH U O0€3011aCHOCTH JIEKAPCTBEHHOTO Mperapara, B TeUeHHe
IIATHN pa60q1/1x JIHefI CO OHA MOCTYIUICHHA OT 3adBHUTCIIA OTBETA Ha 3alpoC YIIOJHOMOYCHHOI'O
(enepaabHOro opraHa MCIOJHUTEIHLHON BIACTH HAIMIPABISET 3TOT OTBET B AKCIEPTHOE YUPEKICHHE.
B ClIyda€ HCEMPCACTABJICHUA IO HCTCUCHUW HICCTUIACCATH pa601mx I{Heﬁ 3as4BUTCIIEM OTBETA Ha
yKa3aHHBIN 3apoc YMOJIHOMOYEHHBIN (elepaibHblil OpraH MCHOJIHUTEIBHOW BIACTH, BBIIABIIMMA



3aJJaHuE€ Ha IPOBEJCHHUE DKCIEPTU3bl OTHOUICHHS OKMIAEMOW IOJIB3bI K BO3MOJKHOMY PHCKY
IPUMEHEHHUs JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHMM JIOKYMEHTA, COJEPIKAIIEro pe3yJbTaThl
MOHUTOpHHra 3((eKTUBHOCTH U O€30MACHOCTH JIEKapCTBEHHOI'O Ipenapara, B TEUYEHHUE IATH
pabounMx JAHEW HalpaBisIeT B SKCIEPTHOE YUPEXKJIEHUE YBEIOMIIEHHE O HEIPENCTaBICHUU
3asgBUTEJIEM OTBETA HA 3allpoC YKa3aHHOrO opraHa. Bpems co nHA HampaBieHMs 3ampoca
HKCHEPTHOTO YUPEKICHUS B YIOJIHOMOYEHHBIH (pe/epanbHblii OpraH WCIOJHUTEIBHOM BIACTH 0
JHS TIONYYEHMs] DOKCIEPTHBIM YYpEXICHHEM OTBE€Ta Ha 3alpoc WIH yBEIOMIICHHA O
HENPEJICTaBICHUH OTBETa HAa 3allpoC HE YYMUTHIBACTCS INPU HCUYHUCICHUU CpPOKA IPOBEACHUS
JKCIIEPTU3bl OTHOLICHUS OXKHAAEMOH MOJb3bl K BO3MOKHOMY PUCKY IIPHMEHEHUS JIEKapCTBEHHOIO
npernapara Ha OCHOBAHUU JIOKYMEHTA, COJIEPIKAILEro pe3ysibTaThl MOHUTOPUHTA 3((PEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO IIperapara.

12. B cpok, HE TPEBBIMIAIINN ASCATH pabOYUX JHEH CO JHS MOJYYCHHS 3aKITFOUYCHUS KOMHCCHH
AKCIIEPTOB IO pe3yjbTaTaM SKCHEPTHU3bl OTHOUICHUS OXKUAAEMOM TOJIb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHUS JIEKapCTBEHHOTO Tpenapara, COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIH (enepanbHblii
OpraH UCMOJHUTEIILHON BIACTH:

1) ocyliecTBiIseT OIEHKY ATOrO 3aKIIOUEHUS UIsl OMpEENIeHUs €ro COOTBETCTBUS 3aJaHHI0 Ha
MIPOBEICHUE YKa3aHHOMN IKCIIEPTHU3HI;

2) OpUHMMAET pELIEHUE O MOATBEPXKJIEHUH TOCYJapCTBEHHON perucTpanuu JeKapCcTBEHHOIO
npenapara wid o0 OTKa3e B MOJATBEPXKIEHUM TOCYAAPCTBEHHOW PErMCTpalM JIEKapCTBEHHOIO
npenapara;

3) BHOCHUT TMNpU TNPUHATUU PEHICHUS O TMOATBEPXKIECHUU TOCYJAPCTBEHHON perucTparuu
JIEKapCTBEHHOI'O Iperapara CBEACHUS B TOCYJAapCTBEHHBIH PEECTp JIEKApPCTBEHHBIX CPEICTB U
BBIJIa€T 3asBUTEII0 OECCPOUYHOE PETUCTPALIMOHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOIO MIperapara.

13. OcHOBaHueM U1 OTKa3a B MOATBEPXKICHUU TI'OCYJApPCTBEHHON PEruMCTpaliy JIEKApCTBEHHOTO
npenapara sBJSETCS 3aKJIIOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO (eepalbHOro OopraHa
VCIIOJIHUTENIBHOM BIACTH O TOM, YTO PUCK MPUYMHEHMSI BPEa 340POBbIO YEJIOBEKA UIIU KUBOTHOIO
BCJIE/ICTBHE MIPHEMa JIEKAPCTBEHHOIO IpernapaTta npeBblaeT 3(p()EeKTUBHOCTD €ro NpuMeHEeHUs. (B
pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHHS MpOUEAYphl MOATBEPKICHHUS TOCYAapCTBEHHOM pEerucTpanuu
JIeKapCTBEHHOT O Npernapara ero oopaienue B Poccuiickoit @enepannn He IpUOCTaHABINBACTCS.

15. Homyckaercs oOpalieHHe JeKapCTBEHHBIX MpernapaToB J0 HCTEYCHHsS] CpPOKa TOJHOCTH,
MMPOU3BCACHHLIX B TCYCHUC CTa BOCBMUJCCATH KaJICHAAPHBIX I[Heﬁ IoCJIC JaTbl NPUHATHUA
YIOJTHOMOYEHHBIM (pe/iepallbHbIM OpTraHOM HMCTIOJHUTENIBHON BIACTH PEIICHUS O MOJITBEPKICHUU
roCy/1apCTBEHHOW PETUCTpAllMU, B COOTBETCTBUU ¢ MHGpOpMaluel, coiepkauieiicss B JOKyMEHTax
PETUCTPALIMOHHOTO JIOChEe Ha JIEKApCTBEHHBIM Mpemapar A0 JaThl NPUHATHS TAaKOTO pelieHus. (B
pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

Cratbs 30. BHeceHue M3MeHeHNH B JIOKYMEHTBI, CO/Iep KaLuecs B
PerncTpanMoOHHOM J0Che HA 3apPeruCTPUPOBAHHBIN JIeKAPCTBEHHbII
npenapar JJig MeIMINHCKOr0 NPUMeHeHU s
1. B OeiaaX BHECCHUA W3MCHCHUHN B AOKYMCHTBI, COACPIKAIIUECCA B PCTUCTPALIMOHHOM JOCHC Ha

SapeFI/ICTpI/IpOBaHHI)II\/II HeKapCTBeHHLIﬁ npemnapar i MCAUIUHCKOr0O NpUMCHCHHUA, ACPKATCIIb W
BJIaaCiicly pEruCTpalluOHHOIO YAOCTOBCPCHUS JICKAPCTBCHHOI'O Hpfrapara HWJIN YIHOJIHOMOYCHHOC
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UM JpYroe MOpPHIMYECKOE JIMIO (Iajee B HACTOSIIEH CTaThe - 3asBUTENb) IMPEICTaBISET B
YIOJTHOMOYEHHBIN (peepanbHblii OpraH MCHOJHUTEILHOW BIACTH 3asBIICHUE O BHECCHHH TaKUX
U3MEHEHU 1o  (opMe, YCTAHOBJICHHOH  YIOJHOMOYEHHBIM  (peepajbHBIM  OPraHOM
HUCIOJIHUTEIbHOU BJIaCTHU, U IpUjiaraCMbi€ K HEMY HM3MCHCHHA B YKAa3aHHBLIC NOKYMCHTBI, 4 TaKiKC
JOKYMEHTBI, TOATBEPIKIAIOIINE HEOOXOJMMOCTh BHECCHHS TaKMX HW3MEHEHWi. (B  pen.
denepanpaoro 3akona ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOAUMOCTH BHECEHHS B JJOKYMEHTHI, COICPKAIIUECS B PETUCTPAMOHHOM JIOChE HA
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBI Npenapar Uil MEIUIMHCKOTO MPHUMEHEHUs, W3MEHEHUH,
YKa3aHHBIX B IYHKT€ 3 YacTH 2 HACTOSIIEH CTaTbu M TPEOYIOMMX MPOBEACHUS SKCIEPTU3BI
Ka4yeCcTBa JICKAPCTBEHHBIX CPEACTB, 3asBUTENb JOMOIHUTEIBHO MPEJICTABISIET B yIIOJTHOMOYECHHBIH
denepanbHBIE  OpraH HCIOJNHUTEIBHOW BJIACTH CBEIEHUS O Jare MPEJOCTaBICHHS U
PETHCTPAIIMOHHOM HOMEpE JHMIEH3UH Ha MPOM3BOCTBO JEKAPCTBEHHBIX CPEACTB MM CBEACHHUS O
JlaTe MPeNOCTaBICHUS U PErCTPAlMOHHOM HOMEpE 3aKJIIOYEHHS O COOTBETCTBHUU NPOU3BOIAMTEIIS
JEKapCTBEHHBIX CPEJACTB TPEOOBAHMSAM IMPaBWI HaJUIeKalleld IPOU3BOJICTBEHHOW IPAKTHKH,
BbIIaHHBIX (IIPEIOCTABJICHHBIX) YIOJIHOMOYEHHBIM (elepaibHbIM OpPraHoOM HCIOJHUTEIbHOU
BIaCTH B OTHOUIGHWM W3MEHEHHOW U (WJIM) JONOJHEHHOH IPOW3BOJCTBEHHON IUIOMIAIKH
JEKapCTBEHHOTO IIpenapara, B Cilydae, €CIM IPOM3BOACTBO JIEKapCTBEHHOIO IIperapara
ocymectBisiercs B Poccuiickoli ®enepannu, 100 CBEAGHUS O Jare NPEJAOCTABICHHS H
PEruUCTpaluOHHOM HOMEPEC BI)II[aHHOI\/JI YHOOJHOMOYCHHBIM OpTraHOM CTpaHbl HNPOU3BOAUTCIIA
JHMLEH3MH Ha TPOM3BOJACTBO JICKAPCTBEHHOIO IIperapaTa M ee IepeBOJ Ha PYCCKUi S3bIK,
3aBCPCHHBIC B YCTAHOBJICHHOM IIOpPAAKEC, a TaKiKE CBCACHUA O OaTce IpCAOCTaBICHUA U
PETHCTPAIIMOHHOM HOMEpPE 3aKIIOYEHHsSI O COOTBETCTBUH IPOU3BOJHUTEINS JEKAPCTBEHHBIX CPE/ICTB
Tp€6OBaHI/IHM IMpaBuJI Haﬂnemameﬁ HpOI/ISBOIICTBCHHOﬁ IMPAKTUKH, BBIJAHHOI'O YIIOJHOMOYCHHBIM
(eneparbHBIM OPraHOM HUCIOJHUTEIBHON BIACTH B OTHOILICHUH M3MEHEHHOW U (MJIH) JOTIOJIHEHHOU
IIPOM3BOJICTBEHHOH TUIOIIAAKH JEKAapCTBEHHOTO MpernapaTa, WM CBEJCHHUS O JaTe MPEI0CTaBICHUS
¥ PETHCTPAIIMOHHOM HOMEpE PELICHUs YIIOJIHOMOYEHHOTO (heaepaabHOro OpraHa HCIOJTHUTEILHOMN
BJIACTH O TPOBENECHUM MHCIEKTHPOBAHUS MPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB B CIydae, €Ciiu
IPOM3BOJICTBO  JIEKAPCTBEHHOI'O Ipernapara OCyIIeCTBIsSeTcs 3a mpenenamu  Poccuiickoit
denepanuu. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

1.2. Ilpu HEOOXOAUMOCTH BHECEHHS B JIOKYMEHTHI, COJEpIKAIIUECs B PETUCTPALIMOHHOM JIOChEe Ha
3apErUCTPUPOBAHHBINA JICKAPCTBEHHBIM Tpenapar sl MEAULIMHCKOIO MPUMEHEHUS, W3MEHEHHI,
YKa3aHHBIX B MYHKTe 4 4YacTH 2 HACTOSIICH CTaThbW W TPEOYIONMUX MPOBEICHHS SKCIEPTH3BI
Ka4yeCcTBa JICKAPCTBEHHBIX CPEACTB, 3asIBUTEIIb JOMOJHHUTENBHO MPEACTABISIET B YIOJIHOMOYECHHBIN
denepanbHBIE  OpraH HCIONHUTEIBHOW BJIACTH CBENEHUS O Jare MpPefOoCTaBiICHHs U
pETUCTPALIMOHHOM HOMEPE JIMIEH3UMU Ha MPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB WJIM CBEACHUS O
JlaTe MPENOCTABICHUS U PErUCTPALlMOHHOM HOMEpE 3aKJIFOUEHUs O COOTBETCTBUM IPOU3BOIAUTENS
JIEKApCTBEHHBIX CPEICTB TpeOOBaHMUSIM TIPaBUJ HAJUICKAIEH MPOU3BOJCTBEHHONW MPAKTHKH,
BBIIaHHBIX (MIPEIOCTABIEHHBIX) YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCHOJHUTENbHOM
BJIACTU B OTHOIIECHHWH NPOW3BOJACTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOTO NpErnapara, B ClIydae, eciu
MPOM3BOJICTBO JIEKAPCTBEHHOI'O IMpermaparta ocyiecTBiseTcss B Poccuiickoit ®epeparuu, Jmb0
CBEICHUSI O J1aT€ MPEIOCTaBICHUS W PETHCTPAIMOHHOM HOMEpPE BBIJAHHOW YIOJHOMOYEHHBIM
OpPraHoM CTpaHbl MPOU3BOJUTEIS JIMLIEH3UH HAa MPOU3BOJACTBO JIEKAPCTBEHHOI'O IIperapara u ee
MEePEeBOJI HA PYCCKUHU S3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM IMOPSAKE, a TaKXKE CBEIACHUS O J1aTe
MPEAOCTABICHUS U PETUCTPALMOHHOM HOMEPE 3aKIIOUYEHUS O COOTBETCTBUM ITPOU3BOAMTEIS
JIEKApCTBEHHBIX CPEACTB TPeOOBaHMSIM TIpaBUJ HAJJICKAIIEH TMPOU3BOJICTBEHHOW MPAKTUKH,
BBIIAHHOTO YTOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIIOJIHUTEIHHONW BIACTH B OTHOIICHHUH
MPOU3BOACTBEHHOM IUIONIAJKH JIEKAPCTBEHHOTO Mpemnapara, Wik CBEAEHUS O JaTe MPEeAOCTaBICHUS
U PErHCTPAIlMOHHOM HOMEpE PelIeHHUs YIOIHOMOYEHHOTO (eAepatbHOr0 OpraHa UCTIOTHUTEIbLHOM
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BJIACTH O MIPOBEJICHUM WHCIIEKTHPOBAHUS TIPOU3BOIUTENIS JIEKAPCTBEHHOTO CPEJICTBA B CIIyvae, €Ciu
MPOU3BOJICTBO  JIEKAPCTBEHHOI'O TMpernapara OCYIIECTBIseTCS 3a mpenenamu  Poccuiickoit
Deneparun. (B pea. Deaepanbabix 3aKk0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

1.3. [lpunaTue pemieHUs O BHECEHWM HW3MEHEHHMH WM 00 OTKa3e BO BHECCHMHM W3MCHCHHUH B
JIOKYMEHTBI, COJIepKalllhecs] B PErUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Juisi MEIUIMHCKOTO NMPUMEHEHHUsI, B ClIydae HEOOXOIUMOCTH IMPOBEACHHUS SKCIEPTH3bI
KauecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) SKCHEPTU3bl OTHOIICHHS OXKUIAEMOM TOJb3bl K
BO3MO)KHOMY PHCKY TPHMEHEHHUs JIEKApCTBEHHOI'O TMperapara JUisi MEIUIIMHCKOTO MPUMEHEHUS
OCYIIECCTBIISIETCS. B CPOK, HE MPEBBIMIAIONINI JIEBIHOCTA paboUnX JHEH, a B OCTAIbHBIX CIIyYasx B
CpPOK, HE TMPEBBIIAIONIMN TpUANATH pPaObOYMX JHEH CO JHS TPUHATHUS YIOJTHOMOYCHHBIM
benepatbHBIM OPraHOM HCIIOJIHUTEIHHON BIIACTH 3asBIICHUS O BHECCHUH TAKUX M3MEHEHHM. (B pel.
DdenepanpHoro 3akona ot 04.06.2018 N 140-D3)

1.4. YrnonHOMOYEHHBIH (QenepanbHblii OpraH HCIOJHUTEIBHON BIIACTH C YYETOM pe3yJIbTaTOB
dapmakoHag30pa W IMPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJCTB, HAXOIAIIUXCS B
rpaXkIaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUSAM K MX KaueCTBY B TEUEHHE NECSITH PabOUYMX
JHEW co JIHA MOCTYIUIEHHsI COOTBETCTBYIOIIEH MHGpOpMaLMU pa3MellaeT Ha CBOEM O(UIMaIbHOM
caiite B cetu "MHTepHeT" cBeeHNs 0 HEOOXOJUMOCTH BHECEHUS B UHCTPYKIIMIO IO METULIUHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara U3MEHEHUM B OTHOLICHWM CBEICHUN O NMOKAa3aHUAX IJIs
IPUMEHEHUS U MPOTHBOIIOKA3aHUAX JUIsl IPUMEHEHUsS JIEKapCTBEHHOI'O IpernapaTa, BbISIBICHHBIX
NOOOYHBIX JIEHCTBUAX, HEKENATEIbHBIX peakUsaX NPy NPUMEHEHUH JIEKapCTBEHHOI'O IpenapaTa u
yBeomJIsieT 00 3TOM B AJIEKTPOHHOW (opMe WM MUCbMEHHOH (hopme (Ha OyMa)kHOM HOCHUTEIE)
JiepaKaTeNs WM BIafelblla PErUCTPALMOHHOIO YIOCTOBEPEHHs! JIEKAPCTBEHHOIO Mpernapara (Uiu
YIOJIHOMOYEHHOE MM Jpyroe HOpUAMYECKOE JHMI0), a TaKXkKe JepxKaTreled WM BIIAJCIblEB
PETUCTPAllMOHHBIX YJIOCTOBEPEHHMH JIEKapCTBEHHBIX IpenapaToB (MM YHOJIHOMOYEHHBIX HMHU
JpYrUX HOPUIMYECKUX JIMIl), KOTOpBIE SIBISIIOTCS B3auMo3aMeHsieMbIMH. (B pea. denepaiabHOro
3akoHa 0T 27.12.2019 N 475-03)

1.5. lepxkarenp WM BIAZAENEL] PETHCTPALIMOHHOIO yIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara, a
TaK)Ke JIepKaTeNy WIH BIIaJIebllbl pErMCTPAIIMOHHBIX YOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB
(MM yNOJIHOMOYEHHblE UMM Jpyrue  IOpUAMYECKHe  JIMIa),  KOTOpble  SBISIOTCS
B3alIMO3AMEHSEMbIMH, OOs3aHbl MPEJCTaBUTh B YIOJIHOMOYEHHBIH (QenepaibHblil oOpran
VCIIOJIHUTENIBHOM BIIACTH 3asBJIEHUS O BHECEHWH M3MEHEHMH B JIOKYMEHTBI, COJEpJKallvecs B
PEeruCTpaIOHHBIX JOChE Ha 3aperMCTPUPOBAHHBIE JIEKAPCTBEHHbIE MPEnapaThl sl MEIULIUHCKOTO
IIPUMEHEHHUS, B OTHOLIEHUH CBEICHUN, YKAa3aHHBIX B NHCTPYKIHMHU 110 MEIULIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHBIX IpenaparoB, B TEYEHHE copoka pabouux JHEW co JHS pa3MelleHUs
YIOJHOMOYEHHBIM (he/iepalbHbIM OpraHOM HCIIOJIHUTENBHON BIACTH MH(OPMAlLMU, YKa3aHHOM B
yactu 1.4 Hacrosimel cratbu. JlaHHOe TpeOoBaHME HE PAaCHpPOCTPAHSETCS Ha Cllydad BHECEHHS B
MHCTPYKLUHMIO [0 MEOUIMHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOIO IpernapaTta W3MEHEHUU B
OTHOIIEHUH HOBBIX [TOKa3aHWUW [JIs TNPUMEHEHHs JIEKapCTBEHHOIO TIpenapara Ha OCHOBAHHUH
pe3yNbTaTOB COOTBETCTBYIOIIMX HcclenoBaHuil. (B pea. dexepanpHoro 3akoHa ot 27.12.2019 N
475-D3)

2. DKcnepTH3a JIEKapCTBEHHBIX CPEJICTB B YACTH HKCIIEPTU3BI KAUeCTBA JIEKAPCTBEHHOIO CPEACTBA U
(M) SKCHEepTU3bl OTHOIICHHSA OXHJIaeMOM TMONb3bl K BO3MOXKHOMY PHUCKY HpPHUMEHEHUs
JIEKapCTBEHHOI'0 Ipemnapara s MEIULUHCKOTO INPUMEHEHMS IPOBOAMTCA B CIydyae BHECEHHUS
U3MEHEHUH B JTOKYMEHTBI, COJIEp)KAIMEeCs] B PETUCTPALIMOHHOM J0Ch€ Ha 3aperucTPUpPOBAHHBIN
JIEKapCTBEHHBIN Npenapar, B oTHoweHuu: (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))
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1) cBeneHnii, yka3aHHBIX B WHCTPYKLIHH [0 MEAWIMHCKOMY HPUMEHEHHIO JIEKapCTBEHHOTO
npenapara: (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

a) JeKapcTBeHHAas (opMa C yKa3aHHEeM HAaMMEHOBAaHUHN M KOJIMYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEUIECTB M KAUYECTBEHHOIO COCTaBa BCIIOMOTATENbHBIX BeIIeCTB (IpU HEOOXOIMMOCTH

KOJINYECTBEHHOI'O COCTaBa BCIOMOTATENIbHBIX BellecTB); (B ped. DeaepanbHOro 3akoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) (¢dapmakomuHamMuka W (apMaKOKMHETHKA (32  HMCKIIOUYEHUEM  (apMaKOKHHETHUKH
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PAaCTUTEIBHBIX JEKAPCTBEHHBIX IMpEnaparoB); (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

B) MOKa3aHus JJs npuMeHeHus; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I') IPOTUBOINOKa3aHus i npuMeHeHus; (B pea. denepanpHoro 3akoHa or 22.12.2014 N 429-®3
(pex. ot 13.07.2015))

J1) MEpbl IPEIOCTOPOKHOCTH Mpu NpuMeHeHuu; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

€) yKa3aHHe BO3MOXXHOCTH UM OCOOCHHOCTECH IPUMEHCHHUs JICKApCTBEHHOIO IIpernapara s
MEUIIMHCKOTO IMPUMECHEHHsSI OCPEMEHHBIMHU JKCHIIMHAMH, >KCHIIUHAMH B MEPUOJ TPYAHOrO
BCKAPMJIMBAHHUs, JETbMH, B3pPOCIBIMH, HWMEIOIIUMU XpOHUYECKHe 3aboieBaHusi; (B pen.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) PEKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS W MPUMEHEHHS, IPH HEOOXOAMMOCTH BpeMsl MpHeMa
JIEKapCTBEHHOTO Mpernapara, MpOJODKUTEIBHOCTh JICUCHHS, B TOM 4YHCIEe y JAETed J0 U Iocie
onHoro roja; (B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BO3MOXKHbIE TOOOYHBIE IEHCTBHS U HEXEJIaTelbHble PeaKLUU MPU NMPUMEHEHUH JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) CHMIITOMBI TIEPEIO3UPOBKH, MEphl IO OKA3aHWIO TIOMOINM TPH TMEPEelIOo3UpPOBKe; (B peil.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

K) B3aMMOJIEMCTBHE C JPYTMMHU JIEKAPCTBEHHBIMU IIpenapaTaMy U (WIN) NUIIEBBIMU IPOAYKTaMU; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) GopMbI BBIITyCcKa JIEKApCTBEHHOro mpenapata; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

M) yKa3aHue (IpH HEOOXOAMMOCTH) OCOOEHHOCTEH JEWCTBUS JIEKapCTBEHHOTO Npenapara npu
NIEPBOM IIPUEME UM IIPU ero oTMeHe; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

H) CBEJICHUS O BO3MOYXHOM BJIMSIHUU JIEKAPCTBEHHOTO Tpenapara Ui MEIUIUMHCKOTO PUMEHEHUS
Ha CIIOCOOHOCTH YIPaBIATH TPAHCIIOPTHBIMH CPEACTBAMHU, MeXaHW3MaMu; (B pela. PemepaabHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) CPOK TOJTHOCTH M YKa3aHWE Ha 3ampeT MPUMEHEHHS JICKapCTBEHHOTO Iperapara M0 HCTCUCHHH
cpoka romHoctH; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

n) ycioBus XxpaHeHus; (B pea. depepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))
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p) ycioBus otnycka; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2) cocTaBa JICKapCTBEHHOI'O Iperapara Juisi MEIUIMHCKOTo IpuMeHeHus; (B pen. denepanbHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) u3MeHeHHs1 MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO IpenapaTa Uil MEIUIMHCKOTO MPUMEHEHHS;
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) u3MeHeHus MOoKa3aTesieil KauyecTBa JIEKapCTBEHHOTO MpenapaTa s MEIUIMHCKOTO MPUMEHEHHUS
¥ (WIM) METOJIOB KOHTPOJISI Ka4ecTBa JIGKAPCTBEHHOTO ITpernapaTa Uil MEIUIIMHCKOTO TPUMEHEHHS,;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) U3MEHEHHUsI CpOKa TOJHOCTU JICKAPCTBCHHOTO Iperapara i MEIUIUHCKOTO MPUMEHEeHHS; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6) cBejeHUI O HEOOXOJMMOCTH BHECEHHUS WHBIX M3MEHEHHWH B MHCTPYKIHIO IO MEIHIIMHCKOMY
MPUMEHEHHUIO JIEKapCTBEHHOTO IIpenapara, a TakK€ B MHbIE JIOKYMEHTBI, COJEpXkallhecs B
PErucTpaliOHHOM JIOChE Ha 3aperucTpUpOBaHHbBIN JIEKapCTBEHHBIN Mpenapat. [Ipu 3Tom perienue o
MPOBEJCHUHN SKCIEPTU3bl KAayecTBa JIEKAPCTBEHHBIX CPEACTB U (WMIJIM) SKCIEPTH3bl OTHOIICHUS
OKUJAEMON TOJb3bl K BO3MOXHOMY pHMCKY INPHUMEHEHHUs JIEKapCTBEHHOIO IIpernapaTta MAJis
MEIULUHCKOrO MPUMEHEHUSI NMPUHUMAETCA B COOTBETCTBUU C YTBEPKICHHOW YIOJIHOMOYEHHBIM
denepaibHBIM OpPraHOM WCIOJHHUTEIBLHOW BIACTH KilaccH(HKAIME W3MEHEHWW, BHOCUMBIX B
JOKYMEHTBI, COJIepKalllUecs] B PErUCTPALMOHHOM J1I0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar. (B pea. @enepanbpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3. 3asBUTENb BIpPaBE MPEICTABUTH 110 COOCTBEHHONW MHUIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JIOKYMEHTHI, COJIEp)KAILMECs] B PETUCTPALMOHHOM JI0ChE€ Ha 3aperucTpUpPOBAaHHBIN
JEKapCTBEHHBI  Ipemapar  Ajdd  MEJUUUHCKOTO  IPUMEHEHHUs, KOINUU  JOKYMEHTOB,
MIOATBEPKJAOIINX YIUIATY IOCYIapCTBEHHOM ITONUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COIEpKAIINECS
B PErMCTPALlMOHHOM JJOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar Juisi MEAUIIMHCKOTO
NPUMEHEHHUS, U3MEHEHUH, TPeOYIOINX MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B 4aCTU
HKCHEPTH3bl KadecTBA JIEKAPCTBEHHOTO CPEJACTBA MU (WJIM) SKCIEPTU3bl OTHOIICHUS OXKHJIAeMOMH
MOJIb3bl K BO3MOXHOMY PHCKY IPHUMEHEHHUs JIEKQpCTBEHHOro IIpernapaTta Ui MEAUIMHCKOIO
IIPUMEHEHHNS, TOCYJapCTBEHHON IIONUIMHBI 3a BHECEHHME B JOKYMEHTBI, COJEpJKaluecs B
PEruCTPaIlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JEKAapCTBEHHBIN IMpenapaT Uil METUIMHCKOTO
NPUMEHEHUs, U3MEHEHUH, He TpeOYIOUINX MPOBEICHUS SKCIEPTHU3bl JIEKAPCTBEHHOI'O CPE/CTBa, a
TaKKe€ BblJaBaeMble  (IPEIOCTaBIsEMbIE)  YINOJIHOMOYEHHBIMH  (ellepaJbHBIMU  OpraHaMH
UCTIOJTHUTENIHON BJIACTH IOKYMEHTHI (CBEACHHUS), yKa3aHHbIe B yacTax 1.1 u 1.2 HacTosmelt craTby.
B ciyuyae ux HempencTaBieHMs] YHOJHOMOYEHHBIN (henepanbHbli OpraH MCHOJIHUTEIbHOM BIAcTH
3alpamuBaeT  yKa3aHHbIE  JIOKyMEHTHl  (CBelIeHHMs) B  MOpSAKE  MEXBEIOMCTBEHHOTO
UH()OPMAIIMOHHOTO B3anMoieiicTBusL. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B Tedenne aecsaTu paboyux JHEH CO AHS MOCTYIUICHUS YKAa3aHHOTO B YacCTH | HACTOSIIECH CTaThu
3asIBJICHUS U HEOOXOAUMBIX JOKYMEHTOB YIOJTHOMOYEHHBIN (peiepanbHbIii OpraH UCIOIHUTENBHON
BJIACTH:

1) MMPOBOAUT MPOBEPKY MNOJHOTHI U TOCTOBCPHOCTU CBC)ICHI/II\/'I, COACPpIKAIIUXCA B MPEACTABICHHBIX
3asABUTCIIEM MaTepuajiax;

2) MpUHUMAET pelIeHre O TPOBEICHUH YKa3aHHBIX B YACTH 2 HACTOAIIEH CTaThbU COOTBETCTBYIOIINX
AKCIIEPTU3 JIEKAPCTBEHHOTO CPEJICTBA WIIH 00 OTKA3€ B UX MPOBEICHUU;

3) yBegoMisieT B 3JIEKTPOHHON WM MUCHbMEHHOU (opMe 3asBUTENs O MPUHSATOM PEUICHUH WIH B


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1049
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1049
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1049
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l791
https://normativ.kontur.ru/document?moduleid=1&documentid=360586#l53

cllydae TPUHSTHUS pelIeHus] 00 OTKa3e B MPOBEACHUHN COOTBETCTBYIONICH AKCIIEPTU3BI C yKa3aHUEM
IPUYMH Takoro oTkasza. (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

4.1. B ciy4yae BBISBICHHS HEIOCTOBEPHOCTH CBEICHHI, COAEPIKAIIMXCSA B IPEACTABICHHBIX
3asgBUTEJIEM MaTepuaiax, YIOJHOMOYEHHBIH (enepanbHblii OpraH HWCHOJIHUTEIBHOW BIIACTH
HANpAaBJIsSeT 3asBUTEIIO 3apOC 00 YTOYHEHUH YKa3aHHBIX CBeICHHA. J[aHHbINA 3a1pOC MOXKET OBITH
HepeaH yIoJIHOMOYEHHOMY MPEICTABUTEIII0 3asIBUTEIISI JIMIHO MO PACIIUCKY, HAIPABJICH I10 MOYTe
3aKa3HBIM MHCHMOM WITH TEPEaH B AJICKTPOHHOM (OopMe 10 TEeIEKOMMYHHUKAIIMOHHBIM KaHATaM
cBs3u. B ciiyyae HampaBieHHs JaHHOTO 3ampoca MO MOYTe 3aKa3HbIM IMHChMOM OH CUHTACTCS
MOJyYCHHBIM TI0 HCTEYCHHM IIECTH [HEH C JaThl HAmpaBieHHs 3aKa3HOTO MHCbMa. (B peil.
denepanbHoro 3akona or 25.11.2013 N 317-®3)

4.2. 3asBuTenb 00s3aH MPEICTABUTH OTBET HA 3alpOC YMOJIHOMOYCHHOTO (elepalbHOrO OpraHa
HCITOJTHUTEILHOM BJIACTH B CpOK, HC HpeBBHHaIOH_H/Iﬁ JCBAHOCTA pa60111/1x Z[Hef/i CO IHA MOJYy4YCHUA
naHHoro 3ampoca. Cpok, yKa3aHHbIH B 4acTH 4 HACTOSIICH CTaThH, NPUOCTAHABIMBACTCS CO JIHS
HalpaBJICHUs 3asBUTEIIO 3alpoca YHOIHOMOYCHHOrO (eepaJbHOr0 OpraHa HCIOJIHUTEIBHOM
BJIACTH JIO JIHS TTOJYYCHHS MM OTBETA Ha JAHHBIN 3aIpOC M HE YIUTHIBACTCS PH UCYUCICHHH CPOKA
MPpUHATHA PCIICHHUA O BHCCCHHUU H3MEHEHUH B JOKYMCHTBI, COACPIKAIMHUECA B PErUCTPAllMOHHOM
JI0ChE Ha 3apeTHCTPUPOBAHHBIN JIEKAPCTBEHHbIN TPErapaT IJisl MEIUIIMHCKOTO IPHUMEHEHUSL. (B pel.
denepanbroro 3akona or 25.11.2013 N 317-®3)

5. OcHOBaHHMEM /i1 OTKa3a B MPOBEJICHUU YKa3aHHBIX B YAaCTHU 2 HACTOSIICH CTaThbU IKCIEPTHU3
ABIISIETCS TPEJCTABICHUE IOKYMEHTOB, MEPEUMCICHHBIX B 4acTsaX | u 3 Hacrosmiei cTaTbH, B
HETIOJTHOM 00BbeMe, HEMPEICTABICHUE 3assBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETA Ha YKa3aHHBIN B
yactu 4.1 HacTosIIel CTaThU 3ampoc YIMOJIHOMOYEHHOTro (efepaibHOr0 OpraHa MUCHOTHUTEIbHOM
BJIACTH, a TaKXe OTCYTCTBME B TPEJACTABJICHHBIX JIOKYMEHTaX JOCTATOYHBIX CBEIACHUH,
MOJATBEPXKIAIOIIUX HEOOXOJMMOCTh BHECEHHS] HW3MEHEHHUW, WM OTCYTCTBHE WH(OpMAaIuH,
MoATBEpKIatomel (akT yIuiaThl rOCYJapCTBEHHBIX MOIUIMH, YKa3aHHBIX B YacTU 3 HACTOSIICH
ctatbi. (B pea. enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

6. YKazaHHbIE B YaCTU 2 HACTOSIIIEH CTaThbU SKCHEPTU3BI MPOBOAATCS B MOPSAIKE, YCTAHOBICHHOM
cratheit 23 Hacrosiero deaepanbHOro 3aK0Ha.

7. B cpok, HE MPEBBIAIMNA JECATH pabounX JHEW CO JTHSA MOJYYSHHS 3aKJIIOUCHUM KOMHCCHMA
DKCIEPTOB I10 Pe3yJIbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU DKCIIEPTHU3, YIIOTHOMOYEHHBIN
denepanbHbI OpraH UCHOJIHUTENbHOW Biactu: (B pea. denepanpHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

1) mpyHMMaeT pellleHrue 0 BHECEHUH U3MEHEHUH B JOKYMEHTBI, CO/IEpP KAIlMECs] B PETUCTPAllMOHHOM
JI0ChE Ha 3aperucTpUpOBaHHbIN JIEKapCTBEHHBIN Mpenapat JUisi MEJUIIMHCKOTO IPUMEHEHUs, iU 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUII;

2) BHOCUT B TOCYAApCTBEHHBIH pEECTp JIEKApCTBEHHBIX CPEACTB HAa OCHOBAHWU PEUICHHS O
BHECEHMM H3MEHEHUH B JOKYMEHTBI, COJEp)KAllMecs B PErMCTPALlMOHHOM JIOChE€ Ha
3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIN MpernapaT Il MEIUIUHCKOTO NMPUMEHEHHs, He0OXO0IUMMBbIe
WU3MEHEHUS U BO3BPAILAET UX 3asBUTEIIIO.

3) BBIOACT 3asBUTENI0O HOBOE PErHMCTPAIlMOHHOE YAOCTOBEpEHHUE JIEKapCTBEHHOI'O Ipernapara B
Clly4ae U3MEHEHUs CBEJICHUI, coJiepamuxcs B HeM. (B pen. PeaepanpHOro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))
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8. OcHOBaHHMEM JIsI OTKa3a BO BHECEHMU W3MEHEHUHW B JIOKYMEHTBI, COJIEp)KalllMeCcs B
PETUCTPAIIMOHHOM J0Ch€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIN IMpenapar JUisi MEAULUHCKOTO
NPUMEHEHHS, SBJISIETCS 3aKIIOYCHUE YHMOJIHOMOYEHHOTO (eaepaJbHOro OpraHa HCIOJTHUTEIbHOU
BJACTH O BO3MOXKHOCTH CHIDKEHHSI O€30MacHOCTH, KadecTBa, 3(PPEKTHBHOCTH JIEKapCTBEHHOTO
CpE/CTBa B ClTyyae BHECEHHSI TAKMX U3MEHECHUI.

9. Hlomyckaercst oOpalmieHHe JIEeKapCTBEHHBIX NpPENaparoB sl MEIUIUHCKOrO NPUMEHEHHS [0
UCTEYCHUS CPOKa TOAHOCTH, MPOHM3BEACHHBIX B TEUCHHE CTa BOCBMHJIECSATH THEH IOCIE JaThl
NPUHATUS  YIIOJIHOMOYEHHBIM (pefiepajabHBIM OpPraHOM HCIIOJIHUTEIBHOW BIIACTH PELICHUS O
BHECCHUU M3MEHEHHH B JJOKYMEHTBI, COAEPIKAIIMECs B PETHCTPALIMOHHOM JI0ChE, B COOTBETCTBUU C
uHopManueil, coiepkameiics B JOKYMEHTaX pPErHCTPAIlMOHHOTO JOChe Ha JIEKapCTBEHHBIH
npenapar 10 JaThl NPUHATHS Takoro pemeHud. (B pen. PeaepanbHoro 3akoHa or 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

B nopaoke, ycmanognennom cmamoeii 30 oepicamenu unu 61a0eablybl pecucmpayuoHHbIX
yoocmoesepeHnuil 1eKapcmeeHHbIX NPEnapamos MozZym nooams 3asejieHus 00 onpeoeneHuu
63AUMO3AMEHACMOCHIU IEKAPCMEEHHBIX RPENApamog 011 MeOUUUHCKO20 NPUMEHEHUS 00
31.12.2016 (nynkm 2 cmamou 3 @edepanvnozo 3axona om 22.12.2014 N 429-®3 (peo. om
13.07.2015))

Crartbs 31. BHeceHne U3MEHEHUI B JOKYMEHTBI, COAepKalIuecs B
PErucTpalMOHHOM J0Che HA 3apPerucTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar AJis BeTEPMHAPHOI0 NPUMEHEHUA

1. B mensix BHECEHHs M3MEHEHMHU B JOKYMEHTBI, COAEPIKALLUECS B PErMCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar A1 BETEPUHAPHOTO IPUMEHEHUS, IepKATENb WU
BIIAJICJICL] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara WM YIOJIHOMOYEHHOE
UM JIpyroe HOpHUIMYECKOe JIMLO (Jajee B HACTOSALIEH CTaTbe - 3asBUTENb) IPEACTABISET B
YIOJHOMOYEHHBIH (esiepaibHblil OpraH MCIOJHUTENIbHON BIAcTH 3asBlI€HHE O BHECEHUH TaKUX
U3MEHEHHH 1o  (opme, yCTaHOBJIEHHOM  YNOJIHOMOYEHHBIM  (peiepaJbHBIM  OpPraHoOM
UCIIOJIHUTENILHON BJIACTH, W INpUJIaraéMble K HEMY MU3MEHEHHs B YKa3aHHbIC JTOKYMEHTBI, a TaKXkKe
JIOKYMEHTBI, TOATBEPKAAI0IINEe HEOOX0IMMOCTh BHECEHUS TaKUX M3MeHeHui. [Tpu HeobxoaumocTu
BHECEHHMS M3MEHEHMM B JOKYMEHTBI, COZCp)Kalluecs B PETUCTPALlMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBIA JIEKAPCTBEHHBIN IIpenapar Uil BETEPUHAPHOIO NPUMEHEHUS, B CIydasx
U3MEHEeHU U (UJIHM) JOMOJIHEHUs TPOU3BOICTBEHHOM IIOLIA/IKM JIEKApCTBEHHOTO CPEJICTBA, a TaKXKe
M3MEHEHUS NTOKa3aTelled KauyecTBa JIEKApCTBEHHOIO Mpenapara JiUisi BETEpUHAPHOrO NPUMEHEHHS U
(M7M) METOJI0B KOHTPOJISl KayecTBa JIEKAPCTBEHHOIO Iperapara Jyisl BETEpUHAPHOIO NMPUMEHEHUS
3asiBUTENIb  JIOTIOJHUTEIBHO  MPEACTaBIseT B  YIOJHOMOYEHHBI  (enepanbHbI  OpraH
UCTIOJIHUTENILHOW BIJIACTH ClEAyIOIINE TOKYMEHTHI (cBeneHus): (B pea. deaepalbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

1) cBeneHusi 0 JaTte MPENOCTaBICHHUS W PETUCTPAllMOHHOM HOMEpE JIMIIEH3MHM Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB, IPEAOCTABICHHON IPOU3BOAMTEINIO JIEKAPCTBEHHOIO IIpenapara s
BETEPUHAPHOTO MPUMEHEHUSs, U1 pOCCUMCKUX Mpou3BoauTeNnei; (B pel. denepaibHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3)

2) cBeneHus O JaTe MPEJOCTaBICHUS W PETUCTPALlMOHHOM HOMEpE JIMIIEH3HHM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, MNPEAOCTABICHHOM MPOU3BOAUTENIO (apMaleBTUYECKOi CcyOCcTaHIuH,
BXOJISIIIEN B COCTaB JIEKAPCTBEHHOIO Mpenapara i BETEpUHAPHOTO IPUMEHEHHUSI, ISl POCCUICKUX
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npousBoauTenei; (B pen. denepanbHbix 3akoHOB oT 04.06.2018 N 140-®P3, or 27.12.2019 N
478-D3)

3) Komusi IOKYMEHTa, BBIJJAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOAUTENS I KaXKI0M
MIPOM3BOJICTBEHHON IUIOIIAAKU JIEKAPCTBEHHOI'O IperapaTa AJii BETEPUHAPHOTO MPUMEHEHUS U
MOJTBEPXKJIAIONIETO COOTBETCTBUE MPOU3ZBOJIUTENS JIGKAPCTBEHHOTO TIpernapara TpeOOBaHUIM
MpaBWJI HAAJIEXKAIIEH MPOU3BOJICTBEHHOM MPAKTUKY, U €r0 MEePeBOJ HA PYCCKUU SI3bIK, 3aBEpPEHHBIC
B YCTAaHOBJICHHOM TOpSJKE, a TaKKe KOMUS 3aKIOYEHUS O COOTBETCTBUM IPOU3BOIUTENS
JICKapCTBEHHBIX CPEACTB TPeOOBaHUSAM IMpaBWIJI HAJUIeKalled MPOU3BOACTBEHHON MPAKTHKH,
BBIJIAHHOTO YIOJTHOMOYEHHBIM (eepaTbHBIM OpPraHOM HCIIOJIHUTEIBHONW BIACTH IS KaXKIOM
MIPOM3BOJICTBEHHON MIIOMIAKU JIEKAPCTBEHHOTO Mpernapara Ajisi BeTEpUHAPHOTO MPUMEHEHHUSI, JINOO
KOIUSI PELIEHUs O IMPOBEACHUM HWHCIEKTHUPOBAHUS IIPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB,
MPUHIATOTO YIOJHOMOYEHHBIM (eiepalibHbIM OpraHOM HCIOJIHUTEIBbHOM BJIACTU MM KaXKIOU
MPOU3BOJICTBEHHON IUIONIAJKK JIEKAPCTBEHHOI'O IIpenapara [jsi BETEPUHAPHOTO NPUMEHEHUSI.
VYka3aHHble JOKYMEHTBHl MPEJICTABISIIOTCS B ClIy4ae, €CJIU MPOU3BOJCTBO JIEKAPCTBEHHOTO
npernapara i BETEPUHAPHOIO NPUMEHEHUS OCYUIECTBIAETCS 3a Impenenamu Poccuiickoit
Ddeneparun; (B pen. Penepanpaoro 3akona ot 04.06.2018 N 140-D3)

4) KOIIMA OOKYMCHTA, BbIAAHHOI'O YIIOJIHOMOYCHHBIM OpPraHoM CTpaHbl ITPOU3BOAUTCIIA
(dapmaneBTHYECKO  CyOCTaHIMM H  TOATBEPXKJAIOLIETO  COOTBETCTBHE  MPOU3BOIUTEIIS
dapmaineBTHYECKOM CyOCTaHIMM, BXOJSIIEH B COCTaB JICKAPCTBEHHOrO IIpemapara Juis
BETEPHHAPHOTO NPUMEHEHUS, TPEOOBAHUSAM MIPABUII HAJJICKAIIEH MTPOM3BOACTBEHHON MPAKTHKH, U
€ro TIepeBOJi Ha PYCCKUH S3BbIK, 3aBEPCHHBIE B YCTAHOBJICHHOM TIOpSJKE, B Cly4ae, €cCld
IPOU3BOACTBO (hapMalleBTUUECKON CyOCTaHIIMM OCYHIECTBISICTCS 3a mpeienamu Poccuiickoit
®denepannu. (B pen. PenepanbHoro 3akona oT 04.06.2018 N 140-D3)

1.1. B cnyyae u3MeHeHUs U (MJIM) AOIOJIHEHUS IMPOU3BOJCTBEHHOW IUIOIIAJKU JIEKAPCTBEHHOIO
CPEICTBA JOKYMEHTBI, YKa3aHHbIE B 4acTU | HAcCTOALIEH CTAaTbU, NPEACTABIIAIOTCS 3asBUTEIIEM B
OTHOLIEHUHU HU3MEHSEeMOW M (MJIM) JONOJHSAEMOW MPOM3BOACTBEHHOM IUIOMIAJIKU JIEKAPCTBEHHOTO
cpencTBa. PereHne o BHECEHMM M3MEHEHUH B JOKYMEHTBI, COAEP)KALUECS B PETUCTPALMOHHOM
JI0OChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJisi BETEpUHAPHOIO MPUMEHEHUS, WIH
00 OTKa3e B WX BHECEHMM INPUHUMAETCS B Cilydae HEOOXOAMMOCTH IMPOBEIEHHS SKCHEPTH3bI
JIEKapCTBEHHOI'O CPEACTBAa B CPOK, HE IMPEBBIIAIOUINI JEBIHOCTa pabOuMX THEH, a B OCTaJIbHBIX
cllydasix B CPOK, He MPEBBILIAIOIMINN TPUALATH pabounX JHEH co AHA NPUHATHS YIIOJIHOMOYEHHBIM
(benepanbHBIM OpPraHOM HUCIIOJHUTEIBHON BJIACTH 3asBJICHUS O BHECEHUM TaKUX U3MEHEHUH. (B pes.
denepanbHOro 3akona ot 04.06.2018 N 140-D3)

1.2. B ciywae peopraHuzanuy JAepiKaTeiss WU BIAJeNblla PEruCTPAlMOHHOIO YJOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara A BEeTepUHApHOTO MPUMEHEHUs, pa3paboTuuKa UM MPOU3BOJUTENS
JIEKapCTBEHHOI'O IIpernapara i BETEpUHAPHOTO IPUMEHEHHUs B 3asBJIICHUM O BHECEHUM U3MEHEHUN
B JIOKYMEHTBI, COJIEPKAILKUECS B PETUCTPALIMOHHOM J0ChE HA 3apETUCTPUPOBAHHBIN JICKAPCTBEHHbIN
npenapar AJi1 BETEpUHAPHOTO NTPUMEHEHNs, YKa3bIBAIOTCS JaHHbIE JOKYMEHTA, ITOATBEPKIAIOIIETO
BHECEHHME COOTBETCTBYIOIIMX WU3MEHEHHUN B ENUHBIN TOCYyIapCTBEHHBIN pEECTp IOPUAUYECKUX JIUL]
(s opraHW3anui, 3aperucTpUpPOBAaHHBIX Ha Teppuropun Poccuiickoit ®denepanuu), UIM UHOTO
JIOKYMEHTa, MOJTBEPKAAIOLIET0 PEOpPraHU3alMI0 IOPUIMYECKOr0 JMua (A OpraHu3anuil, He
3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit deneparuu). 3asBieHHEe O BHECCHUH
U3MEHEHUN B JIOKYMEHTBI, COJEPKALIMECS B PErMCTPALIMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN
JIEKApCTBEHHBIN Mpenapar s BETEPUHAPHOIO NPUMEHEHUs, U MPUIAraeMble K HEMY JOKYMEHTBI
NPECTaBISIOTCS B YIOJHOMOYEHHBIN (e/lepaibHblil OpraH HCIOJHUTENbHONW BJIACTH HE IO37HEE
4eM dYepe3 TPUILATh pabouyux JHEW CO JHS BHECEHHS COOTBETCTBYIOIIMX M3MEHEHHWH B EmuHbBIN
rOCYJapCTBEHHBIN peecTp IOPUAMYECKUX JHIl (A7 OpraHu3aluid, 3aperucTpUpPOBAHHBIX Ha
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tepputopun Poccuiickoit denepanun) wid co JTHS TPUHATHS COOTBETCTBYIOIIETO JOKYMEHTA,
NOJATBEPXKJAIOLIETO  PEOpPraHU3alMI0  IOPUAMYECKOro  Jjuua (i1 OpraHu3aluid,  He
3aperUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit @Penepanun). B cimydae peopranuzanuu
JieprKaTeis WIM BIIAJENblia PETUCTPALMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOI'O IIpernapara Jyis
BETEPUHAPHOTO MPUMEHEHUs 3asBJICHHE O BHECEHUU M3MEHEHHUU B JIOKYMEHTBI, COJIEpKallhecs B
PETUCTPALIMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBINA MpenapaT Il BETEPUHAPHOTO
MPUMEHEHHUS, M0JIaeTCsl IOPUAUYECKUM JIUIIOM, KOTOPOMY B XOJ€ pEOpraHM3alliy MepeaHo MpaBo
BIIAJICHUSI TAKHUM PETUCTPAIMOHHBIM yaocToBepeHueM. (B pea. denepansHoro 3akona ot 02.08.2019
N 297-®3)

2. B cnyuyae BHECEHHs M3MEHEHMHM B JOKYMEHTBI, COIEPKAIUECS B PErMCTPAlMOHHOM JIOChE HA
3apEeruCTPUPOBAHHBINA JICKAPCTBEHHBIN Ipenapar s BETEPUHAPHOIO NPUMEHEHHUs, B OTHOLIECHUU

n.n 0w e oo n

CBeJICHUH, yKa3aHHbIX B moanyHkrax "e", "x", "k", "a", "H", "c", "X" nynkra 7 wactu 3 cratbu 17
Hactoswero ®enepanbHOro 3akoHa, W3MEHEHHMs U (WJIM) JONOJHEHMSI IPOU3BOJICTBEHHOM
TUIONIAJIKK JIEKAPCTBEHHOTO CpPEJCTBA, a TakXKe B Cllydae HM3MEHEHHsS IOKa3zaTelei KadyecTBa
JIEKapCTBEHHOIO TIpernapara Ajisi BETEPUHAPHOT0 MPUMEHEHHUS U (WJIM) METOJIOB KOHTPOJISI KauecTBa
JIEKAapCTBEHHOT'O0 ~ TIpermapara JUIi BETCPUHAPHOTO IPUMEHEHHS IPOBOJIUTCS  DKCIIEPTH3a
JIEKAapCTBEHHOT'O CPEJICTBA JIJIsI BETEPUHAPHOIO NMPUMEHEHHs. B ciiydae He0OX0IMMOCTH BHECEHUS
WHBIX HM3MEHEHUl B  JOKYMEHTBHI, COJAEp)KallMecss B  PEruCTPAllMOHHOM  JIOChe  Ha
3apETUCTPUPOBAHHBIA JICKAPCTBEHHBIN MpernapaTr Il BETEPUHAPHOTO MPUMEHEHUs, HKCIEePTU3a
JIEKApCTBEHHOT'O CPEJICTBA JUIsl BETEPUHAPHOTO NMPUMEHEHHS He TpoBoauTcs. (B pen. denepanbHbIX
3aKk0HOB 0T 22.10.2014 N 313-d3, o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. 3asBUTENb BOpPaBE MPEICTABUTH 110 COOCTBEHHONW MHUIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JIOKYMEHTBI, COJEP)KAIIMECS B PErMCTPALIMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JEKapCTBEHHBI  @pemapar Uil BETEPUHAPHOTO  IPUMEHEHUs, KONMM  JOKYMEHTOB,
MIOATBEPKIAIOIINX YIUIATY IOCYIapCTBEHHOM ITOIUIMHBI 32 BHECEHHUE B JIOKYMEHTBI, COIEpKAIINECS
B PETrUCTPALIMOHHOM JI0ChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Uisi BETEpUHAPHOTO
NPUMEHEHHUs, U3MEHEHUH, TPeOyIOIMX MPOBEACHUS AKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA, WM
U3MEHEHUH, He TpeOyIoUMX MPOBEIEHHUsI SKCHEPTU3bl JIEKapCTBEHHOTO cpelcTBa. B ciyudae
HEOOXOJUMOCTH W3MEHEHHs] CBEICHHM, COJEep)KalluXcsi B PETUCTPALIMOHHOM YJIOCTOBEPEHHUH
JIEKapCTBEHHOTI'O IIpenapaTa AJisi BETEPUHAPHOTO IPUMEHEHUS, C 3as8BJICHUEM, YKa3aHHBIM B 4acTy |
HACTOALIEH CTaThby, 3asBUTENIb BIPAaBE MPEACTaBUTH [0 COOCTBEHHOM WHHIIMATHUBE KOIIHUIO
JIOKYMEHTA, IIOATBEPKAAIOLIEr0 yIIaTy rocyJapCTBEHHOH MOIINHEI 33 BbIa4y PETUCTPALIOHHOTO
YOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapaTa. 3asBUTENb BIIpaBe IMPEACTaBUTh MO COOCTBEHHOM
VMHUIMATUBE CBEICHMS O JIMIIEH3MAX, YKa3aHHbIE B MyHKTax 1 u 2 vactu 1 Hacrosiuen cratbu, a
TaK)K€ BbIJABAa€Mble YIOJHOMOYEHHBIMU (heepaJbHbIMU OpraHaMu HCIOJIHUTENbHON BIACTH
JOKYMEHTBI, yKa3aHHblE B IYHKTe€ 3 4dacTu | Hacrosmel craTbu. B cilydae HempencTaBiIeHHs
YKa3aHHbBIX JIOKYMEHTOB (CBEIE€HUI) YIOJIHOMOYEHHBIH (peepaabHblii OpraH HCHOJHUTEIbHOU
BJIACTH 3allpallliBaeT YyKa3aHHblE JOKYMEHTHI (CBEJEHMsS) B TOPSJKE MEXBEIOMCTBEHHOIO
uHGOPMAIMOHHOTO B3auMoaeicTBusl. (B pea. deaepanbaoro 3akona ot 27.12.2019 N 478-03)

4. B cpok, HE MPEBBIIAIONIUN ECATH pabOUnX AHEH CO JHS MOCTYIJICHUS YKa3aHHOTO B YacTh |
HACTOAIIEH CTaThbU 3asBICHUS M HEOOXOJUMBIX TOKYMEHTOB, YIOJHOMOYECHHBIN (enepanbHbIii
OpraH UCIOJHUTEIBLHON BIACTH:

1) MMPOBOAUT MPOBEPKY MNOJHOTHI U TOCTOBCPHOCTU CBCﬂCHHﬁ, COACPpIKAIIUXCA B MPEACTABICHHBIX
3asBUTCIIEM JOKYMCHTAX;

2) NpyUHUMAaeT pellieHre O MPOBEICHNUN SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA JJIl BETEPUHAPHOIO
IPUMEHEHHs WK 00 OTKa3e B €€ MPOBEICHUHY;
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3) yBenomisieT B MUCbMEHHOM (hopMe 3asBUTENS O MPUHATOM PEUICHUHM WIM B Cllydae MPUHSATHUS
pemieHus 00 OTKa3e B MPOBEICHUHM SKCIIEPTH3bI JICKAPCTBEHHOTO CPEACTBA I BETEPHHAPHOTO
MPUMEHEHHUS C yKa3aHUuEeM MPUYHH TaKOro 0TKa3a.

4.1. B ciny4ae BBISBICHUS! HEIOCTOBEPHOCTH | (MJIM) HEIOCTATOYHOCTH CBEJICHHM, COICPIKALIMXCS B
NpPEJCTAaBICHHBIX  3asgBUTENIEM  JOKYMEHTax,  YIOJHOMOYEHHBIH  (enepalbHBIi  Opran
UCTIOTHUTEIIFHOW BJIACTH HAIpABIISCT 3asABUTEIO 3allpoC 00 YTOYHCHUH YKa3aHHBIX CBEICHHIA.
3anpoc MOXeT OBITh TepeqaH YIOJTHOMOUYEHHOMY IPEACTABUTENIO 3asBUTEINS IO PACIHUCKY,
HampaBJIeH [0 T[I0YTe 3aKa3HbIM IHChbMOM WJIM TIepelaH B DIEKTPOHHOH ¢dopme 1o
TEJICKOMMYHUKAIIMOHHBIM KaHallaM CBS3U. B ciyuyae HampaBlieHUs 3ampoca 00 yTOYHCHHH
YKa3aHHBIX CBEJCHHI 10 MOYTE 3aKa3HBIM IMHMCHMOM OH CYMTACTCS IOJNyYECHHBIM IO HCTCUCHHUH
HIECTH JTHEH C JAaThl HAPABJICHMS 3aKa3HOro nucbMa. (B ped. PeaepanbHoro 3akona ot 04.06.2018
N 140-®3)

4.2. 3asBuTenb 00s13aH MPEJICTABUTh OTBET Ha 3amMpoC YIMOJIHOMOYEHHOTO (efepaibHOro OpraHa
UCIIOJTHUTENILHOM BJIACTU B CPOK, HE MPEBBIIAIONINI IEBIHOCTa pabOYNX AHEH CO HS MOTydeHUs
nanHoro 3anpoca. CpokH, ykazaHHbIe B 4acTu 1.1 HacTosIIel cTaTby, MPUOCTAHABIMBAIOTCS CO JTHS
HAIPaBIICHUSI 3asBUTENIO 3allpoca YIMOIHOMOYEHHOTrO (elIepalibHOr0 OpraHa HCHOJHUTEIbHOM
BJIACTH JI0 JIHSI TIOJyYE€HMsI OTBETA Ha JAHHBIA 3alPOC U HE YUUTHIBAIOTCS MPU UCUUCICHUH CPOKa
NPUHITHUS PEHICHUS O BHECEHHMH M3MEHEHHIl B JOKYMEHTBI, COJEpKallUecs] B PETUCTPALlMOHHOM
JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT AJisi BETEPUHAPHOTO TPUMEHEHUS. (B Pe/l.
denepanbHOro 3axona ot 04.06.2018 N 140-D3)

5. OcHOBaHMeM Mg OTKa3a B MPOBEIECHUM OSKCHEPTHU3bl JIEKAPCTBEHHOIO CpEACTBa A
BCTCPUHAPHOI'O MPUMCHCHHUA ABJACTCA NPCACTABICHUC NOKYMCHTOB, YKA3aHHBIX B YaCTAX lu3l
HACTOAIIEH CTaTbd, B HEMOJHOM OObEME€ WIU OTCYTCTBHE B TPEICTABICHHBIX JOKYMEHTaX
JOCTAaTOYHBIX CBG[[GHI/II;'I, MOATBCPIKAAOIIUX HGO6XOI[I/IMOCTI> BHECCHUA I/I3M€H€HI/II71, 100
HENPEJCTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBI CpPOK OTBEeTa Ha YyKa3aHHBIM B yactu 4.1
HACTOALIEH CTaTbU 3alpoc YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa WCHOJHUTENIbHON BIacTH. (B
pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrnepTusa JEKapCTBEHHOI'O CPEICTBa JJIsl BETEPHUHAPHOIO MPUMEHEHUs B LIEISX BHECEHUS
W3MEHEHUH B JIOKYMEHTHI, COIEP)KAIIUECS B PETHCTPALIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar [js BETEPUHAPHOTO TPUMEHEHHs, OCYLIECTBISETCS B TOpPSIKE,
YCTaHOBJIEHHOM CTaTbel 24 HacTosero denepalbHOro 3aKOHa.

6.1. B cpok, He MpeBBIMAIONINI AeCATH padounX THEH CO JHS MOTYYEHHs 3aKIIOYSHHS] KOMHCCUU
OKCIIEPTOB IO pe3yjbTaTaM YKa3aHHOW B YacTU 2 HACTOAIIEH CTaTbH  AKCIEPTHU3HI,
YIOJTHOMOYEHHBIN (hefiepanbHblii OpraH MCIONHUTENbHON BracTH: (B pen. denepaibHbIX 3aKOHOB
o1 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

1) npuHUMaeT pelieHre 0 BHECEHUH U3MEHEHUH B JJOKYMEHTBI, COJIEpKAIUeCs B PETUCTPALIIOHHOM
JI0OCbE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BETEpUHAPHOIO NPUMEHEHUs, WU
00 OTKa3e BO BHECEHUH TaKMX M3MEHeHuH; (B pea. DenepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2) BHOCUT B TOCYJapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAHUM pEHICHUS O
BHECEHHM W3MEHEHHWW B JOKYMEHTBI, COJEp)Kallhecs B PETHCTPAlMOHHOM JIOChEe Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO MPUMEHEHUs, He0OXO0IUMBbIE
W3MEHEHUS 1 BO3BpAIllaeT dTH JOKYMEHTHI 3asiBUTento. (B pea. denepanpHoro 3akona ot 22.10.2014
N 313-®3)

3) BbLIAET 3asBUTENI0 HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Iperapara s
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BETEPUHAPHOTO MPUMEHEHHUS B cly4yae HEOOXOAMMOCTH WM3MEHEHHUs CBEJEHUM, COJepKalluxcs B
HEM, C COXpaHEHHMEM HOMepa paHee BBIJIAHHOTO PErMCTPALIMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOI'0 TperapaTa Ajs BeTepUHAapHOro npumeHeHus. (B pea. deaepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

6.2. B ciiyuae BHeCeHUs U3MEHEHMM B JIOKYMEHTBI, COJAEPIKAIIMECS B PETUCTPALMOHHOM JI0ChE Ha
3aperUCTPUPOBAHHBIM JICKAPCTBCHHBIM Mpernapar i BETCPUHAPHOTO TPUMEHEHHWs, B YaCTH,
Kacafomeﬁcsl U3MCHCHHUSA U (I/IJII/I) JOIIOJTHECHUA HpOI/ISBOIICTBeHHOﬁ Iom@aaku JICKAapCTBCHHOI'O
npernapara, MpH MPEACTABICHUH 3asSBUTEIEM B COOTBETCTBHM C NMYHKTOM 3 4YacTH | HacTosieil
CTaThbW KOIUU PEIICHUS YIIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa WCIOJHUTEIBLHOW BIACTH O
NPOBEICHUN WHCIIEKTUPOBAHMSI TIPOM3BOIUTES JICKAPCTBEHHBIX CPEICTB CPOK, YKA3aHHBIN B YaCTH
6.1 HaCTOSIH_[eﬁ CTaTbH, MMPUOCTAHABIMBACTCA CO OAHA IMOJYUYCHHA 3aKIHOUCHUSA KOMUCCHU SKCIICPTOB
JI0 JHS TIPUHSATHS YIIOJTHOMOYEHHBIM (heIepabHbIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH PELICHHS O
BbIIade WK 00 OTKa3e B BbIAaue 3aKIIOUEHUS O COOTBETCTBHM MPOU3BOAMTENS JEKAPCTBEHHBIX
CpeACTB TPeOOBAHUSM TPABUIT HAJIEKAIICH TPOU3BOICTBEHHON MPAKTUKHU, HO HE 00Jiee YeM Ha CTO
BOCEMbJIeCAT paboumx aHel. (B pea. Penepanpaoro 3akona ot 04.06.2018 N 140-D3)

7. OcHOBaHWEM i OTKa3a BO BHECCHHMM WM3MCHCHUH B JIOKYMEHTBI, COJCpXKallhecs B
PErUCTPAllMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar Uil BETEPUHAPHOIO
NPUMEHECHHS, B CIy4asX, HE TpPEOYIONIMX MPOBEACHUS DKCIEPTH3bI JICKAPCTBEHHOTO CPEICTBA,
ABJIACTCA MPEACTABICHHUEC JOKYMCHTOB, YKA3aHHBIX B HaCTAX 1u3 HaCTOﬂHIGf/i CTaTbH, B HCIIOJIHOM
00beMe MITM OTCYTCTBUE B TPEACTABICHHBIX JOKYMEHTAX CBEJICHUH, KOTOPBIC JIOJKHBI OBITH B HUX
OTPaXKCHBI, TUOO HETPEACTABICHUE 3asSBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa HAa yKa3aHHBIA B
yacTd 4.1 HacTosIIeH CTAaThU 3alPOC YIOJIHOMOYEHHOro ()elepalibHOIO OpraHa WCIOJHUTEIBHOM
Biactu. (B pea. PenepaiabHoro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMEM Ul OTKa3a BO BHECEHMHM W3MEHEHHH B JIOKYMEHTBI, COJEpXalluecs B
PETUCTPALIMOHHOM JIOChE HA 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Npenapar Uisi BETEPUHAPHOTO
NPUMEHEHHUS, B CIy4asX, TpPeOYIOLIUX IPOBEIEHUS HKCHEPTU3bl JIEKAPCTBEHHOIO CpEACTBA,
SBJISICTCA 3aKIIOYEHHE YIOJHOMOUYEHHOIo (peiepalbHOr0 OpraHa HCHOJHHUTEIbHON BIIACTH O
BO3MOKHOCTH CHWKEHHUsSI 0€301MacHOCTH, KauecTBa, 3((PEKTUBHOCTH JIEKAPCTBEHHOIO IpernapaTa
BCJIC/ICTBUE BHECEHUS M3MEHEHUH B YKa3aHHbIE JIOKYMEHTBI, OTKa3 YIOJHOMOYEHHOIO
denepanbHOrO oOpraHa MWCIOJHUTEIBHOW BJIAacTU B BblJau€ 3aKJIIOUYEHUS O COOTBETCTBHUHU
MPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM MpPaBUI HAJUIeXKalled NMPOU3BOJCTBEHHOU
NPAKTUKA B CIy4yae M3MEHEHUS U (MJIu) JIONOJHEHUS MPOU3BOACTBEHHON IUIOIIAJIKU
JIEKapCTBEHHOI'O Ipenapara, €ciu IMPOU3BOJCTBO JIEKAapCTBEHHOIO Ipemnapara JUisi BETEPUHAPHOTO
IIPUMEHEHHUsl OCYIIECTBIsIeTCA 3a mpexnenamMu Poccuiickor @enepanuy, WIM OTCYTCTBHE 3TOTO
3akimroueHust. (B pen. denepanbHoro 3akona oT 04.06.2018 N 140-D3)

8. HomyckaeTcsi oOpallleHue JEeKapCTBEHHBIX MpenaparoB Ui BETEPUHAPHOIO MPUMEHEHUS /10
UCTEYCHUS CpPOKa TOJHOCTH, NPOU3BEICHHBIX B TEYCHUE CTa BOCBMHMIECATH IHEH IIOCIIE IaThbl
NPUHATHUS YIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTENbHOM BJIACTU pELIEHUs o
BHECEHUM U3MEHEHUM B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM JJOChE Ha JIEKAPCTBEHHBIN
mpernapar, B COOTBETCTBUM € MHGopMaiueil, coaepkaiieicss B JOKYMEHTaX PErucTpaloOHHOTO
JI0ChEe Ha JIEKapCTBEHHBIM IpemnapaT 10 JaThl MPUHATUS Takoro pemeHusd. (B pea. dexepaibHOro
3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Crarbs 32. OTMeHa roCy1apCTBEHHOM PErHCTPAIIAN JIEKAPCTBEHHOT 0
npenapara
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Pemennie 00 oTMEHE TOCyIapCTBEHHON pPErvMCTpaliy JIEKAPCTBEHHOTO MpenapaTta U UCKIIOYEHHUH
JIEKapCTBEHHOI'O IIpernapaTa U3 rocyIapCTBEHHOIO PEECcTpa JIEKapCTBEHHBIX CPEJCTB IIPUHUMAETCS
YIOJHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CiIydae:

1) mpencTaBiIeHNs COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (De/iepaibHbIM OPTraHOM UCIIOJTHUTEIILHOU
BJIACTH 3aKIIOYCHUS O PUCKE WM 00 yrpo3e 310pOBbIO, JKU3HM YEJIOBEKA WM XHBOTHOTO IPU
NPUMEHEHHUN JICKApPCTBEHHOTO TIperapaTa, MPEBBIIANHMX ero dPPEeKTHBHOCTh, MO pPe3yJibTaTaM
OCYIIECTBIIIEMOTO MM MOHHTOPHHIA O€30IIaCHOCTH JICKAPCTBEHHOTO TIpernapara,

2) mojauu JepxareileM WIM BIIAJENbLEM PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara WIM YIOJHOMOYEHHBIM WM JPYyTUM IOPHIMYECKHM JIMIIOM 3asBJICHUS 00 OTMEHe

rOCYy/IapCTBEHHOW pEerucTpaluu JIeKapcTBEHHOro mpemnapara; (B pen. denepalbHOro 3akoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

3) HENoATBEPKIAEHUS TOCYJapCTBEHHOM perucTpalnuu JIEKapCTBEHHOrO Ipernapara M0 HMCTEUYEHUU
CpOKa JEUCTBUA PETUCTPALIMOHHOIO YIOCTOBEPEHHUS], BBIJAHHOIO HA IIATH JICT;

4) HenpeaCTaBICHHS 3asiBUTETIEM HH(DOpMaIMU, KOTOpask MOXKET MOBJIEeYb 32 cO00I HEOOXOIMMOCTh
BHECEHUsT W3MEHEHUH B JOKYMEHTBI, COJAEp)KalllMecs B PEruCTPalMOHHOM JIOChe Ha
3aperuCTpUPOBAaHHBIN JIEKApCTBEHHBIM IpernapaTr, B TEUEHUE TPUALATH pabdouyux AHEW cO AHS
HACTYIUICHUS 3TUX U3MEHEHUH;

5) ocyiecTBIEHHSI TOCYAAPCTBEHHOM PETMCTPAIlMK JIEKAPCTBEHHOIO IMperapara IoJ] TOPTrOBBIM
HAaMMCHOBAHUEM 3apCruCTpUPOBAHHOIO paHee Ioq 3TUM TOProBbIM HAaMMCHOBAHUEM
JICKApCTBEHHOTO TperapaTa, OTIMYAKOIIErOCsl Ka4YeCTBEHHBIM COCTABOM JICHCTBYIOLIMX BEUICCTB; (B
pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

6) OCYLIECTBIICHUSI FOCYIAPCTBEHHOW PErUCTPAIMU OJHOTO M TOTO K€ JICKAPCTBEHHOT'O Ipenapara B
OTHOUICHUH OJHOTO W TOTO € JepKareis WM BIaJeliblla PErUCTPAMOHHOIO YIOCTOBEPEHHUSI
JIEKapCTBEHHOTO TIperapara B BHJE JBYX M 0Oojiee JIeKapCTBEHHBIX MPENapaToB IOJ Pa3TUYHBIMH
TOProBBIMU HauMeHOBaHUsAMH; (B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHS CYJIOM PEIICHUs O HApYUIEHUH MPaB MpaBooOIaaTessi 00bEKTOB MHTEIIEKTYaIbHOM
COOCTBEHHOCTH TP OOpAIIeHUH JIEKAPCTBEHHBIX CPEJICTB.

8) oTCyTCTBHSI JIEKApCTBEHHOTO TIpenapara B oopamienun B Poccuiickoit @enepanuu B TEUCHUE TPEX
u 6oJee nieT; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) HEBBINONHEHUS  Jiep)KaTelieM WMIM  BIAJENbIIeM  PETHUCTPAIMOHHOTO  YAOCTOBEpEHUs
JICKAPpCTBCHHOTO IIpfrapara 100 YOOJIHOMOYCHHBIM HMHU JPYTHM OPUIUYCCKHUM  JIMIIOM
MEPONPHUATHI MO 00ecreyeHn0 O0e30MacHOCTH JIEKaPCTBEHHBIX TPENapaTroB, YCTaHOBJIEHHBIX
YIOJIHOMOYCHHBIM (i)e[[epaJ'IBHBIM OopraHomMm HUCIOJIHUTEILHON BJIACTU B COOTBETCTBUH C YACTSIMHU 3 u
4 crateu 64 Hactosmero denepaabHOro 3aKOHA, B paMKaxX OCYIIECTBIEHUs (apMakoHaa30pa; (B
pen. @enepansHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) oTkaza nepkarenass WIM BIAJETblla PErMCTPALMOHHOIO YJOCTOBEPEHHUS JIEKApPCTBEHHOTO
npernapara J100 YIOJTHOMOYEHHOTO UMH JIPYTOTO FOPUAMYECKOTO JIMIA OT BHECEHUS M3MEHEHUH B
MHCTPYKIIHIO TIO0 PUMEHEHHIO JISKApCTBEHHOT'O Iperapara, KacarolluXcst HOBBIX MOATBEP KICHHbBIX
JTAHHBIX O TOM, YTO PHUCK NMPUYMHEHHS BpEAa 3J0POBBIO0 YEIIOBEKA HIIM XKHUBOTHOTO BCJIEICTBHE
npuemMa JIeKapcTBEHHOI'O Ipernapara mpeBbimaeT 3((EeKTUBHOCTh €ro NpuMeHeHus. (B per.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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Crarbs 33. ['ocyapCcTBEeHHBIN peecTp JeKAPCTBEHHbIX CPEICTB

1. TocynmapcTBeHHBIM peecTp JEKapCTBEHHBIX CPEICTB COACPKHUT IEpeYeHb JIEeKApPCTBEHHBIX
IpenapaToB, MPOLISAIINX TOCYJAapCTBEHHYIO PETUCTpAIMIO, TepeueHb (hapMareBTHUECKUX
cyOcTaHIMi1, BXOAAIIUX B COCTAB JIEKAPCTBEHHBIX MIPENapaToOB, U CIEIYIOIIYI0 HH(OPMALINIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENAapaTOB:

a) HAaMMEHOBAaHME JIGKAPCTBEHHOTO Ipenapara (MEXIyHAapOJHOE HEMAaTeHTOBAHHOE, WU
TPYHNIUPOBOYHOE, WM XMMHYECKOE U TOProBoe HauMeHOBaHus); (B pea. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) nexapcTBeHHas opMa C YKa3aHHEM JO3MPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJMYecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

B) HaMEHOBAHHE JICPXKATENS WM BJaJelblia PErUCTPALIMOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara M CBEACHUST O PErucTpaluy JepiKaTelis WIM BiaJeibla PEerucTpaluoOHHOIO
YAOCTOBEPEHHUsl JIEKAPCTBEHHOTO TIpenapara i MEAMIIMHCKOTO TPUMEHEHHS B KadeCTBE
HAJIOTOIUIaTEeNbIIMKA B CTpaHe perucrpanuu (Aas PpPOCCUMCKUX IOPUIMYECKUX JIUI[ -
uaeHTU(OUKAITMOHHBIM HOMep Hasoromuiarensiuka (MHH), nns mHOCTpaHHBIX IOPUAMYECKUX JIHI -
CTpaHa perucTpaluuy, HAUMEHOBAHUE PETHCTPUPYIOIIET0 OpraHa, pEerucTpallMOHHBIA HOMEpP, KOA
HAJIOTOIUIATEIbIIMKA B CTpaHE perucTpanuu (MHKOPIIOpAllMK) WM €ro aHaiuor); (B pel.
denepanbHOro 3akona or 28.12.2017 N 425-03)

I') HAUMEHOBAHUE U aJpec MPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpenapara U CBEJCHHS O PEeruCTpaliu
MPOU3BOJUTEINS JICKAPCTBEHHOTO Ipenapara Uil MEAMIIMHCKOTO MPUMEHEHUs B KadecTBe
HAJIOTOIUIATEeNbIIMKA B CTpaHe perucrpanuu (A7 POCCHMCKUX  IOPHUAWYECKUX JIMIl -
uaeHTU(OUKAITMOHHBIM HOMep Hasoromuiarenbiuka (MHH), nns mHOCTpaHHBIX IOPUIAYECKHUX JIUITL -
CTpaHa perucTpanuy, HAUMEHOBAHUE PETHCTPUPYIOIIET0 OpraHa, perucTpallMOHHBIA HOMEp, KOZ
HAJIOTOIUIATEINbIIMKA B CTpaHe perucTpauu (MHKOPIOpAlMM) WM €ro aHaior); (B pe.
denepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

) bapmakoTepaneBTHUECKAs rpyIma, KOJ JIEKAPCTBEHHOI'O npenapara o
aHaTOMO-TEPANeBTUYECKO-XUMUUECKOM  KiaccUpUKaAIMM,  pEeKOMEHAOBaHHOM  BcemupHoii
opranusanueinl 3paBooxpaHenus; (B peq. PenepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

e) IMMOKa3aHUA U ITPOTHUBOIIOKA3AHHUS K IIPUMCHCHHIO JICKAPCTBCHHOI'O IIPCIIapaTa,

’K) TOOOYHBIE JACHCTBUSA JIEKAPCTBEHHOTO Mpernapara;
3) CPOK F'OJTHOCTH JIEKaPCTBEHHOT'O Mpernapara;

1) YCJIOBUS XpaHEHUSs JIEKApCTBEHHOTO Mpenapara;
K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO MIperapara;

J) Homep (apMakoNmeWHON cTaTbl WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEP HOPMAaTHBHOM
JOKYMEHTAIUH JT100 HOPMAaTUBHOTO JIOKYMEHTA;

M) JaTa TOCYJapCTBEHHOH PETHUCTpAIMH JIEKaPCTBEHHOTO Iperapara W €ro PerucTpardOHHBINA
HOMEp, JlaTa 3aMEHbl pPErHMCTPAllMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOTO TMperapara Ha
OeccpodyHOEe PETUCTPAIlIOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO Tperapara, Jara MoJadu
3asBJIEHHUS] O TMOATBEPXKICHUM TOCYNApPCTBEHHOW PETrMCTpallMM JIGKAPCTBEHHOIO Ipernapara, aata
OTMEHBI TOCYJapCTBEHHOM PETUCTPAINH JIEKApPCTBEHHOTO Tpenapara; (B pea. PenepaibHOTO 3aKOHA
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ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) KaueCTBEHHBII COCTaB M KOJIMYECTBEHHBII COCTAaB JACHCTBYIOIIMX BELIECTB W KauCCTBEHHBIH
COCTaB BCIIOMOTATEIbHBIX BELIECTB JEKapCTBEHHOro Ipemnapara; (B pex. denepanbHOro 3akoHa ot
22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) uHdpopmanus 000 BCeX pa3pelIeHHBIX BUIaX BTOPHYHON (MOTPEOUTENbCKOM) yIIaKOBKY; (B pei.
®denepanpHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

M) Jara MPUHATHS pPEIIeHUS O BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM IpernapaTr Mpu
rOCYJapCTBEHHOM pErucTpalud B KadyecTBE OpQaHHOTO JIEKapCTBEHHOrO Impemapara (s
JIEKapCTBEHHBIX MPENapaToB AJi MEIUIIMHCKOTO MpuMeHeHus); (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-03)

p) HaIW4Me JICKAPCTBECHHOrO Mpernapara B IEPEYHE JKU3HCHHO HEOOXOIAMMBIX M BAKHEHIINX
JICKapCTBEHHBIX MIPEMapaToB (It IEKAPCTBEHHBIX MPENApaTOB JIJIsl MEIUIIMHCKOTO IPUMEHEHHUS ); (B
pen. ®PenepanbHpx 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
475-D3)

C) HaJgu4HMe B JICKAPCTBEHHOM IIperapaTe HAPKOTUYECKUX CPEICTB, MCUXOTPOITHBIX BEHIECTB M UX
MPEKypCopoB, TOJUIeKAIIMX KOHTpodt B Poccuiickoit ®exepanuu, B COOTBETCTBUU C
3aKOHOAATeNnbCTBOM Poccuiickoin  @Denepanuu, MEXIyHApOIHBIMU J0roBopamu Poccuiickoin
®enepanur, B TOM 4Yucie EnMHON KOHBEHIMEH O HAapKOTHMYEeCKUX cpeacTBax 1961 roma u
KounBenmueit o ncuxorponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

T) wWHPOpPMAIMS O TOM, SBJISCTCS JU JIaHHBIM JICKAPCTBCHHBIA TIpernapar peQepeHTHBIM
JIEKapCTBEHHBIM TpemnapaTtoM; (B pea. PexepanbHoro 3akona ot 22.12.2014 N 429-d3 (pen. ot

13.07.2015))

y) CBeleHUS O MOJayde 3asBICHHUS O BHECEHHUM WM3MEHEHHH B JIOKYMEHTBI, COJEpKaliuecs B
PETUCTPAllMOHHOM JIOCh€ Ha JIeKapcTBEeHHBbIH mpemnapatr; (B pen. denepasbHoro 3akoHa oOT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) moxnyHKT ytpatui cuiy. (B pea. ®enepaibpHoro 3akona ot 27.12.2019 N 475-D3)

X) CPOK BBEJIEHUS JIEKapCTBEHHOTO IpemapaTa B TpaxAaHCKHil o0opoT; (B pen. denepambHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B OTHOULIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

a) HauMeHOBaHHE (apMaleBTUYECKOH CyOCTaHIMU (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
rPYIIUPOBOYHOE, WM XMMHYECKOE U TOProBOoe HauMeHOBaHus); (B pen. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

0) HauMEeHOBaHME U aJpec MPOU3BOAUTENS (apMalleBTUUECKON cyOCTaHIINN;
B) CPOK TOAHOCTH (papMarieBTHIECKON CyOCTaHIINN;
I') yCJIOBHUS XpaHEeHus papMalieBTUYECKON CyOCTaHIINH;

1) HoMep (apMakomelHON CcTaTbu WM B ClIydae €€ OTCYTCTBHSI HOMEpP HOpPMaTHBHOM
JIOKYMEHTaIMH JIN0O0 HOPMAaTUBHOTO TIOKYMEHTA.

€) Hannuue QapMareBTUYECKON CYyOCTaHIMH B MEPEeYHE HAPKOTUYECKUX CPEICTB, MCUXOTPOITHBIX
BEILIECTB U UX MPEKYPCOPOB, MOIeKAIIMX KOHTPoIto B Poccuiickoit denepannn, B COOTBETCTBUU C
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3aKOHOJATeNbCTBOM Poccuiickoit @enepanuu, MeEXIyHApOAHBIMU jAoroBopamu Poccuiickoit
Oenepaunn, B TOM 4ucie EaMHONW KOHBEHLMEW O HApKOTHYECKUX cpeacTtBax 1961 roma u
KonBenmueit o ncuxorponHsix BemectBax 1971 roga. (B pea. @enepanpHoro 3akoHa ot 22.12.2014
N 429-D3 (pex. ot 13.07.2015))

2. dapmarieBTHYECKas CYOCTaHIWSI, TPOM3BEACHHAS I peaU3alllK, MOXKET ObITh BKIIOUCHA B
TOCYJTapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB Ha OCHOBAaHWM 3asBICHHS pa3pabOTUYMKa HITH
MIPOU3BOIUTEIIS JICKAPCTBEHHOTO CPEACTBA MO0 YIMOJIHOMOYEHHOTO UMU FOPUIUIECKOTO JIUIA TIPH
YCIIOBHH TIPOBEJICHUSI B OTHOUICHUU TaKOW (hapMalleBTUYECKON CYOCTaHIIMH SKCIEPTU3bI KauecTBa
dapMaleBTUYECKON CyOCTaHIIMM B TOPSAJKE, YCTAHOBJICHHOM cTaThed 34  HACTOSIIEro
®denepanbHOrO 3akoHa. B oTHOmeHHMH (apMaleBTHUECKUX CYyOCTaHIMNA, MPOW3BEACHHBIX IS
peanu3alyy, B TOCYIAPCTBEHHOM pPEECTPe JIEKAPCTBEHHBIX CPEIACTB COJEPIKUTCA CIIEAYIOIast
undopmanus: (B pex. Degepanbroro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

1) nammeHoBaHue (apMaleBTHUECKOW cyOcTaHIMK (MEXKIyHApOJHOE HENaTeHTOBAHHOE, WIIU
IPyNIHUPOBOYHOE, UM XMMHUYECKOE U TOProBOoe HauMeHoBaHus); (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) HaMMEHOBAHWE, aPec MPOU3BOIUTENS (papMaIleBTUIECKON CYyOCTaHIINH, a TAaK)KE B OTHOLICHUU
JIEKapCTBEHHBIX CPEJCTB ISl MEAULUHCKOTO MPUMEHEHHS CBEJICHHUS O PETHCTPAIIMH TPOU3BOIUTEIS
dapmarieBTHYeCKOi CyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbINMKA B CTpaHE perucTpamud (aus
POCCHHCKHMX IOPHIMYECKHUX JIMI - WACHTH(UKAMOHHBI HOMep Hajoromiarensimmka (MHH), mos
WHOCTPAaHHBIX IOPUAWYECKUX JIUI[ - CTpaHa PETUCTpAlMH, HAMMEHOBAHUE PETUCTPUPYIOMIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HAJOTOIUIaTeNbIIMKa B CTpPaHE PETUCTPALUH
(MHKOpIIOpAIMK) WK ero aHajior); (B pea. exepanpHoro 3akona ot 28.12.2017 N 425-D3)

3) cpok roaHocTH dapmalieBTUYecKoi cyoctanuuu; (B pea. degepanbHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

4) ycnoBus XxpaHeHus (apmareBTHueckoi cyoOcranmuu; (B pen. demepalbHOrO 3akoHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5) Homep QapMakoneiHOW cTaTbu JUOO B cCllydae €€ OTCYTCTBHSI HOMEpP HOpPMaTHUBHOM
JOKYMEHTAllMM UJIM HOPMAaTHBHOIO JIOKyMeHTa; (B pen. dexepanpHoro 3akoHa or 22.12.2014 N
429-903 (pen. ot 13.07.2015))

6) Hanuuue QGapMareBTUYECKON CyOCTaHIMM B TepeYHE HAPKOTHYECKUX CPEACTB, IMCHUXOTPOITHBIX
BEIIIECTB M UX MPEKYPCOPOB, MOATESKAMINX KOHTpoo B Poccuiickoit deneparium, B COOTBETCTBHHU €
3aKoHOAaTenbCcTBOM Poccuiickoii  @Denepanny, MEXIyHAapOIHBIMU JIoroBopamu Poccuiickoin
@®enepanun, B TOM uyuciae EnuHON KOHBeHIMENH O HapKOTMYecKMX cpeicTtBax 1961 roma u
KounBenmueit o ncuxotrponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

7) nata BKJIIOUeHUsS (hapmaleBTHUECKON CyOCTaHIMU B TOCYJApCTBEHHBIN peecTp JIeKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS M3MEHEHUH B JOKyMEHTHl (hapMaleBTHUECKOM cyOcTaHIuMu, [aTa
UCKJTIIOUeHHs] (papMalieBTHUYECKOW CYOCTaHIIMM W3 TOCYAapCTBEHHOIO peecTpa JeKapCTBEHHBIX
cpenacts. (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot 13.07.2015))

3. HOpHI[OK BCACHUA TOCYyHAPCTBCHHOI'O PpeCCTpa JICKAPCTBCHHLBIX CPCACTB IAJId MCIUIHUHCKOI'O
INPUMCHCHUA W TOPAJOK BCIACHHUA TOCYAAapPCTBCHHOI'O peeCTpa JICKAPCTBCHHBIX CPCIACTB JIA
BCTCPUHAPHOTI'O NPUMCHCHUA YTBCPIKIAAOTCA COOTBCTCTBYIOIIUM YIOJITHOMOYCHHBIM (bCI[epaJ'ILHLIM
OopraHomM HCIIOJIHUTEILHOM BIACTH.
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Crarbs 34. BKioueHne B rocy1apCTBEHHbIN peecTp JeKapCTBEHHbIX
CPeICTB U UCKJIIYEeHNE U3 IOCYAAPCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CPeACTB (papManieBTUHYECKOMN CYOCTAHIIUM,
NPOU3BEACHHOM N peanu3auum (B pea. PeaepajibHOro 3aKo0Ha 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. Jns BrmoueHus (apMameBTHUECKONH CyOCTaHIIMM, WPOM3BEICHHOW [UIs peanu3alid, B
rOCY/IapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEJCTB, IPOBOAMUTCA IKCIEPTH3a €€ KauecTBa. (B pes.
denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. DKcnepTHh3a KauecTBa yKa3aHHOW B 4yacTH | HacTosIIei cTaThu apMarieBTHYSCKON CyOCTaHITUH,
COCTaBJICHME KOMMCCHEH OJKCIEPTOB 3aKIIOUYEHUM IO pe3ysibTaraM 3TOM JKCIEPTU3bl U UX
HaIpaBJIEHUE B YIIOJIHOMOUYEHHBIN (efiepanbHblii OpraH UCIOIHUTEIBHON BIACTH OCYIIECTBISIOTCS
B CpPOK, HE NPEBBIMIAOIINA IIECTUICCATH PadOUYMX JHEW CO JHA TOJYyYEeHHS] HKCIEPTHBIM
VUPEXKIEHUEM  COOTBETCTBYIOLIETO  33JaHUS  YMOJIHOMOYEHHOro  (helepaabHOr0  OpraHa
WCIIOJTHUTEJIbHON BJIACTH U CJIEAYIOIIUX JOKYMEHTOB (cBeAeHuM): (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 27.12.2019 N 478-D3)

1) cBengeHust 0 Jare MPENOCTABICHUS U PETUCTPAIMOHHOM HOMEPE JIMIICH3WHW Ha MPOU3BOICTBO
JIGKapCTBEHHBIX CPEJACTB WM CBEJICHUS O JaTe MPENOCTABICHUS W PETUCTPALMOHHOM HOMEpPE
3aKJIOUYEHUS O COOTBETCTBHMU IPOUZBOAMUTEINS JICKAPCTBEHHBIX CPEACTB TpPEeOOBAHUSIM TMPABUII
HaJJIeXKalleld MPOU3BOACTBEHHON MPAKTUKH, BbIIAHHBIX (MPEAOCTABICHHBIX) YIOJTHOMOYEHHBIM
denepabHBIM OPTaHOM HCIOJIHUTENIBHOM BIIACTH, B CIIy4ae, €CIU MPOU3BOJICTBO JIEKAPCTBEHHOTO
cpenctBa ocymecTtBisiercss B Poccuiickoit ®enepanuu; (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pexa. or 13.07.2015), or 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) KOIIMgd OOKYMCHTA, BBIJAHHOI'O YIIOJIHOMOYCHHBIM OpraHoOM CTpaHbl TPOU3BOAUTECIIA
JIEKAPCTBEHHOI'O0 CPEACTBA W MOATBEPKIAIOLIETO pa3pelieHue MPOU3BOACTBA JIEKAPCTBEHHOTO
CPENCTBa, M €0 MEePEBO Ha PYCCKUI S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TMOPSAKE, & TAKIKE KOTIHS
3aKJTIOYEHHUS O COOTBETCTBHH MPOW3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM MPaBUIT
Haj:[nemameﬁ HpOHBBO}ICTBCHHOﬁ IMPAaKTUKH, BBIIAHHOTO YIIOJTHOMOYCHHBIM q)eﬂepaHI)HI)IM OpraHomMm
UCTIOTHUTENbHON BIacTH, JUO0 KOMHS pEeHIeHHUs YIOJIHOMOYEHHOTO (QelepalbHOTO OpraHa
WCIIOTHUTENbHOM BJIACTH O MMPOBCACHNHN HWHCICKTUPOBAHUA TPOU3SBOJUTEIA JICKAPCTBCHHOI'O
cpeacTBa. YKa3aHHbIE JOKYMEHTBI MPEICTABISAIOTCS B CIIy4ae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO
CpelcTBa OCYIIECTBIsIeTCs 3a mpeaenamMu Poccuiickoit @enepanuu; (B pen. deaepanbHOTO 3aKOHA
ot 04.06.2018 N 140-®3)

3) IIOKyMEHT, COAep Kalluil CIeAyrolIne CcBeAeHUs o (apmaineBTHUEeCKO cyOcTtanumu: (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

a) HauMeHOBaHHME (hapMaleBTUUECKOM cyOcTaHIIMU, €€ CTPyKTypa, oOIiue CBOWCTBa; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) HauMEeHOBaHMeE U ajpec MpousBoauTeNs; (B pea. PenepanabHoOro 3akoHa ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

B) TEXHOJIOTHUSI MPOM3BOJACTBA C ONMUCAHHEM CTaJWi MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
cTagusx mnpousBoAcTBa; (B pea. PdenepanphHoro 3axkona or 22.12.2014 N 429-®3 (pen. or

13.07.2015))
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T') onmucaHue pa3paboTKH Imporiecca Mpou3BocTBa; (B pen. denepanpHoro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

1) ONMUCaHWE KOHTPOJS KPUTHUECKUX CTaaui TIpoIecca MPOU3BOJICTBA U MPOMEKYTOUHOM
npoaykiuu; (B pea. ®enepanpaoro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

€) JOKYMEHTAJIbHOE TMOATBEpXKJICHUE (BajluJalus) IMpOIECCOB M (WIM) HUX OIEHKa; (B pell.
®denepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

’K) CBOWMCTBA M CTPYKTypa JEHCTBYIOIMUX BemiecTB; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3) XapakTepucTtuka npumeceit; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot

13.07.2015))

n) crenudukanms Ha (hapMaleBTHUECKYIO CyOCTaHINIO U ee o0ocHOBaHue; (B pen. DeaepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) AaQHAINTHYECKUE METOJIMKH, WCIOJb3yeMble TMPHU OCYIICCTBICHHH KOHTPOJIS KadyecTBa
dapmaneBTuueckoit cydcranuuu; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-03 (pex. ot

13.07.2015))

J) TOKYMEHTAJIBHOE MOATBEPXKICHUE (BATHIAIUS) AHATUTUYCCKHX METOJIUK, HCIOJIb3YEeMbIX IPH
OCYILIECTBIICHUM KOHTpPOJIA KauyecTBa (hapmaieBTHYeCKOi cyOcraHumu; (B pen. DemepaibHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3ynbTaThl aHajau3a cepuil dapmaieBTUYECKOi cyoctanuuu; (B pen. deaepanbHOro 3aKOHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

H) MepeUeHb CTaHJIAPTHBIX 00PA3I[0B MJIM BEUIECTB, UCIOJIB3YEMBIX IPH OCYIISCTBICHUH KOHTPOJIS
kauecTBa; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-3 (pex. ot 13.07.2015))

0) OINKCAaHHUE XAPAKTEPUCTHUK U CBOWCTB YIAKOBOYHBIX MAaTEPUAJIOB M YKYMOPOYHBIX CPENCTB; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

I) JaHHbIE O CTaOWIBbHOCTH (hapmareBTHUECKOM cyOctanumu; (B pen. depepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) cpok roanoctH. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

4) HOKYMEHT, COJIepKallliii CBEJICHHUS O PETUCTPALIMU TPOU3BOAUTENS JTIEKAPCTBEHHBIX CPEICTB IS
MCIUIUHCKOI0O MNPUMCHCHHA B KaUCCTBC HAJIOTIOILIATCIbIIMKA B CTpaHC PErucTtpainvun (}lﬂfl
POCCHUHCKHUX FOPUIUYECKHUX JIUI - WACHTU(UKAIMOHHBI HOMep Hajoromnatensiinka (MHH), nns
HHOCTPAHHBIX IOPUAWYCCKUX JIMI - CTpaHa pPErucTtpalvi, HAWMCHOBAHUC PCTUCTPUPYIOLICTO
OpraHa, perucTpalloOHHBI HOMEp, KOJ HAaJOrOMIaTeNblIMKa B CTpaHe PErUCTpaliH
(MHKOpITOpaIMK) KUiIK ero aHaior). (B pea. ®eaepanpHoro 3akona ot 28.12.2017 N 425-03)

3. Jlna mpoBeneHHs OSKCHEPTU3bl KadyecTBa YKa3aHHOW B 4YacTH | HacTosIed CTaTbu
dapmaiieBTUYECKON CyOCTaHIIMU 3asBUTENb MPEJCTaBIsIET B YIOJIHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJIHUTEIBbHOMN BIACTHU:

1) 3adBieHHEe O BKJIOYEHUH B TOCYJAPCTBEHHBIM pEECTp JEKAPCTBEHHBIX CPEACTB JAaHHOMN
dbapmareBTUIeCKON CyOCTaHITNH;

2) xonusl JOKYMEHTa, MOATBEPKAAIOIIETr0 YIUIaTy TOCYJIapCTBEHHOM IMONUIMHBI 32 BKJIIOYEHUE B
TOCYJaPCTBEHHBIN  peecTp  JIGKAPCTBEHHBIX  CPEICTB  (papMameBTHYECKON  CyOCTaHIWH,


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1308
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0

MIPOM3BENICHHON IJIsl peau3aiuu, JU00 Mo COOCTBEHHOW WHUIIMATHBE YKa3aHHBIM TOKyMeHT. B
Ccllydae €ro  HEMNpeACTaBICHUS  3asBUTECIIEM  yIOJHOMOYCHHBIH  (efepanbHBIi  OpraH
WCIIOJTHUTENIbHON BIACTH MpoBepsieT (PakT yIulaThl TOCYIApCTBEHHON IMOUUIMHBI 3asBUTENEM C
UCTIONIb30BaHWEM HH(poOpMamuu 00 yIjaTe TOCYJapCTBEHHOW TOIUIMHBI, COJEpIKaIleicss B
['ocynapctBeHHON MH(OPMAIMOHHONW CUCTEME O FOCYIApCTBEHHBIX W MYHUIMNAIBHBIX IJIaTeXax,
HAa OCHOBAaHMWU MPEJCTABICHHON 3asBUTENIEM KOMUU JOKYMEHTA, MOATBEPKIAIOIIECr0 YIUIATy
rocyJapCcTBEHHON monumHel; (B pea. dexepanbHoro 3akoHa ot 22.12.2014 N 429-®d3 (pen. or

13.07.2015))

3) JMOKYMEHTBHI, YKa3aHHbIE B 4acTH 2 HacTodled crtatbu; (B pen. DeaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

4) 3asgBieHUE O BblAaue paspelieHus Ha BBO3 B Poccuiickyto denepannio KOHKPETHOH MapTHH
HE3apETUCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O  CPEICTBA, IPEIHA3HAYEHHOIO i1 IMPOBEACHHUSA
yKa3aHHON »skcneptusbl. (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

3.1. B cnyuae HempejacTaBIICHUS C 3asABJICHUEM O BKIIOUEHHH B TOCYJapCTBEHHBIH peecTp
JICKapCTBEHHBIX CPEACTB (hapMaleBTHUECKONW CYyOCTaHIIMM JOKYMEHTOB, IMOATBEPKAAIONINX YIIIaTy
rOCyJTapCTBEHHON MONUIMHBI M YKa3aHHBIX B MYHKTE 2 YacTH 3 HACTOSIICH CTaThH, a TaKXKe
BBIJIaBAEMBIX (IIPEIOCTABIISIEMbIX) YIIOJTHOMOYCHHBIMU (e/lepaTbHBIMI OpraHaMH UCTIOJTHATEIbHON
BJIACTH JIOKYMEHTOB (CBEJCHMII), yKa3aHHbIX B TyHKTaX | W 2 4YacTH 2 HACTOSIICH CTaThH,
YIIOJTHOMOYCHHBI (eiepalbHblii OpraH HCIOJHUTEIBHONH BIACTH 3alpaliuBacT YKa3aHHBIC
JOKYMEHTBI (CBEICHUS) B MOPSIKE MEKBEIOMCTBEHHOTO WH(POPMAIIMOHHOTO B3aMMOJCHCTBUS. (B
pen. denepanbhoro 3akoHa ot 27.12.2019 N 478-D3)

4. B Teuenue necsaTH paboUMX AHEH CO JHS MPUHATHUS 3a8BJICHUS O BKIIIOYEHUH YKa3aHHOW B 4acTH
1 Hacrosimieit cTatbu (papMarieBTHYECKON CyOCTaHIIMM B TOCYIAPCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEYHUCICHHBIX B 4acTH | M MyHKTe 2 4YacTH 3 HACTOSILEH CTaThH,
YIOJHOMOYEHHBIN (efepanbHblil OpraH UCIOJIHUTEIbHON BiacTu: (B pen. PenepalibHOrO 3aKOHA OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

1) IpoBOJUT MPOBEPKY MOJHOTHI U JIOCTOBEPHOCTU JAHHBIX, COJIEPKAILUXCS B IMPEJCTaBICHHBIX
3asBUTENIeM JIOKyMeHTax; (B pen. PenepanpHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHHMMAET peIIeHUE O HAIPaBIECHUM B HKCHEPTHOE YUPEXJAECHUE 3aJjaHHs Ha IPOBEICHUE
AKCIIEPTU3bl KayecTBa yKa3aHHOW B 4acTu | HacTosiied cratbu (hapMmarieBTHUECKON CyOCTaHIIMU
WK 00 OTKa3e B TAKOM HaIIPABICHUH;

3) yBegOMISieT B DJIEKTPOHHON WM MUCHMEHHOU (opMe 3asBUTENS O MPUHATOM PEIICHUU WU B
CiIyyae OTKa3a C yKa3aHUeM MPUYHH TaKkoro oTkasa. (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

4.1. B cnydae BBISBIICHUS HEAOCTOBEPHOCTH CBEACHUMW, COJEPKAIIUXCA B MPEICTABICHHBIX
3asBUTENIEM MaTepualiax, YIOJHOMOYEHHBIN (enepanbHblii OpraH WCHOJHUTEIHLHOW BIACTH
HaIpaBJIseT 3asBUTEIO 3apOoCc 00 YTOYHEHUH YKa3aHHBIX CBeJIeHUHN. JlaHHBIN 3a1poCc MOXKET OBITH
NepelaH YIIOJHOMOYEHHOMY MPEICTABUTEIIO 3asIBUTEIIS JIMYHO 1101 PACIIMCKY, HAIIPABJIEH 110 ITOYTE
3aKa3HBIM MHCHMOM WM TIEpeaH B DJEKTPOHHOW (opMe MO TEeIEKOMMYHHUKAIIMOHHBIM KaHajlam
CBs3M. B cilyyae HampaBieHHs AAHHOIO 3ampoca IO IMOYTE 3aKa3HbIM IMCbMOM OH CYMTAETCs
MOJIyYEHHBIM TI0 WCTEYCHWH IIECTH JHEW C JaThl HampaBleHUs 3aKa3HOTO mHchbMa. (B perl.
denepanbpHOro 3akona ot 25.11.2013 N 317-D3)

4.2. 3asBUTENb 0053aH NpEeACTaBUTbL OTBCT Ha 3allpoOC YIIOJIHOMOYCHHOI'O (I)C,Z[CpaJ'ILHOFO opraHa
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UCTIOJTHUTEJIFHON BJIACTH B CPOK, HE MPEBBIIIAIONINN JAEBIHOCTa PaboUnX AHEH CO AHS MOITyYCHHS
JaHHoro 3anpoca. Cpok, yKa3aHHBIM B 4acTH 4 HACTOSIIEH CTaThU, MPUOCTAHABIUBACTCS CO JHS
HAINpaBJCHUS 3asABUTENIO 3arpoca YIOJIHOMOYEHHOTO (hefepalbHOro OpraHa HCHOJHHUTEIBHOM
BJIaCTHU OO0 JHMA IMOJTYYCHHA UM OTBCTA HA Z[aHHBIﬁ 3arpocC U HC YUUTBIBACTCA IPU UCHUCIICHHUU CPOKa
9KCIEPTU3bl KadecTBa (papMalleBTUUYECKOW CyOCTaHIIMH, HEHCIIOJIb3YeMOH IpH MpPOHM3BOACTBE
JIEKapCTBEHHBIX MpemnapaToB. (B pex. enepanbHoro 3akona ot 25.11.2013 N 317-03)

5. OcHoBaHMEM /Ui OTKa3a B HAlpPaBICHUM B SKCIIEPTHOE YUPEKICHHE 3a/laHusl Ha NPOBEIECHUE
9KCHEPTU3bl KayecTBa YKAa3aHHOM B 4acTH | HacToslled cTaTbu (apMalleBTUYECKOM CyOCTaHLMH
ABJIIETCS. HENPEJCTaBICHUE JIOKYMEHTOB, YKA3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHE
uHpOpMaLny, NOATBEpKIaroIield (aKkT yIiaTel roCcylapcTBEHHOW MOIUIMHBI 3a BKJIIOYEHHE
dapmarieBTHYeCKON CyOCTaHIIMM, MPOU3BEACHHON Uil pealu3alud, B TOCYAapCTBEHHBIH peecTp
JICKapCTBEHHBIX CPEACTB, HENPEACTABICHUE 3asiBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3zaHHBIH B uyacTu 4.1 HacToOAlIeH CTAaThU 3arpoc YIMOJIHOMOYEHHOTO (erepaabHOro opraHa
VCIIOJIHUTEJIBHOM BJIACTU WJIM IIPEACTABICHUE TOKYMEHTOB, HE COIEPIKAIIMX HCUEPIBIBAIOIIEIO
nepeyHsi HeoOXxoauMBbIX cBefeHui. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

6. B Tedyenme mnATHaAuATH pabOYMX JAHEH €O JHS TONYYCHHS pEHICHUS YHOJIHOMOYEHHOTO
denepanbHOro OpraHa HCIOJHUTEIBHOW BJIACTM O HANpaBIEHUM B HKCIEPTHOE YUpEkKACHUE
3a/laHusl Ha TPOBEJCHME OHKCIEPTH3bl KauyecTBa YKa3aHHOW B wyacTM | Hacrosmied craTbu
dapmarieBTUYeCKOM CyOCTaHLMU 3asBUTENIb MPEJICTABISET B HKCHEPTHOE YUPEXKAECHUE I
NPOBEICHUS JTAHHOM OKCIEpTU3bl 00pa3ibl (apMaleBTUYECKOH CyOCTaHIIMM B KOJHMYECTBE,
HEOO0XOMMOM JJIsi BOCIIPOM3BEJICHUS METOJ0B KOHTPOJIS KauecTBa. DKCIEPTHOE YUpEeKIeHHUE IpU
MOJYy4YeHUH OOpa3loB YKa3aHHOW B 4acTH | Hacrosimeil craThbu (papManeBTHYECKO cyOcTaHIMN
BBIJIACT 3asBUTEIIO JIOKYMEHT, IMOATBEP)KIAIOIIMI IOIy4YeHHuEe 3TUX 00pas3loB, U B CpPOK, HE
NPEBBIMIAIOIINAN TPEeX pabo4nX JHEH, YBEIOMIISIET B AJIEKTPOHHOW WIIM MMUCBMEHHOUN Gopme 00 3TOM
YIOJHOMOYEHHBIH (hefiepabHbIi OpraH UCIOJHUTENBHONH BIACTH. DTHU CPOKH HE BKIIIOYAIOTCS B
CPOK TIpOBENIEHUs JTaHHOM 3KcrepTusbl. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-3
(pexn. ot 13.07.2015))

7. JIOKYMEHTBI, IIOCTYIHUBUINE B DKCIIEPTHOE YUPEXKACHUE Ul MPOBEACHUS DKCIEPTU3bI KaueCcTBA
yKa3aHHOHN B yacTu | HacTosiied craThbu (papManeBTHUYECKON CyOCTaHLMH, MOAJIekKaT BO3BpATy B
YIOJHOMOYEHHBIH (eiepaabHblii OpraH UCIOJIHUTENIBHONW BIACTH OJHOBPEMEHHO C 3aKIIOUEHUSIMU
10 pe3yJIbTaTaM IIPOBEACHHON IKCIIEPTU3BI.

8. B cpok, He MpeBBINAMNN MATH padoyux JHEH cO JTHS TMONY4YeHHS 3aKIIOYEHHUS KOMHCCUU
AKCIEPTOB MO pe3yJbTaTaM 3KCIEPTH3bl KAaYeCTBA YKAa3aHHOW B 4YacTH | HACTOAIIEW CTaTbU
dbapmalieBTUYECKOM cyOCTaHIINM, YIIOJTHOMOUYEHHBIN (hefiepaibHbId OpraH UCIOTHUTENBHOMN BIACTH:

1) ocymiecTBIsi€T OLEHKY TaKOro 3aKIIOYEHMs Ul ONpPENEeHUsl €ro COOTBETCTBUS 3aJaHUI0 Ha
IIPOBE/ICHNUE TAaHHON HKCIIEPTHU3BL;

2) mpuHUMAET pellieHre O BKIIOYSHUH YKa3aHHOW B yacTu | HacTosmIel cratbu GpapMareBTHIeCKOn
CyOCTaHIINM B TOCYIapCTBEHHBINA PEeCTp JEKaPCTBEHHBIX CPEJICTB WJIU PEIICHUE 00 OTKa3e B TAKOM
BKJIFOUCHUU;

3) BHOCUT INpU TNPHUHATHH PELIEHUS O BKIIOYEHUM YKa3aHHOM B 4YacTM 1 HacTrosued craTbu
dapmainieBTUYECKON  CyOCTaHIIMM B  TOCYJAapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB
IpeIyCMOTPEHHYIO 4acThio 2 cTartbu 33 Hacrosimero denepalbHOro 3akoHa HHPOPMALUIO H
yBeAOMJISIET 00 3TOM B 3JIEKTPOHHOW WJIM MHCbMEHHOH (opme 3asBurtens. (B pen. PenepabHbIX
3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 462-D3)



https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1185
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleId=1&documentId=383597#l2200
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=351423#l3

9. OcHoBaHMeM JUisi OTKa3a BO BKJIIOYCHMM YKa3aHHOM B 4YacTH | HACTOSIIEH CTaTbu
(dapManeBTUYECKON CyOCTaHIIMM B TOCYAAPCTBEHHBIA PEECTP JCKAPCTBEHHBIX CPEICTB SIBIISCTCS
3aKJIIOYEHUE COOTBETCTBYIONIETO YIIOJHOMOYEHHOTO (heepalIbHOTO OpraHa HWCIHOJHHUTEIbHON
BJIACTH O TOM, YTO Ka4ecTBO (papMareBTUYECKOW CyOCTaHIIMM HE IMOATBEPIKICHO MOTYyYECHHBIMH
naHHbIMHE. (B pen. DeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-P3, ot 04.06.2018 N 140-D3)

10. He nomyckaercs BKIIIOYEHHE B TOCYJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB OIHOU
dapManeBTUYECKON CyOCTaHINK, TPOU3BEACHHON IS Peau3alliid U BBITYCKAEMOW OJHUM U TEM
K€ MIPOU3BOJIUTENIEM, B BUJIE ABYX U Oojiee peecTpoBbIX 3amuceil. (B pen. deaepanbHOro 3akoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

11. BHeceHne u3MEHEeHNUH B IOKYMEHTHI Ha (hapMalleBTHYECKYIO CyOCTaHIIMIO, POU3BEICHHYIO IS
peani3alyy U BKIIOYCHHYIO B TOCYJJApPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISETCS
B Mopsake, ycraHoBiIeHHOM cTatbsiMu 30 u 31 Hactosimero denepalibHOTO 3aKOHA, C YIUIATOM
roCyJapCTBEHHOM IOLUIMHBI, IIPEIyCMOTPEHHON 3aKOHOAAaTenbCcTBOM Poccuiickon denepanuu o
Hasorax u coopax. (B pexn. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

12. lonyckaetcst oOpaieHue ¢papMaleBTUUECKUX CyOCTaHINI, MPOU3BEICHHBIX AJISl pealu3allii, B
TEYCHHUE CTa BOCBMHJICCSATH JTHEH IO M TOCIIE MIPUHSATHS YIIOJTHOMOYCHHBIM (eepabHBIM OPraHOM
WCIIOJTHUTENIHOM BJIACTU PENICHHUS O BHECEHUM M3MEHEHHH B JOKYMEHTHI Ha (hapMaleBTHUUYECKYIO
cyOCTaHIMIO, MPOU3BEACHHYIO Il peali3allid U BKJIIOYEHHYIO B TOCYJAApCTBEHHBIM peecTp
JeKapcTBEHHBIX cpenctB. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

13. PemieHne 00 UCKIIOYEHUH W3 TOCYAAPCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJICTB
dapmanieBTUYeCKOH ~ CyOCTaHIIMHM,  TPOW3BEACHHOW  JUIi  peaju3alud,  HPUHUMAETCS
YIIOTHOMOYEHHBIM  (pe/iepalbHBIM  OpPTaHOM  HCIIOJHHUTENBHOW BJIAacTH B cioy4ae: (B pel.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) mpeacTaBiaeHus COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (he/lepaibHbIM OPraHOM HCTIOJHUTEIBHOMN
BJIACTH 3aKIIFOUEHUS O PUCKE WUIIM 00 Yrpo3e >KU3HM WK 3J0POBBIO YeNOBEKa MO0 KUBOTHOTO TIPU
MCIIOJIb30BAaHUHU JIEKAPCTBEHHOTO CpeJICTBA; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3
(pem. ot 13.07.2015))

2) mojauu pa3pabOTYMKOM JIEKAPCTBEHHOTO CpPEJACTBA WM HPOU3BOJUTENIEM JIEKaPCTBEHHOTO
cpeacTBa MO0 YHOJIHOMOYEHHBIM MMH JAPYTHM IOPUAMYECKHM JIMIIOM 3asBJIECHUS 00 MCKIIIOYEHUU
U3 TOCYAApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB  (apMaleBTHUECKOW CyOCTaHIMH,
NpOM3BEACHHON 11 peanu3anuu; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

3) orcyTcTBHS (hapMarieBTUUECKON CyOCTaHIIMM, TPOU3BEICHHON /I peaiu3aliiu, B OOpalleHUH B
Poccuiickoii denepanuu B TedeHune Tpex u Oonee net. (B pea. PeaepanpHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

Cratbsa 35. - YTpartuna cuny. (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

Crarbs 36. O0:xaioBaHue pelieHus: 00 0TKa3e B BblIaue pa3peiieHust
HA NMPoBeAeHUEe KINHUYECKOT0 UCCJIEI0OBAHNSA JIEKAPCTBEHHOT 0
npenapara, peiieHusi 00 0TKase B rocyJapCTBEHHOMN perucTpanuu
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JIEKAPCTBEHHOI'0 Mpenapara, 3aKJI4YeHusi KOMUCCUU IKCIIEPTOB
IKCIEPTHOIO YYpeK/IeHUS UM 3aAKJII0YEHUS COBeTAa MO0 ITUKe (B pejl.
®denepaibHoOro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Pemienne coOTBETCTBYIOMIETO YIIOJHOMOUYEHHOTO (pelepalbHOTO OpraHa MCIIOJHUTEILHON BIIACTH
00 OTKa3ze B BbIJaue pa3pellieHHs Ha MPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS JICKApCTBEHHOI'O
npernapara, peuieHHe YKa3aHHOTo (elepallbHOrO OpraHa HMCIOJHUTEIbHON BiIAacTH 00 OTKasze B
rOCYyJapCTBEHHOW PETUCTpalMM JIEKAPCTBEHHOIO IIpernapara, 3aKJIIOYEHHUE KOMHMCCHH DJKCIIEPTOB
HKCHEPTHOTO YUPEKACHUS WIH 3aKIF0UYEHUE COBETA M0 3TUKE MOKET OBITh 00’KaJIOBaHO B MOPSIKE,
YCTaHOBJICHHOM 3aKOHOZaTeabcTBOM Poccuiickonn denepannn. 3akiar04eHHe KOMUCCHU JKCIIEPTOB
AKCIEPTHOIO YUPEXKIEHUS O B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MIPENAapaToB AJIs MEAULIMHCKOTO
OpUMEHEeHHUs 00 O TOM, YTO JIEKapCTBEHHBIM INpemapar Ui MEAMLUHCKOrO INPUMEHEHHs He
ABJIAETCS B3aMMO3aMEHSEMBIM, MOJET OBbITh O00KaJOBaHO JEp)KATEJIEM WM BIAJENbLIEM
PETUCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOI'0 IpenapaTa B yIOJIHOMOYEHHBIN (eepanbHbIii
OpraH MCIIOJIHUTEIbHOW BIJIACTH, KOTOPBIA MPHUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW >KanoObl
IOJBE/IOMCTBEHHbIE €My HayyHble OpraHM3allid M oOpa30oBaTeNbHbIE OPraHU3allUU BBICIIETO
00pa3oBaHMs, OCYIIECTBIIIONINE ACATENBHOCTh B cepe oOpalleHus JIEKapCTBEHHBIX CPEICTB.
3aKJII0OYeHHEe KOMHUCCHU 3KCIEPTOB HKCIEPTHOTO YyupexaeHus, O(OpMIIEHHOE [0 UTOraM
nepecMoTpa 00KaJOBAHHOIO 3AKJIIOYEHHS] IKCIEPTa, MOKET ObITh OCIIOPEHO JIep’KaTeleM WU
BJIAJENIBLIEM  PETHCTPAllMOHHOIO  yJOCTOBEpEHHMs  JIEKAPCTBEHHOro  mpemapara  Jubo
YIOJIJHOMOYEHHBIM HMH JIMIIOM B IIOPSJIKE, YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM Poccuiickon
Oeneparun.  Ilpu  oOxkasoBaHMM  pelIeHUS  YNOJIHOMOYEHHOro  (elepajbHOro  OpraHa
UCIIOJIHUTENIbHOM BJACTH, 3aKJIIOUYEHHUs OKCIepTa WIM KOMUCCHUU OKCIEPTOB SKCIIEPTHOIO
YUPEXKIEHUS, 3aKIIOUYCHMsI COBETa II0 OJTUKE JepXKaTelb WIA BIaAeiel] PErHCTPalMOHHOIO
yIOCTOBEPEHHS JIEKAPCTBEHHOTO IpenapaTa Ju00 yIoJTHOMOUYSHHOE HMH JIMIIO BIIPABE MPEICTABUTD
pE3yJIBTAThl SKCIIEPTU3BI JIEKAPCTBEHHOTO MPEIapara, IpPOTOKOJIbI IOJIyYEHHBIX aKKPEAUTOBAHHBIMU
UCIBITATENbHBIMU J1a00OpaTOpusIMU (LIEHTPaMHU) pe3yJIbTaTOB HCCIENOBAaHUM, HCIBITAaHUHA. (B pen.
denepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

Crarbs 37. Undopmanus, CBA3aHHAS ¢ OCYHIECTBJICHHEM
roCyJ1apCTBEHHOI PerucTpanuu JeKApCTBEHHbIX NMPeNnaparos,
HH(pOPMALHA 0 3aPErUCTPUPOBAHHBIX JICKAPCTBEHHBIX Mpenaparax u
JIEKAPCTBEHHbIX NMpPenaparax, MCKJIKYEHHbIX U3 FOCYJIapCTBEHHOT0
peecTpa JIeKAPCTBEHHBIX CPEICTB

1. CooTBETCTBYIONIMI YIIOJTHOMOUYEHHBIN (eiepaibHbIi OpraH UCIOJIHUTENBHON BIACTH pa3MellaeT
Ha cBoeM o(uIuaibHOM caiite B cetu "MHTepHeT" MH(OpMaIio, CBSI3aHHYIO C OCYILIECTBICHUEM
rOCy/IapCTBEHHOW pEerucTpalyy JIEKapCTBEHHBIX MIPErnaparoB, B TOM 4HCIE MPOBEICHUEM
HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB (BKIIOYAs pe3yJbTaThl €€ NpOBeNeHUs), MH(POpMaIUo o
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpernapaTax U JIEKAPCTBEHHBIX INpernaparax, UCKIOYEHHbBIX
U3 rOCyJIJapCTBEHHOI'O PEeecTpa JIEKapCTBEHHBIX CPEJCTB, HE MO3/IHEE YeM depe3 MATh pabounx AHeH
CO JHS TIOJIYYEHHS YHNOJHOMOYEHHBIM (eAepalbHBIM OpPraHOM MCIOJHUTEIBHOM BIACTH
COOTBEeTCTBYMOIIEH nHpopManu. (B pen. DeaepanbHbiX 3akoHOB OT 22.12.2014 N 429-D3 (pen. ot
13.07.2015), ot 02.08.2019 N 297-®3)

2. Cpoku W TOPSAIOK pa3MENIeHHs YKa3aHHOW B YacTH | HACTOsIIeW cTaThu HHGOpMAIU
YCTaHABIMBAIOTCA  yIMOJHOMOYEHHBIM  (peepalbHBIM ~ OpPraHOM  WCIHOJHUTENBHON  BIIACTH.
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Nudopmanus, ykazanHas B 9acTu 1 HacTOSIIEH CTaThH, SBISETCS OTKPBITOM M OOIIETOCTYITHON U
MPEIOCTABIISACTCS 3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit
Ddeneparun. (B pea. Denepanbaoro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

I'masa 7. KIMHUYECKHWE UCCJIEJOBAHUA
JIJEKAPCTBEHHBIX ITPEITAPATOB JJIs1 MEAUIIUHCKOI'O
HPUMEHEHUSA, JOI'OBOP Ob UX ITPOBEJIEHUMU, ITPABA
IMNAIHMEHTOB, YYHACTBYIOLIUX B OTUX NCCJIEJOBAHUAX

Crarps 38. KiluHM4ecKHe UCC/IeIOBAHUSA JIEKAPCTBEHHBIX NMPEeNnapaToB
JJISE MEIMIIHHCKOTO MPUMEHEeHHUs

1. KnuHudeckue ucciaeaoBaHUs JIEKAPCTBEHHBIX IMPENapaToB JJII MEIUIIMHCKOTO MPUMEHEHHUS, B
TOM YHCIE MEXAyHapOJAHble MHOTOLEHTPOBbIE, MHOTOLEHTPOBbIC, MOCTPETUCTPALIMOHHBIE,
MPOBOJIATCS B OJTHOM WJIM HECKOJIBKUX MEIUIIMHCKUX OPTaHU3alUsIX B COOTBETCTBUU C MPaBUIIAMU
HaJJIeXKallel KITMHUYECKON MTPAKTUKHU, YTBEPKACHHBIMH YIIOJIHOMOYEHHBIM (heJiepaibHbIM OpraHOM
MCIIOJIHUTENIbHOM BJIACTH, COOTBETCTBEHHO B CIEAYIOMIMX Lesix: (B pel. denepaabHOro 3aKOHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) ycraHoBneHHEe OE€30MMACHOCTH JICKAPCTBEHHBIX MPEIApaTOB JIs 3JI0POBBIX JTOOPOBOJIBIEB U (MJIH)
MEPEHOCUMOCTH WX 370POBBIMH JOOPOBOJBIIAMH, 324 MCKIIOYEHHEM TaKUX HCCIIECOBaHHMA
JIEKapCTBEHHBIX MPENAPATOB, POU3BEICHHBIX 3a peaenamu Poccuiickoit Oenepannu;

2) noadop ONTHUMAaJIbHBIX JI03UPOBOK JIEKAPCTBEHHOTO IpenapaTa U Kypca JISUeHHs! JUIsl alUeHTOB
C OIpeielIeHHbIM 3a00JIeBaHMEM, ONTUMANIBHBIX 103 M CXE€M BaKLMHAIMM UMMYHOOHOJIOTHYECKUMU
JIEKapCTBEHHBIMU MperapaTaMu 3I0pPOBBIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE 0€30IaCHOCTHU JISKApCTBEHHOT'O IMpemnapara U ero 3(p(eKTuBHOCTH I MalUeHTOB
C OMpeJeNieHHbIM 3a0ojeBaHueM, NpopUIaKTHIeCKONH 3(P(HEKTUBHOCTH HWMMYHOOMOJIOTHYECKUX
JIeKapCTBEHHBIX NPenapaToB IS 3/J0POBBIX 100POBOJIBLIEB;

4) u3ydyeHre BO3MOXKHOCTH PACIIMPEHUs MMOKa3aHUM AJI MEAULIMHCKOTO MPUMEHEHHS Y BBISBICHUS
paHee HEU3BECTHBIX MOOOYHBIX JIEHCTBUIN 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENapaToOB.

2. B otHOmICHNHM BOCITPOU3BCACHHBIX JICKAPCTBCHHLIX MPCIAPATOB AJId MCAUIHUHCKOI'O ITPUMCHCHU A
MMPOBOAATCSA HCCIICAOBAHUSA OMOSKBHBAJICHTHOCTH U (I/IJ'II/I) TepaHGBTH‘ICCKOfI OKBHBAJICHTHOCTHU B
MopsaAaKe, YCTAHOBJICHHOM YITOJTHOMOYCHHBIM (l)eﬂepaJ'ILHLIM OopraHoM HUCIIOJIHUTEILHOMN BIACTH.

3. OpFaHI/BaI_[I/IIO MPOBCACHUA KIIMHUYCCKUX I/ICCJ'Ie,ZLOBaHI/Iﬁ JICKAPCTBCHHOTO IIpfliapara IJisd
MCIUIUHCKOI'0 MPpUMCHCHUS BITPABC OCYIICCTBIIATE:

1) pa3zpaboTuMK JIeKapCTBEHHOT'O MpenapaTa Win yrnoJIHOMOYEHHOE UM JIHIIO;

2) oOpa3oBaTenbHbIE OpraHU3alMM BBICIIEr0 OOpa30BaHMs, OPraHU3AIUHN JIOTIOJHUTEIHLHOTO
npodeccronasbHOro 00paszopanus; (B pen. denepanproro 3akona ot 02.07.2013 N 185-D3)

3) HAaYYHO-UCCJIICAOBATCIILCKUC OpraHU3allnuu.

4. KiuHndeckue HCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCriapata A MCIULMUHCKOTO NPUMCHCHUSA
MMpOBOAATCA Ha OCHOBAaHHWM PAa3spClICHUSA Ha MNPOBCACHHUEC KIHMHHUYCCKOro HCCICAOBAHHA
JICKApCTBCHHOT'O npenapara, BBIJAHHOT'O YHOJIHOMOYCHHBIM (I)e,[[epaHBHBIM OpraHoM
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WCITOJTHUTEIIbHON BJIACTH. YTIOJITHOMOYCHHBIH (peepanbHbIi OpraH MCIOJHUTEILHON BIACTH BEACT
peecTp BBIJAHHBIX pa3pelICHUH Ha IMPOBEACHUE KIMHUYECKUX MCCIEA0BAaHUN JIEKApCTBEHHOIO
mpernapara, COJACpKallMil yKa3aHWe Ha UX Ielb WM IeJd, B YCTaHOBJICHHOM S3THUM OpPraHOM
nopsake. (B pea. ®denepanbHpix 3akoHOB OoT 22.12.2014 N 429-®3 (pea. or 13.07.2015), ot
13.07.2015 N 241-®3)

5. Yacte yrtparuna cwiy. (B pen. demepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. K opranuzamuu npoBeleHUs KIMHHUYECKUX MCCIEAOBAaHUN JIEKApCTBEHHOrO Ipenapara s
MEAWIIMHCKOTO TPUMEHEHHUS pPa3pabOoTYMKOM JIEKAPCTBEHHOTO Ipernapara MOTYT MPHBIICKATHCS
IOpUAMYECKHE JIMIa JI000M OpraHu3allMOHHO-TIPaBOBOW (OpPMBI IPHU YCIOBHH 0OOecredyeHus
COOTBETCTBUS 3TUX UCCIIECAOBAHHH TpeOOBaHUAM HacTosero denepasbHOro 3aKOHa.

7. KiMHMYeCKHE HCCIIeIOBaHUs JIEKAPCTBEHHBIX IIPENApaToB JUIsl MEAUIMHCKOIO IPUMEHEHHUs
IPOBOJATCS B MEIUIMHCKUX OPraHU3alMsAX, aKKpEJAUTOBAHHBIX YHOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH B IIOpsZIKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickon
®enepanuu.

8. IlepeueHb MEIUIMHCKUX OpraHM3alMil, HMMEIOMIMUX [PaBO MPOBOJAUTH KIMHUYECKUE
UCCJICIOBaHMsl JIEKapCTBEHHBIX IPenapaToB JJIs MEIULIMHCKOIO MPUMEHEHUS, U PEECTp BbIJAHHBIX
paspelieHuii Ha NPOBEJCHHE KIMHUYECKHMX HCCIIEJOBAHMM JIEKApCTBEHHBIX IpPENaparoB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAIOTCS YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJHUTENIbHON
BJIACTU B YCTAHOBJICHHOM UM MOpPSAKE Ha cBOeM oduuManbHOM caiite B cetu "MHTepHeT".

Crarbs 39. PemeHue 0 npoBeleHNN KJIMHUYECKOT0 UCCJIEIOBAHUSA
JIEKAPCTBEHHOI'0 Npenapara AJisd MeJUILMHCKOI0 NPUMeHeH s (B pen.
®denepanbHoro 3akona ot 22.12.2014 N 429-®@3 (pea. ot 13.07.2015))

1. KnuHuueckoe wHcclieOBaHUE JIEKApCTBEHHOTO Mpernapara s MEAMIIMHCKOrO MNpPUMEHEHUS
MPOBOAUTCS HA OCHOBAHMM PA3pPCIICHUST HAa TMPOBEACHUE KIMHUYECKOTO HMCCIEAOBaHUS
JEKapCTBEHHOTO  Mpemapara,  BbIIAHHOTO  YINOJHOMOYEHHBIM  (efepalibHBIM  OpPraHOM
WCIIOJTHUTENIbHON BJIACTH IO PE3YJIbTaTaM AKCIIEPTU3BI IOKYMEHTOB, HEOOXOIUMBIX IS TTOJTYyUEHUS
paspelleHusT Ha IIPOBEICHUE KIMHUYECKOTO MWCCIENOBaHUs JIEKAPCTBEHHOIO IIpernapara |
ATUYECKOMN IKCIEPTHU3HI.

2. Jlns monydyeHHs pa3pelieHHs Ha TMPOBEIECHHUE KIMHHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
mpernapara  JUisi MEAMLUHCKOTO NIPUMEHEHHUS 3asBUTENb NPEACTABISET B  YIOJIHOMOYEHHBIN
dbeneparbHBINA OpraH UCMIOJIHUTEIBHON BIACTH:

1) 3ad4BJICHUC O BbIAAYUC Pa3pCHICHUA HA MMPOBCACHUC KIIMHUYCCKOI'0 UCCIICAO0BAHUA JICKAPCTBECHHOI'O
npemnapara JJjis1 MCAUIUHCKOIO IPUMCHCHHU A,

2) KONUM JOKYMEHTOB, MOJATBEPKIAIOIINX YIUIATy TOCYIapCTBEHHOW MOLUIMHBI 3a IMPOBEJIECHUE
TUYECKON DKCIEPTU3BI, DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpernapar M MOJy4EeHHs
paspelleHus Ha INPOBEICHHE KIMHUYECKOIO MCCIEAOBAaHUSA JIEKAPCTBEHHOIO IIpernapara I
MEJULMHCKOrO IIPUMEHEHUS, 3a BbIa4y pa3pelleHUs Ha IIPOBEACHUE KIIMHUYECKOTO UCCIIEN0BaHUS
JIEKApCTBEHHOI'0 IIpenapara Uil MEIULHUHCKOTO IPUMEHEHHs, 33 TPOBEJIECHHUE HKCIEPTU3BI
JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Ul IOJy4EHHUs pa3pelleHUs Ha IPOBEICHUE
MEXIYHAPOJAHOTO MHOTOLEHTPOBOTO KJIMHUYECKOTO HCCIEN0BaHUS JIEKAPCTBEHHOTO Mperapara Juis
MEJULUHCKOIO IIPUMEHEHMS, 3a BbIJAa4y paspelleHus Ha IPOBEACHUE MEXIYHAPOIAHOIO
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MHOTOLICHTPOBOTO KJIMHUYECKOI'O HCCIICJOBAHMS JICKAPCTBEHHOI'O Ipenapara JJisi MEAULMHCKOTO
IIPUMEHEHUs, 3a IPOBEICHNUE 3TUYECKOU IKCIIEPTU3BI, SKCIIEPTU3bI JOKYMEHTOB HA JICKAPCTBEHHBII
npenapar Uil IOJy4YEHHUs pa3pelleHHs Ha IPOBEIEHUE IMOCTPErMCTPALMOHHOTO KIMHUYECKOTO
UCCJIENOBAHMS JIEKAPCTBEHHOIO IIpemapara Uil MEAULUHCKOrO IIPUMEHEHMs, 3a BbLIAYYy
paspelieHuss  Ha  NPOBEACHHE  IOCTPETMCTPALMOHHOTO  KIMHMYECKOTO  MCCIEIOBAHMS
JIEKapCTBEHHOI'0 IpernapaTa JJii MEIULUHCKOTO NpUMEHEeHHUs; (B pel. PenepaibHOrO 3aKOHA OT
27.12.2019 N 478-93)

3) IMPOTOKOJ KIHMHHUYCCKOI'0 HMCCICAOBAaHUA JICKAPCTBCHHOI'O IIpfriapara ajiid MCEIUIHUHCKOI'O
MMPUMCHCHU A,

4) OpoIIopy UCCIISI0BATEIIS;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIMCHTA,

6) cBereHus o0 ombiTe pabOTHI MCCIEAOBATENEH MO COOTBETCTBYIOIIMM CIEIHATBHOCTSIM U HX
OIbITE PAOOTHI IO MPOBEACHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBeoeHMs O MEAMLUMHCKUX OpraHu3alusaX, B KOTOPBIX IpeIojiaracrcs HIpoBeIeHUE
KJIIMHUYECKOI0 MCCIEJ0BaHUs JIEKAPCTBEHHOTO IIpernapara s MEJUIUHCKOTO IPUMEHEHUS
(1MoJIHOE M COKpallleHHOE HAaMMEHOBAHHUS, OPraHU3allMOHHO-TIPaBoBas (hopMa, MECTO HAXOXKACHUS U
MECTO OCYIIECTBJIECHUS NEATEIbHOCTH, TeleoH, Teinedakc, aapec 3JIEKTPOHHOM IMOYTHI Ka)KIOH
MEIUIUHCKONW OpraHu3alim);

8) cBemeHHUs O TPEANOJAraeMbIX CpOKax TMPOBEACHUS  KIMHUYECKOTO  HCCIICOBAHUS
JIEKapCTBEHHOT'O IIperapara Jisi METUIIUHCKOTO PUMEHEHUS;

9) KOIIMIO J0roBopa 00513aTEJIbHOTO CTpaxoBaHus, 3aKIHOYCHHOI'O B COOTBCTCTBHH C THIIOBBIMHU
ImpaBujiaMun 00s13aTE€ILHOTO CTpaxOBaHHi, C YKa3aHUCM Hpeﬂeanoﬁ YUCJICHHOCTHU ITallUCHTOB,
Y4aCTBYIOIIUX B KIMHUYCCKOM HCCICAOBAHNHN JICKAPCTBCHHOI'O IIpfrapara i1 MEAUIUHCKOI'O
MMPUMCHCHU A,

10) I/IHq)OpMaI_II/II-O 0 COCTAaBEC JICKAPCTBCHHOTO Ipenapara i1 MCAUIUHCKOI'O IPUMCHCHU A,

11) AOKyMEHT, COCTaBIE€HHBIM MPOU3BOIAUTENEM JIEKAPCTBEHHOTO Mpemnapara JUisi MEAUIIMHCKOTO
NPUMEHEHUS U COJep Kallluil MoKa3zaTelnu (XapaKTepUCTHKH), a TaKKe CBEJEHUS O JIEKApCTBEHHOM
rpernapare JUisi MEIULIMHCKONO NPUMEHEHMS, NPOU3BEACHHOM JUIsI NPOBEACHUS KIMHUYECKUX
HCCIICIOBAHNIA;

12) cBepeHus O JaTe MPENOCTaBICHUS M PETMCTPAllMOHHOM HOMEpE JMIIEH3UH Ha MPOM3BOJICTBO
JEKapCTBEHHBIX CPEICTB B  CIy4ae, €clIM IPOM3BOJACTBO JICKAPCTBEHHOIO  IIperapara
ocymectBisiercss B Poccuiickoit dexepaumu, HWIM CBEISHHs O JaTe TMPeIOCTaBICHUS U
PETUCTPAIIMIOHHOM HOMEpE 3aKJIIOYEeHHST O COOTBETCTBUU IPOU3BOJAUTEINS JICKAPCTBEHHOTO
npemnapara TpeOOBaHUSAM MpaBUJI HaJUIeXKalleil MPOM3BOACTBEHHON MPAKTHKH, MPEJOCTaBIEHHOIO
YIIOJTHOMOYEHHBIM OpPTaHOM CTpPaHbl TPOW3BOJIWTEINS JIGKAPCTBEHHOTO Tmpemapara. (B perl.
®enepanbbIx 3aKoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2.1. B ciydae HempeacTaBiIeHUs C 3asBICHMEM O BbIJau€ pa3pelleHUs Ha NPOBEICHUE
KJIMHAYECKOTO0 HMCCJIEN0BAHMS JIEKAPCTBEHHOIO Ipenapara Juisi MEIWIHMHCKOTO IPUMEHEHHMS
JIOKYMEHTOB (CBEJEHMI), MOATBEPKAAOIIMNX YIUIATy FOCYAAPCTBEHHOW NMOLUIMHBI U yKa3aHHBIX B
NyHKTe 2 4YacTM 2 HacToAlled cTaThd, a Takke BbIJaBaeMbIX (MPEAOCTABISIEMbIX )
YIOJHOMOYEHHBIMU (pefiepalbHbIMU OpraHaMy MCHOJHHUTEIbHOM BIACTH JOKYMEHTOB (CBEICHUN),
yKa3aHHbIX B MYHKTe 12 4YacTtu 2 HacTosilmled cTaTby, YHOJHOMOYEHHBIM (enepalbHbIil opra
UCTIOJIHUTENIPHOW  BJACTH  3alpallliBaeT yKa3aHHbIE JOKYMEHTHl (CBEJEHMsS) B TOpSJIKE
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MEXBEIOMCTBEHHOTO HMH(GOPMAIIMOHHOTO B3auMojeicTBus. (B pen. denepanbHOro 3akoHa OT
27.12.2019 N 478-D3)

3. B cpok, He mpeBBIIAONINH TSTH pabounx JHEH CO JHS NPUHATHS YKa3aHHOTO B MyHKTE | 4acTH
2 HacTosIIeN CTAaThbU 3asBJICHUSA U HEOOXOJUMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (heaepaibHbli
OpraH UCIOJIHUTEIIHON BIACTH:

1) IIPOBOAUT ITPOBEPKY IOJIHOTBEI KU NTOCTOBECPHOCTHU CBC,Z[CHPII;'I, CoACpKAIUXCA B IMPECACTABICHHBIX
3asABUTCIICM JOKYMCHTAX;

2) IpUHUMAET PEHICHUE O MPOBEACHUU SKCHEPTU3bI JOKYMEHTOB ISl MOJTYUYEHUs pa3pellieHus] Ha
[IPOBEICHUE KIMHUYECKOIO MCCICAO0BAaHMUS JIEKQpCTBEHHOIO IIperapara Uil MEJULHUHCKOIO
MPUMEHEHHUS U dTHYECKOMN IKCIIEPTU3bI WU 00 OTKa3€ B MPOBEICHUN YKa3aHHBIX IKCIIEPTHU3;

3) yBenomisieT B AJIEKTPOHHOW ¢opMmMe Wi Ha OyMaKHOM HOCHUTENEe 3asBUTENSI O MPUHSATOM
peeHny 00 B Cilydae MPUHSTUS PELICHUs 00 0TKa3e TaKKe C yKa3aHHEeM NPUYHH TaKOTO 0TKAa3a;

4) MOArOTaBIMBAET M HANPABISAET B JKCIEPTHOE YUYPEKIEHHE M COBET IO 3TUKE 3aJaHHE Ha
IPOBE/IEHUE COOTBETCTBYIOIINX SKCIIEPTHU3.

4. B cnmyyae BBISBJICHHS HENOJIHOTHI M (MJIM) HEAOCTOBEPHOCTH HMH(GOpPMAIMH, COJACpKAIICHCS B
NpPEJCTAaBICHHBIX  3asBUTENEM  JOKYMEHTax,  YIOJHOMOYEHHBIH  (enepalnbHbli  Opras
UCTIOJTHUTEIIFHOW BIIACTH HANPABIISIET 3aBUTENIO 3apoc 00 YTOYHEHUH YKAa3aHHOW MH(OpPMAIIHH.
JlaHHBIN 3ampoc MOXKET ObITh MepeslaH YINOJIHOMOUYEHHOMY MPEICTABUTENIO 3asBUTEINS JIMYHO MOA
pacmucKy, HampaBlieH 1O TOYTE 3aKa3HbIM IHCbMOM HJIM TEpelaH B JJIEKTPOHHOH ¢opme 1o
TEJICKOMMYHUKAIIMOHHBIM KaHaJlaM CBsA3U. B ciydae HampaBiaeHUs JAHHOIO 3ampoca IO I0YTe
3aKa3HbIM IIMCBMOM OH CYMTAETCS ITOJIyYEHHBIM II0 MCTEYEHUM LIECTH JHEH C JaThl HAIlPaBICHUS
3aKa3HOr0 IUChbMa. 3asBUTENb 00s3aH NPEACTaBUTb OTBET HA 3alpoC YIOJHOMOYEHHOI'O
(denepanbHOro opraHa HCIOJIHUTEIbHOW BJIACTH B CPOK, HE IPEBBIMIAIOIINN JEBSAHOCTa pabouMx
JHEHN co IHs ero nonydeHus. Cpok, yKa3aHHBIM B 4acTU 3 HACTOSLIEW CTaTbH, IPUOCTAHABINBAETCS
CO JHS HampaBJIEHUS 3asgBUTENIO 3alpoca YIOJIHOMOYEHHOro (¢eAepalbHOro0  OpraHa
VCIIOJIHUTENIBHON BJIACTH 0 IHS MOJIyYEHHSI UM COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBACTCS IIPU
VCYMCIICHUH CPOKa MPUHATHS YIOJIHOMOYEHHBIM (eiepanbHbIM OPraHOM HCIIOJHUTEIBHON BIACTH
pelIeHUsT O IPOBEIECHUU DKCIIEPTU3bl JTOKYMEHTOB I IOJIYYCHHs pa3pellIeHUs Ha IPOBEIACHUE
KJIMHAYECKOT'0 MCCIIEOBAaHUS JIEKAPCTBEHHOIO ITpenapara Jiuisi MEAUIUHCKOrO IPUMEHEHHS.

5. OcHoBaHMeEM [Tl OTKa3a B POBEACHUHN HKCIIEPTU3BI JOKYMEHTOB JJISl IOJIYUYEHHS pa3pelieHus Ha
[IPOBEICHUE KIMHUYECKOTO HCCICAOBAHMSA JIEKAPCTBEHHOIO IIpemapara Uil MEJULUHCKOIO
IIPUMEHEHUS M dTUYECKOM DKCIIEPTU3BI ABIISIETCS MPEACTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThl0 2 HAcTOSIIEH cTaTbM, B HENOJHOM oOOBbEMe, HENpeJCTaBlIeHHe 3asBUTENEM B
YCTAaHOBJIEHHBIH CpPOK OTBETa Ha YyKa3aHHbIW B 4YacTu 4 HACTOSILEW CTaTbu 3ampoc
YIOJIHOMOYEHHOr0  (peiepanbHOr0 OpraHa HCHOJHUTEIbHOM BIACTH JUOO OTCYTCTBHE B
MPEJICTABICHHBIX JIOKYMEHTAaX HCYEPIBIBAIOIIETO TIEpedyHs HEeoO0X0oAUMON HHGOpMaluu WIH
uHpOpMalLlMK, KOTOpas JOJDKHA OBITh OTpakeHa B HHUX, a TaKXKe OTCYTCTBHE HH(OpMAaLUH,
NOJATBEpXKJatoel  (akT yIuiaTel TOCYIAapCTBEHHOM TMONUIMHBI 3a TMPOBEACHHUE OSTUYECKOU
JKCIIEPTU3BI, DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar A MOJYyYEeHHs pa3pelleHUs
Ha IPOBEACHUE KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Ipenapara s MEIUIIMHCKOIO
IIPUMEHEHHUs, 3a BbAAYy paspelleHus Ha [POBEICHUE KIUHUYECKOIO  HCCIIEIOBAHMS
JIEKApCTBEHHOI'0 IIpenapara Uil MEIUIHUHCKOrO IPUMEHEHHs, 33 TPOBEJICHHUE HKCIEPTU3BI
JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Ul IOJy4YEHHUs pa3pelleHUs Ha IPOBEIACHUE
MEXIyHapOJAHOIO MHOTOLICHTPOBOT'O KIMHHYECKOTO UCCIIEOBAHMS JIEKAPCTBEHHOTO Mpenapara Juis
MEJULUHCKOIO IPUMEHEHMS, 3a BblJAa4y pa3pelleHus Ha IPOBEACHUE MEXIYHAPOJHOIO
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MHOI'OLIEHTPOBOI'O KJIIMHMYECKOIO0 HUCCIIENOBAaHMS JIEKAPCTBEHHOIO Ipernapara Uil MEIULMHCKOIO
IIPUMEHEHUs, 3a IIPOBEICHNUE ITUYECKOM IKCIEPTU3BL, SKCIIEPTU3bI JOKYMEHTOB HA JIEKAPCTBEHHBIN
npenapar Ui IOJY4YeHUs pPaspelleHHs Ha IPOBEICHHUE ITOCTPETMCTPAlMOHHOIO KIMHUYECKOIO
UCCJIENOBAHMS JIEKAPCTBEHHOIO IIpemapara Uil MEAULUHCKOrO IIPUMEHEHMs, 3a BbLIAYYy
paspenmicHUss  Ha  MPOBEIEHHUE  IMOCTPETMCTPALIMOHHOIO  KIMHUYECKOIO  HCCIEAOBAHUSA
JIEKapCTBEHHOIO IIpernapara i MEJULIUHCKOrO IPUMEHECHMUS.

6. IlpoBeneHue »sKcrepTU3bl JOKYMEHTOB JUIsl IOJYYEHMsI pa3pellieHuss Ha IPOBEIEHUE
KIIMHUYECKOIO0 MCCIENOBaHUS JIEKAPCTBEHHOIO IIpenapara Ul MEIULUHCKOrO INPUMEHEHHS H
TUYECKON 3KCIEPTU3bl, COCTABICHUE KOMHCCHEW IKCIEPTOB U COBETOM I10 3THKE 3aKIFOYEHHUH O
BO3MO)XHOCTH HJIM HEBO3MOXXHOCTH IPOBEIEHUS TaKOro KIMHUYECKOTO HCCICNOBAaHUSA H
HaNpaBJICHUE 3TUX 3aKIIOYCHUN B YIIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCTIONHUTEILHON BIaCTH
OCYILECTBIIIIOTCS B CPOK, HE MPEBBINIAIONMI Tpuauatu padouux AHEH cO JHS MOJYy4YEHHs
OKCHEPTHBIM YUPEXKJACHUEM 33JaHUsl YIIOJTHOMOYEHHOTO (ellepalbHOTO OpraHa HCIOIHUTEIBHON
BJIACTU C IPWJIOXKEHUEM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 u 11 wactu 2 Hacrosuieit
CTaTbU, U COBETOM IO 3TUKE 3aJaHMs YIIOJIHOMOYEHHOr0 (peiepajibHOr0 OpraHa MCIOJIHUTEIbHOU
BJIACTH C IMPHUJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IIYHKTax 3 - 6, 8 1 9 yacTu 2 HacTOALLIEH CTAaThU.

7. B cpok, He MPEBBIIAIONIUN MATH Pa0OUUX AHEH CO JHS MOITY4YEHHUs 3aKIIOUCHUN, YKa3aHHBIX B
4yacTu 6 HACTOSIIEH CTaTbH, YIIOJTHOMOYEHHBIN (peiepanbHblil OpraH UCTIOJHUTEIHLHON BIACTH:

1) OCYHICCTBJIACT OLICHKY IMOCTYIIHNBIINX 3aKJIIOYCHUM JIJIs OMnpeCACICHUA UX COOTBCTCTBUSA 3alaHUAM
Ha OPOBCACHUC COOTBECTCTBYIOIUX SKCIICPTU3;

2) mpuUHUMAET pEeIlIeHHEe O BBbIJAa4Ye pa3pelieHHs] Ha MPOBEACHHE KIMHHUYECKOIO HCCIIEIOBAHUS
JICKapCTBEHHOTO TIperapara Jiisi MEIUIMHCKOTO MPUMEHEHUST HITM 00 OTKa3e B BbIJa4e YKa3aHHOTO
pas3perieHus;

3) BbIAACT pa3pCHICHHUC Ha IMPOBCACHUC KIIMHHUYCCKOI'O MCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapaTa
A1 MEAUIUHCKOTO IMPUMCHCHHA WJIM PCIICHHC 00 OoTKaze B BbIIAYC YKA3aHHOT'O pPa3pCIICHUA C
YKa3aHUEM IMMPUYIHUH OTKa3a.

8. OcHoBaHueM JJI1 OTKas3a B BbBLAAYC paspClICHHA Ha MPOBCACHUEC KIMHHUYCCKOI'O HMCCICAOBAHUA
JICKApCTBCHHOTO IIpfrapara i MCAUINHUHCKOIO IMPUMCHCHUA SBJISACTCA HAJIUYUC 3aKIIHOYUYCHUA
KOMHCCHUH DOKCICPTOB WM 3aKIIOYCHHA COBE€TAa IO I3THUKEC O HCEBO3MOXHOCTH IIPOBCACHUA
KIIMHUYCCKOI'0 HCCICAOBAHHUA JICKAPCTBCHHOI'O mpfrapara i MCEAUIHUHCKOIO IPUMCHCHHUA 110
pe3yibTaTaM MPOBCACHHBIX OKCIICPTU3, TPEAYCMOTPEHHBIX YaCThIO 6 HaCTOﬂIHGﬁ CTaTbu.

9. Pemenne 00 OTKaze B MPOBENEHUU HKCHEPTU3bI JOKYMEHTOB ISl MOJYUYEHUS Pa3pelIeHHs] Ha
MPOBEICHUE KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipenapara sl MEIUIUHCKOTO
HpI/IMeHeHI/IH u BTH‘IGCKOﬁ BKCHepTI/ISBI 1 B BbIJAYC paspemeHI/m Ha HpOBeILGHI/Ie KIIMHUYCCKOI'O
WCCIICIOBaHMs JIEKAaPCTBEHHOT'O TperapaTta [Uisi METUIIMHCKOTO TMPUMEHEHHS MOXET OBbITh
00’kasIoBaHO B TIOPSIKE, YCTAHOBICHHOM 3aKoHOAaTenbcTBOM Poccuiickoit deneparun.

Crarbs 39.1. DTnueckas 3xkcneprusa (B pea. @eaepaabHOro 3aKkoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DOtudeckas OKCIICPTHU3a MTPOBOAUTCA COBCTOM IIO 3TUKEC, CO3AAHHBIM B MMOPAAKE, YCTAHOBJIICHHOM
YIOJIHOMOYCHHBIM Q)ez(epam)HmM opraHoM HCIIOJIHUTEILHOMN BJIaCTH, B ICJIIX BbIJJa4M 3aKJIIFOUYCHUSA
00 DTHUYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HCCIICAOBAHUA
JICKApPCTBCHHOTO Iperiapara JJIsi MCAUITHUHCKOI0 IIPUMCHCHUS.
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2. DKcnepTaMu COBETa IO 3TUKE MOTYT OBITh IPEACTABUTENIN MEAUIIMHCKUX OpraHu3aluil, HayYHbIX
OpraHm3aiyii, 00pa3oBaTEIbHBIX OpPraHW3aIuil BBICIIETO OOpa30BaHUsA, a TAKXKE MPEICTABUTEIH
OOLIECTBEHHBIX OpraHU3alUi, PEJIUTHO3HBIX OpraHU3aluil U CPEICTB MaccOBOM HH(OpMAIIH.
JlanHBIE SKCIEPTHI HE JOJHKHBI HAXOIUTHCS B KAKOW-TUOO 3aBUCUMOCTH OT pPa3paOdOTUHKOB
JICKapCTBEHHBIX MPENapaToB U JPYTUX JIMI, 3aUHTEPECOBAHHBIX B pPe3yJbTaTaX 3TUYECKOU
AKCIIEPTHU3BI.

3. Omnata yciayr SKCHEPTOB COBETa IO 3THUKE OCYIIECTBISETCS Ha OCHOBAaHMM JOIOBOPA,
3aKJIFOUEHHOTO MEXAY YIOJIHOMOUYEHHBIM (eepaabHbIlM OpPraHOM HCIOJHUTENBHOM BIACTH,
KOTOPBIM CO3/IaH COBET 10 3THUKE, W DKCIEPTOM COBETa IO JTHUKE, 3a CUeT OHHKETHBIX
ACCUTHOBAHUH, MPEIyCMOTPEHHBIX YHOJHOMOYEHHOMY (elepallbHOMYy OpraHy HCHOJIHUTEIbHOM
BJIACTH, KOTOPBIM CO3/[aH COBET IO ITHKE, B (ellepaTbHOM OIOKeTe Ha COOTBETCTBYIOIIUMN ToJl HA
ofecrieueHre ero JesTeIbHOCTH, B pa3Mepax, ycTaHoBieHHbIX [IpaButenbctBom Poccuiickoii
®denepauuu.

4. DKcnepTbl cOBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu.

5. CocTaB coBeTa 10 3THKE, IOJI0KEHHE 00 3TOM COBETE, IOPAJOK €ro JIesTeIbHOCTH, TPEOOBaHUS K
KBAJM(HUKALMKA U ONBITY PabOThl MO AKCIEPTHON OLIEHKE HAYYHbBIX, MEIAUIUHCKHX U ITHUYECKHX
aCIEKTOB KJIMHUYECKUX HCCIICJOBAHMM JIEKAPCTBEHHBIX IpPENaparoB i  MEJUIMHCKOrO
IPUMEHEHHUS, IPEIbSBIIAEMbIE K SKCIIEPTaM COBETA IO 3THKE, MOPSI0K OpraHU3alMy U IPOBEACHUS
TUYECKOM AKCIEPTU3BI, (POpMa 3aKIFOUEHUS COBETA 10 3TUKE YCTAaHABIMBAIOTCS YIIOJIHOMOUYEHHBIM
denepanbHbIM  OpPraHOM HUCHOJHUTENIBHOW BiacTd. YMcao mpeiacTaBUTENIed  METUIMHCKHX
OpraHu3aIfii He MOXKET MPEBBIIIATH MTOJOBHHY OT OOIIET0 YKcia SKCIIEPTOB COBETA MO ATHKE.

6. Undopmanus o cocraBe coBeTa IO 3TUKE, IUIaHAX €ro paboThl U TEKyLIeH AesATelIbHOCTH
pasmerniaeTca Ha OQUIHMAIBHOM CalTe YHIOJIHOMOYEHHOTO (heIepalbHOr0 OpraHa MCIIOJHUTEIbHON
BJIAacTH B ceTH "VIHTEpHET" B yCTaHOBJIEHHOM UM HOPSJIKE.

Cratba 40. IIpoBeaeHne KIMHUYECKOTO UCCJIETOBAHUS
JIEKAPCTBEHHOT0 NMpenapara JJjisi MeJIMIIUHCKOTr0 MPUMEHEH U

1. PykoBogurenr MEOUIMHCKOW OpraHU3allld, KOTOpas IMPOBOAUT KIMHUYECKOE HCCIIEIOBaHHUE
JIEKapCTBEHHOI'O IMperapaTa Jjs MEAMIMHCKOIO IPUMEHEHMs, Ha3HAayaeT MCCea0Bares,
OTBETCTBEHHOT'0 3a IpPOBEIEHHE TAKOI'0 HCCIEJ0BaHMS M MMEIOUIETO JICUeOHYIO CHEelHMaIbHOCTD,
COOTBETCTBYIOIIYIO MPOBOJMMOMY KIMHMUYECKOMY HMCCIIEJIO0BAaHUIO JIEKAPCTBEHHOI'O Ipernapara, co
CTakeM paboThl MO MporpaMMaM KIMHMYECKUX HCCIEIOBaHMN JIEKapCTBEHHBIX MpPEnapaToB He
MEHEE 4eM TpH Iojia U IO €ro MpeUIOKEHUI0 Ha3HA4YaeT COMCCIIEIOBATENEH U3 YHCIIa Bpaye ITOM
MeIUIUHCKON opraHu3auuu. (B pen. PenepanbHoro 3akona or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

2. HccnengoBaTenb OCYHICCTBJIACT BBI60p ManueHTOB, KOTOPBIC 110 MCIUITUHCKUM IMOKa3aHUAM MOTYT
OBITE IMPUBJICYCHBI K YYaCTHIO B KIMHHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUITUHCKOI'O MPUMCHCHUS.

3. MUccrnemoBatenb U couccienoBaTedd JOJDKHBI OBITh  O3HAKOMJIEHBI C  pe3yJbTaTaMHu
JOKJIMHUYECKOTO HCCJIEeIOBAaHUSl JIEKAPCTBEHHOIO CpPEICTBA, COJAEpKAIlUMUCS B  OpolIope
MCCJIEI0BATENS, TPOEKTOM IPOTOKOJIA KIMHUYECKOIO HMCCIEAO0BAaHUS JIEKAPCTBEHHOIO IIpernapara
JUISL METULIMHCKOTO MMPUMEHEHHUsI, pa3pab0TaHHBIM pa3paboTYUKOM JIEKAPCTBEHHOI'O Mpenapara uin
UHBIM IOPUAMYECKUM JIMIIOM, NPUBJIEKAaeMbIM K OpraHM3allid TPOBEICHUS KIMHUYECKOTO
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HCCIICOOBAaHUA JICKAPCTBECHHOI'O IIpfliapara Ajdd MCEIUIOMUHCKOTO INPHUMCHCHHA, W OPYIUMH
MaTcpHraiaMi TaKOT'O UCCJIICIOBAHUS.

3.1. PykoBoauTeNb MEIUIIMHCKOM OpraHu3alliyi B CPOK, HE MPEBBIMIAIOIINN TpeX pabounx JHEW co
JHS Hayajga INPOBEICHUS KIMHMYECKOIO HCCIEJOBAHMs JIEKAPCTBEHHOIO Ipenapara Juisd
MEIUIUHCKOTO MPHUMEHEHHs, cooOm@aer o0 3TOM B YIOJIHOMOYEHHBIH (efepabHbId OpraH
VCIIOJIHUTEIIBHOM BJIACTH, BBINABIIMN pa3pelleHUE Ha IPOBEACHHME TAaKOIO MCCIENOBAaHUSA, IIO
ycTaHoBIIEHHOI UM dopme. (B pen. DenepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYIICCTBIIAIONINE OPTaHU3aAIMI0 TPOBEACHUS KIMHUYECKOTO HCCIICIOBAHMS
JICKapCTBEHHOTO TIperapara JJisi MEAWIIMHCKOTO0 MPUMEHEHHS W yKa3aHHbIe B 4acTH 3 cTaThbu 38
Hacrosimero denepaybHOrO 3aKOHA, B CIydae HEOOXOIMMOCTH BHECEHHUS M3MEHEHHH B MPOTOKOJ
KJIIMHUYECKOTO0 HCCJIEOBAHUS JIEKAPCTBEHHOrO Ipenapara JUisi MEIUIMHCKOTO TMPUMEHEHHS
co00MIaI0T 00 ATOM B YITOJTHOMOYCHHBIN (heiepaibHbI OpPraH UCTIOJHUTEIHLHON BIACTH, BBIIABIITUN
pa3peiieHue Ha MPOBEJICHUE TAKOTO HCCIEeNOBaHUS, IO YCTaHOBIEHHOW UM ¢dopme. (B pen.
denepanbpHoro 3akona or 11.10.2010 N 271-D3)

4.1. ®opma coOOIIEHUS O BHECCHHMHM HM3MCHECHHH B TIPOTOKOJ KIMHUYECKOTO HCCISAOBaHUS
JIEKApCTBEHHOI'0 TperapaTta Jid MEIUWIMHCKOTO TPUMEHEHHUs JOJKHA COJepKaTh CIEIYIOLIne
ceenenust: (B pen. @enepansuoro 3akoHa oT 11.10.2010 N 271-D3)

1) HaumeHoBaHue, UACHTU(UKAITMOHHBIA HOMEP U JaTa MPOTOKOJa KIMHUYECKOT0 HCCIICIOBAHNUS,
(B pen. PenepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

2) mata BHECEHHS M3MEHEHHI B IMPOTOKOJ KJIMHHYECKOIro MccienoBanus; (B pea. PemepaibHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HAaUMEHOBaHUE U MECTO HaXOXKJICHHS 3asBUTENs; (B pen. PeaepanbHoro 3akona ot 11.10.2010 N
271-®3)

4) HauMEHOBaHUE OpPraHU3allMU, MPHUBJICYEHHOW pa3pabOTUMKOM JIEKApCTBEHHOTO Npernapara K
OpraHu3aluyi MPOBEICHHUS KIMHUYECKOro HccienoBaHus (mpu Hainuuu); (B pea. denepanbHOro
3akoHa oT 11.10.2010 N 271-®3)

5) HauMEHOBaHHMS W MeCTa HAXOXJACHHUS MEAUIMHCKUX OpraHU3alui, B KOTOPHIX MPOBOJUTCS
KJIMHHYECKOE ucciaenoBanue; (B pea. @eaepansHoro 3akoHa oT 11.10.2010 N 271-D3)

6) nmara BBIIAYM pa3pelIeHUs Ha MPOBEJACHUE KIMHUYECKOTO HCCIEAOBAaHUS M HOMEpP 3TOTO
paspemienus; (B pea. PeaepanbHoro 3akona ot 11.10.2010 N 271-D3)

7) U3MEHEHHUs, BHOCUMBIE B MPOTOKOJ KJIMHUYECKOT0 HccienoBaHus. (B pell. denepabHOTO 3aKOHA
or 11.10.2010 N 271-®3)

5. B cpok, He npeBbILIAIOINN TPUALATH pabounx THEH co THS MOJIyuYeHHs YKa3aHHOTO B 4acTH 4
HACTOALIEH CTaThU COOOIIEHHUS, YIIOJHOMOYEHHBIN (eepalibHblil OpraH MCHOJHUTENbHON BIacTH
paccMaTpUBAET 3TO COOOIIEHUE B YCTAHOBJICHHOM MM MOPSJIKE U MPUHUMAET pelIeHHe O BHECEHUH
U3MEHEHUH B TPOTOKOJI KIMHMYECKOTO HCCIENOBaHUS JIEKapCTBEHHOIO IIpemapara  Juist
MEIUIIUHCKOTO NMPUMEHEHHUs] WM 00 OTKa3e BO BHECEHHM TakuX M3MeHeHHiH. IIpu paccmorpenuun
co00IIeHNsI 0 HEOOXOAMMOCTH BHECEHHS H3MEHEHUN B IMPOTOKOJ KIMHUYECKOTO MCCIEIOBAHUS
JIEKapCTBEHHOTO Mperapara il MEIUIIMHCKOTO NPUMEHEHHS B IENAX OLEHKH OOOCHOBAaHHOCTH
IIpeIaraéMbIX U3MEHEHUI U ONPEEICHUS CTENIEHN PUCKA JUISl MAllUEHTOB, IPUHUMAKOIINX YYaCTHE
B KJIMHUYECKUX MCCIEIOBAHUAX, YIOJTHOMOUYEHHBIM (efiepabHbIM OpraHOM HCIOJHUTEIBHON
BJIACTU MOTYT IPHUBJIEKAThCSl SKCHEPThl coBeTa Mo 3Tuke (B pen. denepambHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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6. KiumHnueckoe wuccieoBaHUE JIEKQpCTBEHHOIO IpenapaTta Il MEIUIMHCKOTO TNPUMEHEHHS
MOYET OBITh MPUOCTAHOBJICHO WJIM IMPEKPAIICHO, €CIH B MPOLIECCE €ro MPOBEACHUS OOHApYKEeHa
ONAaCHOCTh IS JKU3HH, 3J0pOBbsI MAlMEHTOB. B ciydyae BO3HMKHOBEHHUS ONACHOCTH IS JKU3HH,
3710pOBbsl MALMEHTA, Y4aCTBYIOIIETO B KJIMHUYECKOM MCCIIEIOBAHUM JICKAPCTBEHHOI'O IIpernapara
JUIsE  MEIULMHCKOTO TNPUMEHEHHs, HCCcleAoBaTean o0s3aHbl MpPOoUH(GOPMHUpPOBATH 00 3STOM
PYKOBOAMTENA MEAULMHCKOM OpPraHM3alMd M OpPraHU3alMIo, IOJYYUBIIYK pas3pelleHue
YIOJHOMOYEHHOTO (pe/iepabHOr0 opraHa MCIHOJIHUTEIbHONW BJIACTH HAa OPraHU3aLUIO0 MPOBEICHUS
KJIIMHAYECKOrO0 MCCIIEOBAaHUs JIEKAPCTBEHHOrO Ipenapara. PemeHue O NPHOCTAaHOBICHUHU
KJIMHAUYECKOrO0 HCCJIEJIO0BAHMS JIEKAPCTBEHHOrO Ipenapara Juisi MEIULIHMHCKOTO IPUMEHEHHMS
IPUHUMAIOT PYKOBOJIUTENb MEIUIMHCKOM OpraHu3zauuud W (WIM) OpraHu3auus, I[0Jy4YHBILIas
paspelieHue yrnoJHOMOYEHHOTO (heepaabHOro OpraHa MCIOJHUTENBHON BJIACTU HAa OPTraHU3aIIMIO
IIPOBEICHUS KIMHUYECKOIO HCCIEAOBAHUA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
MIPUMEHEHHUs, PEUICHUE O NPEKpalleHHH TaKOro HCCIEJOBAaHUS IMPUHUMAET YIOJIHOMOYEHHBIN
denepanbHBI OpraH MCHOJHHUTEIBHON BIIACTH HAa OCHOBAaHUHM COOOIIEHHS B MUCBMEHHOH (hopme
PYKOBOAMTENE MEOUUMHCKOW OpraHu3allMM WM OpraHu3alus, [OJy4YMBIIAs pa3perieHue
YIIOJTHOMOYEHHOTO (he/IepaIbHOr0 OpraHa MCIOJIHUTEIBHOW BIIACTH HA OPTaHU3AIUIO MPOBEICHUS
KJIMHUYECKOTr'0 UCCIIE0BaHUs JIEKapCTBEHHOIO IIpenapara Jijisi MEAUIUHCKOrO IPUMEHEHHSL.

7. B cpok, He MpeBbIIAOMUN MATH pabouYMX JHEH cO THS 3aBEepIICHUs, NPUOCTAHOBICHUS WU
MNpEKpaliCHUuA KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOTO IIpfrapara ajid MCEAUIUHCKOIO
OPUMEHEHUs, COOOLIeHne 00 3TOM HaIpaBiseTcs OpraHU3alUsiMHU, YKa3aHHBIMHM B YacTU 3 CTaThH
38 Hactosiero denepanbHOro 3aKOHA, B YIIOJIHOMOYEHHBIN (pe/iepajbHbli OpraH UCIOIHUTEIbHON
BJIACTH 110 YCTAaHOBJIEHHOU UM (hopme.

8. ®opma coOOIICHHUS O 3aBEPIICHUH, MPUOCTAHOBICHUH WM MPEKPAIICHUU KIMHHYECKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOTO MIpernapaTa Jijlsl MeIUIUHCKOTO IPUMEHEHUS JI0JKHA COJIEPKaTh:

1) uadopmaruioo 0 MEIUIIMHCKOW OpraHu3alliy WM MEAUIIMHCKUX OpPraHU3alUsIX, MPOBOIUBIIUX
JaHHOE HUCCIIEI0BAaHUE;

2) OIMMCAHHEC JaHHOT'O UCCIICAOBAHMAA,

3) nanuble uccrnenoparens (pamunus, UMs, OTYECTBO, MECTO pPabOThI, 3aHMMaeMasi JTOJKHOCTb,
CIEIUATBLHOCTh, CTaX paldOThl MO MporpaMMaM KIMHUYECKHX HCCIIEIOBAHUMN JIEKAPCTBEHHBIX
MpenaparoB, MepeyeHb KIMHUYECKUX HCCIIEIOBAHUI JIEKApCTBEHHBIX IMPENapaToB, B KOTOPBIX OH
IPUHUMAJ y4acTue (epHobl y4acTHsl) B KaueCTBE MCCIIEI0BaTeNs WM COMCCIe0BaTeNs); (B pea.
denepanbroro 3akora ot 11.10.2010 N 271-®3)

4) pe3ynbTaT JAHHOTO MCCIEAOBaHUS (3aBepIleHUE, MPUOCTAHOBICHUE WX MPEKPAICHUE TaHHOTO
WCCJICIOBAHMS C YKa3aHHEM UX MPUYUH U BIHUSHUS Ha OICHKY €ro pe3yJIbTaToB, OOIIYIO OIICHKY
pHUCKa U OKMIAeMOM TOJB3bl OT MIPUMEHEHHS HUCCIICyeMOTO JICKapCTBEHHOTO TIperapara, a TaKkxkKe
npeJroiaraeMple TaabHEeHme JeCTBHS).

8.1. Ilpu BbIsIBIEHHM (eAepaTbHbIM OPraHOM MCIOJHUTEIBHON BIACTH, OCYIIECTBISIOIIUM
GYHKIIMM [TO KOHTPOJIIO M HAA30py B cdepe 31paBoOXpaHEHUs, HApYIICHUH MpaBuil Haajexaiei
KJIMHUYECKOH MPaKTUKA MpU TPOBEACHUHM KIMHUYECKOTO MCCIEAOBAHUSA JIEKAPCTBEHHOIO
npernapara, BIUSIOMNX Ha MOJHOTY U (MJIM) TO0CTOBEPHOCTh JAHHOTO KIIMHUYECKOTO MCCIIEI0BaHNUS,
yKa3aHHBIN (eepaabHblil OpraH UCIIOJHUTEIBHON BIACTH MPUOCTAHABIUBAET MIPOBEACHUE TaHHOTO
KJIIMHAYECKOTO0 MCCJIEIOBAHNUSI M BBIHOCUT MEIUIIMHCKOW OpraHW3aliH, B KOTOPOW IPOBOAMUTCS
JTAaHHOE KJIMHUYECKOEe HCCIIe0BaHUE, MPEeANrcaHie 00 yCTpaHEHU! BbISBICHHBIX HapyueHui. [Ipu
HEYCTPAaHEHMM MEIWIMHCKOM OpraHu3alyell BBIABICHHBIX HApYyIIEHWW B YCTaHOBJICHHBIA B
IpeNUCaHuM CPOK YKa3aHHBIN (efepaabHblii OpraH UCIIOJIHUTENbHON BIACTH MPUHUMAET PELIeHUe


https://normativ.kontur.ru/document?moduleId=1&documentId=383597#l433
https://normativ.kontur.ru/document?moduleid=1&documentid=254901#l26

0 TIpEKpalleHWH TPOBEICHHS KIMHUYECKOTO HCCIEOBaHUS JICKAPCTBEHHOTO IIperapara u
HanpaBlsseT B (eaepaiabHBId OpPraH HCIOJTHUTEIHHOW BIIACTH, OCYHISCTBISIOMNNA (QYHKIMH TIO
BHIPAOOTKE U peaH3aiiy rocy1apCTBEHHON MOJUTHKH U HOPMATUBHO-TIPABOBOMY PETYJIUPOBAHHIO
B C(bepe 3ApPAaBOOXPAaHCHHA, 3aKIIOYCHHUEC O BBIABJICHHU IPU MMPOBCACHHUU JAHHOI'O KIMHHYECKOI'O
UCCIICIOBAHMS HAPYIICHUH MpaBWJI HAJUICKAIIEH KIMHUYECKON MPAKTHKHU JUIS IPHHATHS PEIICHUS
00 OTMEHE pa3pelleHUs] Ha OpraHU3alHI0 MPOBEICHHS JAHHOTO KIMHHYECKOTO HCCIIEIOBAHUS C
JaThl TPHUHATHS PEHICHHS O TMPUOCTAHOBICHUU TMPOBEACHUS KIMHUYECKOTO WCCIICIOBAHHS
JICKapCTBEHHOTO Tpemnapara. (B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

9. YnonnoMoueHHBIN (erepaabHblil OpraH UCIOTHUTEIBHON BIACTH OMYOJMKOBBIBACT U Pa3MeIaeT
Ha cBoeM o(duIHMaIbHOM caiite B ceTu "MHTepHeT" coolIeHne o 3aBepIIeHUH, MPUOCTAHOBICHUH
WIM MPEKPALEHUN KIMHUYECKOTO HCCIIEI0BaHMS JIEKAPCTBEHHOIO Ipernapara il MEAULIMHCKOTO
NPUMEHEHHUS B CpPOK, HE MPEBBbINAIONMN MATH pabouyux JOHEH cO JAHS €ro MOJy4YeHHs, B
YCTaHOBJIEHHOM UM IOpPSIKE.

10. YnonHoMoueHHbIN (enepanbHblii OpraH HUCIOJHUTENBHOW BJIACTH OCYILIECTBISIET BEJCHUE
peecTpa HccleAOoBaTeNei, MPOBOAAIIMX WM IMPOBOJMBIIUX KIMHUYECKHE HCCIIEIOBAHUS
JIEKapCTBEHHBIX MpenapaToB JJIsi MEIULMHCKOIO NPUMEHEHHUS, B COOTBETCTBUU C YTBEPIKJICHHBIMU
UM I[paBWJIaMH M pa3MELIaeT ero Ha cBoeM oduuuanbHoM caite B cetu "HHTepHer" B
YCTAHOBJICHHOM HUM MOpsAJIKe. YKa3aHHbBI peecTp COAECPKUT HMH(POPMALUIO, HPEAYCMOTPEHHYIO
IIYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Otyer o pe3ynbTarax KIMHAYECKOTO HCCIAEAOBAHUS JICKAPCTBEHHOTO TIpernapara Jyist
MEAMIIMHCKOTO TPUMEHEHHUs COCTaBJIseTCs OpraHu3anueil, ykasaHHoil B yactu 3 craThbu 38
Hactosimiero defepaqbHOrO0 3aKOHA, HAa OCHOBAHMM 3aKIIIOUEHHN MEAMIIMHCKUX OpraHu3alui,
MPOBOAMBIIUX 3TO HCCIENIOBAaHUE, W NPEICTABISIECTCS B YIOJIHOMOUYEHHBIH (henepaiabHbli Opra
WCIIOJTHUTEJIbHON BJIACTH, BBIIABIIMM pa3pelIeHHe Ha MPOBEIECHUE 3TOr0 UCCIIEIOBAHUS, B CPOK, HE
MPEBBIIIAIOIINA TPEX MECSIEB CO JHS €ro 3aBEepIICHHs], MPUOCTAHOBICHUS WIM MPEKpalleHus, B
MOopsAAKE, YCTAHOBJIICHHOM YITOJTHOMOYCHHBIM (bez[epanLHHM OopraHoM HWCTIOTHUTEIBHOMN BIACTH.

12. HapymieHue npaBuil Ha/UIeKamled KIMHUYECKOH MpakTHKU, (anbcuukanus pe3ylbTaToB
KIIMHUYCCKOI'0 UCCIICAOBAaHUA JICKAPCTBCHHOI'O Mpcrapara Ajd MEAUIIUHCKOIO0 MPUMCEHCHUA BJIICKYT
3a c000i OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOAATEIbCTBOM Poccuiickoit denepanuu. (B pes.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

13. Ilpu npoBeeHNU KIMHUYECKOTO UCCIIeI0BaHUS JIEKapCTBEHHOTO Ipernapara Jiisi MEAUIIMHCKOTO
OpUMEHEeHHUs JOmycKaeTcss 3a0op Yy TalMeHTOB OMOJIOTMYECKUX MaTepuanoB (0Opasiibl
OMOJOTUYECKUX KHUAKOCTEH, TKaHEeH, CEeKpeTOB U MPOIYKTOB >KHU3HEIEATEIbHOCTH YEJIOBEKa,
(U3MOTOTMUECKUX U MATOJOTHYECKUX BBIJICIEHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB,
OWoTCHITHBIM MaTepualn) Uil uxX u3ydeHuss B Poccuiickoit ®enepanuu u (W) 3a mpeaenamu
Poccuiickoit @enepanun. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

14. Ilopsnok BBo3a B Poccuiickyro ®denepannito u BbIBO3a 3a npeaensl Poccuiickoit denepannn
OMOJIOTUYECKMX MAaTepuasoB, IMOJYYEHHbIX @PU MPOBEIECHUU KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOI'O Ipemnapara A MEAMLIMHCKOIO NPUMEHEHUs, ycTaHaBiuBaercs IIpaBurenscTBoM
Poccuiickoit ®enepanuun. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

Crartbsa 41. I[OI"OBOp 0 MPOBECACHUH KINHHUYICCKOIO HCCJICAOBAHUA
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JEKAPCTBCHHOI'O Mpemapara a[Jjid MEAUIUHCKOI0O IPMMCHCHUA

1. KnuHuueckoe ucciieOBaHHE JIEKAPCTBEHHOIO IIpenapara s MEJULUHCKOTO IPUMEHEHUS
IIPOBOJUTCA B COOTBETCTBUU C JIOTOBOPOM O TIIPOBEICHHUU KIMHUYECKOIO HCCIENOBaHUS
JIEKapCTBEHHOI'0 IIpernapara JUisi MEJULMHCKOTO IIPUMEHEHUS, 3aKI0YaeMbIM MEKy OpraHu3aluen,
NOJYYHBILEH pa3pelieHne YIOJIHOMOYEHHOTO (heaepaibHOr0 OpraHa MCIOJHHUTEIBHON BIACTH Ha
OpraHM3alMl0  IPOBEIEHUS  TaKOr0  MCCIENOBaHMs, M  MEIMLUHCKOM  OpraHu3alnuen,
OCYLIECTBIIAIOLIEH IIPOBEICHUE TAKOIO UCCIICOBAHMUS.

2. I[OI‘OBOp O HPOBCACHHUN KIMHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara g
MCIUIHUHCKOI'O IPUMEHCHUA JOJDKCH COACPKATD:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) ompeneneHne oOMIEH CTOMMOCTH MPOTPaMMbl JAHHOTO HCCIICIOBAaHUS C YKa3aHUEM CYMMBI,
npeHa3HaYaronecs Uil BHITUIAT UCCIIE0BATENSIM, COUCCIIEIOBATEIISAM;

3) ompenencHue GOpPMBI IPEICTABICHHUS PE3YJIETATOB JTAHHOTO MCCIICIOBAHUS B YIIOJTHOMOUYCHHBIN
benepanbHbIN OPraH UCIOTHUTENBHOM BIIACTH.

CraTtbs 42. DuHaHcoBoe o0ecliedyeHHEe KIMHUYECKOI0 MCCJIeJ0BaAaHUuA
JIEKAPCTBEHHOT0 Mpenapara JJisi MeAMIMHCKOr0 IPUMeHEeHu sl

dunancoBoe obecreueHHe KINHHYECKOIO HCCIICAOBAaHUs JICKAPCTBCHHOI'O IIpfliapara OJid
MCIUIUHCKOI'0 MPUMCHCHUA OCYIICCTBIIACTCA 3a CUCT:

1) cpenctB deaepabHOTO OFOJIKETA;

2) CpCaACTB OpFaHH3aHHﬁ, MMOJIYYMBIIUX Pa3pCHICHUC HaA OpPraHu3aluio IMPOBCACHUA IOAaHHOT'O
HCCIICO0BAaHUsA, B COOTBCTCTBHUU C YCIOBUAMU JOTOBOpA O €ro NPOBCACHUHN,

3) HHBIX HC 3alIpCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit d)e,uepaunn HCTOYHHKOB.

Crarbs 43. [IpaBa nalueHTOB, YYACTBYOIIMX B KIMHUYECKOM
HCCJICA0BAHUM JIEKAPCTBEHHOI0 NPenapara AJs MeIUIHHCKOI 0
NPUMEHEHUA

. VYuactue mnanmueHTOB B KIMHUYECKOM HCCJIEIOBAHUM JICKAPCTBEHHOTO TMperaparta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS SBIISETCS TOOPOBOIBHBIM.

2. TlanMeHT WM €ro 3aKOHHBIN TPENCTaBUTENb OJKEH ObITh MH()OPMHPOBAH B MHCHMEHHOM
dbopwme:

1) o nmexkapcTBEHHOM IMpemnapare JUisi MEAMIIMHCKOTO MPUMEHEHHUS U CYIIHOCTH KIWHUYECKOTO
WCCIIEIOBAaHHS ATOTO JIEKAPCTBEHHOTO TIpenapara;

2) o 0e30MacHOCTH JIEKAPCTBEHHOTO Tperapara il MEIUIIMHCKOTO TPUMEHEHUS, €0 OKUIAeMOM
3¢ (HEeKTUBHOCTH M CTENIEHHU PUCKA IS MAIUEHTA;

3) 00 YCIIOBUAX YHACTUSA MAIIMCHTA B KIMHUYCCKOM HCCIICAOBAHUH JICKAPCTBCHHOI'O ITperiapaTa J1JIsd
MCIUITUHCKOI'O MPUMCHCHUS



4) 0 OCIM WM HOEIIX W MPOAOJDKHUTCIBHOCTU KIHMHHUYCCKOr'O HMCCICOAOBAHUA JICKAPCTBCHHOI'O
npemnapara JJjis1 MCIUIUHCKOTIO IPUMCHCHU,;

5) o pelicTBUSAX NalMEHTa B CIy4ae HENPEIBUACHHBIX S(P(GEKTOB BIMUAHUS JICKAPCTBEHHOTO
npenapara st MEAULUHCKOro IPUMEHEHHS Ha COCTOSIHUE €0 310POBb;

6) 00 ycnoBHsIX 0053aTEILHOTO CTPaXOBAHUS )KU3HH, 3[I0POBbS MAIUCHTA,

7) 0 TapaHTHAX KOH(i)I/IIIGHI_[I/IaHBHOCTI/I ydyactusa mNanuceHTa B KIMHUYCCKOM HCCICAOBAHUUN
JICKApPCTBCHHOT'O IIpfriaparta JJIsd MCIUITUHCKOI'O IIPUMCHCHUS.

3. I[O6pOBOJIBHOe corjraCuc nmanyveHTa Ha y4aCTHC B KIIMHUYCCKOM HCCICAOBAHHHU JICKAPCTBCHHOI'O
nmpemnapara ajad MCIUIHUHCKOI'0 IPUMCHCHHA IOATBECPKAACTCA €ro InOANHUCHIO WM IMOANMCBIO €I'0
3aKOHHOI'O NpCACTABUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JIUCTKE IMallCHTA.

4, HaL[I/IeHT WM €70 3aKOHHBIN MMpEACTAaBUTCIIb UMCCT IIPABO OTKA3aThCA OT YUaCTHA B KIIMHUYCCKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfrapara AJd MCIAULHUHCKOIO IIPUMCHCHHUS Ha 0001 cTagun
MMPOBCACHUA TAKOI'O UCCIICAOBAHMA.

5. TlpoBeneHHe KIMHHYECKOIO HCCICIOBAHMS JIEKAPCTBCHHOIO Ipermapara s MeEIUIHHCKOIO
OPUMEHCHHST C ydYacTHEM B KaueCTBE IAIMCHTOB JETEH JOIYCKaeTCsl TOJBKO C COIIacHs B
NUCbMEHHOW (OpMe HMX POAUTENICH, YChIHOBUTEEH. JIeTH MOryT paccMaTpUBaThCs B KadecTBE
MOTEHIMATBHBIX MAMEHTOB TAKOTO MCCICIOBAHUS, TOJBKO €CIIM €ro MPOBEACHUE HEOOXOIMMO IS
YKpPEIUICHHUsT 3[0POBbsl JIeT€H WM NPOPHIAKTUKA HH(EKIMOHHBIX 3a00JCBaHUN B JCTCKOM
BO3pacTe MO0 €CIM IIeJbI0 TAKOTO HCCICIOBAHMS SBJISICTCS MOJYYCHHE JAHHBIX O HAMIyYIICH
JI03UPOBKE JICKAPCTBEHHOT'O MpernapaTa Jjis JIeueHus AeTei. B 3THX ciiydasx TakoMy HUCCIIeIOBAHUIO
JO/DKHO — TIPEANICCTBOBATh  KJIMHUYECKOC KCCIICIOBaHHME JIGKAPCTBEHHOIO Ipenapara  Juls
MEIUIIMHCKOTO MPUMEHEHHSI Ha COBEPIICHHOJICTHUX Tpa)KIaHax, 3a MCKIIOYECHHEM CIIydacB, €CIIH
UCCIICIyeMbIil  JICKApCTBEHHBINH Mpemapar Jyii  MEIUIMHCKOTO TMPUMECHEHHUS IpeAHa3HaAYCH
UCKJTFOUUTEIILHO JIJISl UCIIOJIb30BAHUSI HECOBEPIIICHHOJICTHUMH TpaxkiaHamu. (B pen. DenepaabHOro
3akoHa ot 22.10.2014 N 313-®3)

6. 3anpemaeTC$[ MMPOBCACHUEC KIIMHUYCCKOr0 HUCCICAOBAaHUA JICKAPCTBCHHOTO IIpfliapara JId
MCIUTTUHCKOI'O MIPUMCEHCHUSA C YUACTUEM B KaUCCTBC MAIlUCHTOB!

1) nereli-cupoT U eTeil, ocTaBIIUXCs 0€3 MONe4YeHNs poaUTeNeH;

2) SKEHIIMH B TMepuoa OEpeMEHHOCTH, JKEHIIMH B TIEPHOJ TPYAHOIO BCKapMIIMBaHUA, 3a
HCKIIFOUEHHEM CIIy4aeB, €CJIM MPOBOAUTCS KIMHUYECKOE MCCIIEI0BAHNE JIEKAPCTBEHHOTO Mpernapara,
MpEeAHA3HAYEHHOTO IS YKa3aHHBIX JKEHIIWH, TPU YCJIOBHH HEOOXOJUMOCTH TONYYCHHS
uH(pOpPMaIlMK TOJIBKO BO BpEeMs MPOBEIEHHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCIECIOBAaHUN U
MIPUHATHS BCEX HEOOXOIUMBIX MEp MO HUCKIIOYCHHUIO PUCKA HAHECEHUS BpeJa KEHIIMHE B MEPUOJ
OepeMEeHHOCTH, )KEHIIUHE B MIEPUO]I TPYTHOTO BCKaPMIIMBAHUS, TUIOAY WM PEOCHKY;

3) BOEHHOCIY’)KAallUX, 3a HUCKIIOUYEHUEM CIy4yaeB IPOBENEHUS KIMHUYECKOIO MCCIIEeI0BaHUS
JIEKapCTBEHHOTO TpenapaTa, CHelMaibHO pa3paboTaHHOTO JUIsl IPUMEHEHHs B YCIOBUSAX BOCHHBIX
NeNCTBUI, 4ype3BbIYANHBIX CHUTYyalMil, MPOPUIAKTUKU U JIeUyeHUs 3a00JeBaHUN U MOpaKEHU,
NOJYYEHHbIX B pe3yJIbTaTe BO3ICUCTBUS HEOJArONPUATHBIX XUMHYECKHX, OHOJIOTHYECKUX,
panuannoHHbIX (akTopoB. KiimHn4eckoe rccieaoBaHre TaKoro JIEKAPCTBEHHOTO Tperapara MOXKET
IIPOBOJUTBCSA C Y4YaCTHEM B KayeCTBE IIALIMEHTOB BOCHHOCIYXKAIlUX, 34 HCKIIOYEHUEM
BOCHHOCTYXAIIUX, MPOXOJASIIMX BOECHHYIO CiIyXOy MO MpHU3BIBY, C COONIIOJIEHHEM TpeOOBaHMUI,
YCTaHOBJICHHBIX HacTOAIIMM DenepalbHbIM 3aKOHOM B OTHOILIEHUU I'PAYKIAHCKUX JIML;

4) COTPYAHHUKOB IMPABOOXPAHUTCIILHBIX OPIraHOB;
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5) nui, oTOBIBAOIIMX HAaKa3aHWE B MECTaX JIMIICHHS CBOOOIBI, a TAKXKe JIUIl, HAXOMISIINXCS IO/
CTpa)kei B CJICJICTBEHHBIX U30JISITOPaX.

7. Jomyckaercss MpOBEIEHHE KJIMHUYECKOTO HCCICIOBaHMS JIEKAPCTBEHHOIO IIpernapara s
MEIMIUHCKOr0 TMPUMEHEHUs, NPEAHA3HAaYeHHOro MJIs JICUEHHUs ICUXWYECKHUX 3a00JeBaHuM, C
y4acTHeM B KauecTBE MAlMEHTOB JIMI] C TCHXUYECKUMHU 3a00JIeBaHUSMH, TNPU3HAHHBIX
HE/IeeCIIOCOOHBIMI B MOPSAAKE, YCTAaHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit ®Denepanum.
Knunnueckoe ucciaenoBaHue J€KapcTBEHHOIO Mpenapara B 3TOM CIy4yae MIPOBOAUTCS IPU HAIMYUU
corJiacusi B NIMCbMEHHOM (hopMe 3aKOHHBIX IpeACTaBUTENCH yKa3aHHBIX JIMII.

Crarbs 44. QO0s13aTe/IbHOE CTPAXOBAHUE KU3HH, 3[I0POBbS NMALMEHTA,
YYACTBYIOILIET0 B KIMHUYECKOM MCCJIEIOBAHUH JIEKAPCTBEHHOT 0
npenapara JJs MeJIUIUHCKOro npumMeHeHus (B pea. @eaepaabHOro
3akoHa ot 29.11.2010 N 313-®3)

1. OpFaHI/ISaI_[I/IH, nojiyguBHiast pa3pCliCcHUC Ha OpraHu3anuio IMPOBCACHHUA KIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpfrapara i1 MCIUIHUHCKOIO MpUMCHCHU, 0o0s13aHa B KayecTBE
CTpaxoBarTeiisl CTPAXOBATh PHUCK NPUYHUHCHUA BpCIAa KWU3HHU, 3JOPOBBIO IMAUCHTA B PE3YJIbTATC
MMPOBCACHUA KIMHHUYCCKOrO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpliapara JId MCIAUIHUHCKOIO
IMPUMCHCHHA 3a CBOM CUET IMyTEM 3aKJIIFOYCHHUA JOTOBOPpa 00513aTeILHOr0 CTpaxoBaHUs.

2. OOBexTOM 0053aTEIBHOIO CTpaxoBaHUsl SABJIACTCA I/IMyH_IeCTBCHHHﬁ HHTCPCC ITallMCHTA,
CBSI3aHHBIN C INPUIMHCHUCM Bpc€aa Cro XWU3HU MWW 3A0POBBIO B PE3yJbTaTC IMIPOBCACHUA
KIIMHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpCIiapaTa Il MCAUIUHCKOTO IIPUMCHCHUA.

3. CTtpaxoBbIM CIIy4aeM IO JOTOBOPY O0s3aTEIBHOTO CTPAXOBAHUS SIBJISIETCS CMEPTh MAlUEHTA WIH
YXyAILIEHUE €ro 370pOBbsi, B TOM YHCJE BIEKYIIEe 3a COOON yCTaHOBJICHHE WHBAIMIHOCTH, MPHU
HaJIMYN HpI/I‘II/IHHO-CJIeI[CTBeHHOfI CBA3M MCKAY HACTYIINICHUEM J3TOIO COOBITUI H ydyacTuem
MaUeHTa B KIIMHUYECKOM MCCIEeIOBAaHUH JIEKAPCTBEHHOTO MIperapaTa.

4, Tpe60BaHI/I$I 0 BO3MCIICHHU Bpcaa, IMPUUYUHCHHOI'O JKHU3HU WJIHW 3J0POBbKO ITAlIMCHTA,
NpEABABIAIOTCA B TCUCHHUEC CPOKOB HCKOBOI JaBHOCTH, YCTAHOBJICHHBIX TIpPaXIaHCKUM
3aKOHOJAaTCJIILCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00s13aTEILHOTO CTPAXOBAHUS COCTABIISIET:

1) B ciayyae cMepTH MalMeHTa JiBa MUJUIMOHA pyOJsiell Ha KaXJ0ro IMalueHTa, y4YacTBOBABIIETO B
KJIIMHUYECKOM HCCIIE0OBAHUU JIEKAPCTBEHHOTI'O IIpEmnapara;

2) npu yXyAILIEHUH 3J0POBbs MallUEHTA!

a) TOBJIEKIIEM 3a COOOM yCTaHOBJIEHHE MHBAJIUAHOCTU | rpynmbl, OJMH MWIIMOH MATHCOT ThHICAY
pyOseil Ha KakJI0ro MalueHTa, y4acTBOBABIIETO B KJIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npemnapara;

0) moBiekmeM 3a coOOH ycTaHOBJIEHHWE HMHBAaIMIHOCTH |l rpynmbl, oAMH MWUIMOH pyOsielt Ha
Ka)XJIOTO MaIlMeHTa, YIaCTBOBABIIETO B KIIMHNYECKOM HCCIICOBAaHUH JICKAPCTBEHHOTO MpeTapara;

B) MOBJIEKIIEM 3a co00#l ycraHoBneHue uHBanmuaHOcTH |l Tpymmel, martebcoT Thicsu pyOnel Ha
Ka)KI0ro MalyeHTa, y4acTBOBABILIETr0 B KIIMHUYECKOM HCCIIeJ0BAHNH JIEKapCTBEHHOTO Mpernapara;

T') HE TIOBJIEKIIIEM 3a COOOW yCTaHOBJICHHS MHBAIHMIHOCTH, HE OOJiee YeM TpHUCTa THICSY pyOJiel Ha
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KaX/I0r0 MalMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM MCCIIEOBAHUU JIEKAPCTBEHHOr'O Mpernaparta,
UCXOZs U3 HOPMAaTHMBOB, OTPAXKAIOIIMX XapaKTep M CTENEHb IOBPEKICHUS 310pPOBBS, a TaKXKe
(aKkTHUECKH TOHECEHHBIX MAIMEHTOM pAacXOJ0B, BBI3BAHHBIX IIOBPEXKAECHUEM 3/10pOBbs, Ha
MEAMLMHCKYIO IIOMOILb, IPUOOpETEHNE JIEKAPCTBEHHBIX MpenaparoB. (B pea. PeaepanbHOro 3aKoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yacte ytparuna cwiy. (B pen. demepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

7. CpOK JA0T0BOpa 00513aTENIbHOTO CTpaXxOBaHUs HE MOXET OBITE MCHEC, YC€M CPOK ITPOBEACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpcriapara.

8. YcinoBus 10rOBOpa O0O0S3aTENBHOTO CTPAXOBaHHWS, B TOM YHCIE CTPaxOBble Tapu(bl IO
0053aTEIILHOMY ~ CTPAaXOBaHHIO, IEPEUCHh HEOOXOMUMBIX JIOKYMEHTOB JUIS OCYIICCTBICHHUS
CTpPaxOBOH  BBITUIATHI, MOPSIOK  YCTAHOBJICHHUS CTpaxoBaTeleM  WHAWNBUAYATBHOTO
UICHTU(HUKAIIMOHHOTO KOJIa MAIMEeHTa, TIOPSII0K WHOPMHUPOBAHHUS CTPAXOBATEIIEM CTPAXOBIIUKA O
MIPHUBJICYCHHBIX K KIMHHYECKOMY HCCIICOBAHUIO JICKAPCTBEHHOTO Ipernapara Jisi MEANIIHHCKOTO
NPUMEHEHHS TalMeHTaX, TMOPSAJOK YIUIAThl CTPaxOBOH MPEMHUH, TOPSJIOK pealu3aiuu
oTpeIeNIeHHBIX HacTosAmuM DenepanbHbIM 3aKOHOM U JAPYTruMU (hefepaabHbIMUA 3aKOHAMHU TIPaB H
00513aHHOCTEl CTOPOH IO JOTOBOPY OO0S3aTEIBLHOIO CTPAaXOBaHWS, a TaKKe HOPMATHUBBI,
OTpaKAIOIINE XapakTep M CTENEHb IOBPSKICHUS 3JI0POBbS, YCTAHABIMBAIOTCS THIIOBBIMU
npaBwiiaMu 00s3aTeNnbHOrO cTpaxoBanus. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

9. B ciyyae npuuuHEHUs Bpeaa KU3HH MAIMEHTa, Y4aCTBOBABIIETrO B KIMHUYECKOM HMCCIIEI0BAaHUU
JIEKApCTBEHHOTO Tperapara, BBIFOJONPHOOPETATEISIMU 110 JIOTOBOPY O00S3aTEIBHOTO CTPAaXOBAHHS
ABIIAIOTCS TpaXKAaHe, UMEIONINE [PaBO Ha BO3MEIICHHE Bpela B CIydyae CMEpPTH KOPMHUJIbIA B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJATEIHCTBOM, MPU OTCYTCTBUU TAaKUX TPAXIaH - POIAUTEIIH,
Cymnpyr, JeTH yMepUIero TMalueHTa, Y4YacTBOBABILIETO B  KJIMHUYECKOM  HCCJIEIOBAHUU
JIEKapCTBEHHOT'O0 TIperapara, B ClIydyae CMEpPTH IMalMEeHTa, YYaCTBOBABIIETO B KIMHUYECKOM
MCCJIEI0BAHUM JICKAPCTBEHHOTO Mpenapara 1 He UMEBLIET0 CAMOCTOSITENILHOTO 10X0/1a, - TPaK/IaHe,
Ha WKJIWNBEHUU KOTOPHIX OH HAXOJWJICS, B OTHOIICHWH BO3MEIIEHHUS PAcCXOJ0B Ha morpedeHue
MalMeHTa, YYaCTBOBABLIErO B KJIMHUYECKOM HCCIEAOBAaHUM JIEKAaPCTBEHHOIO Mpernapara, - JIMIO,
MOHECIIee TaKKE PacXO/Ibl.

10. CTanOBaSI BbIIJIaTa B CUYCT BO3MCHICHUA BpE€ad, MNPUYMHCHHOI'O JXHM3HM IIallUCHTA,
Y4aCTBOBABLICTO B KIMHHUYCECKOM HCCICAOBAHUN JICKAPCTBCHHOI'O IIpCrapara, pacClpeaciadacTCs
MCKOY BI)IFOIIOHpI/I06pCTaTCJ'I$[MI/I MPOMOPHUOHATIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

11. Tlpu HaCTyIUICHMHM CTpPaxoBOTO Cly4as TMAalMeHT, Y4YacTBOBABIIMA B KIWHUYECKOM
WCCJIC/IOBAHUM  JICKAPCTBEHHOTO  Ipernapara, BBITOAONPUOOpETaTeNh BIpPaBe MPEIbIBUTH
HEMOCPEJICTBEHHO CTPAaXOBIIMKY TpeOOBaHHE O BO3MEUICHHHM MNPUYMHEHHOTo Bpena. CTpaxoBas
BBITIJIATa OCYIIECTBIISICTCS CTPAaXOBIIMKOM B TEUYCHHE TPUINATA JHEH CO JHS TPEICTABICHUS
HEOOXOJMUMBIX JOKyMEHTOB. [lamueHt, ydyacTBOBaBIIMKM B KIMHUYECKOM  HCCIIEJJOBAaHUH
JIEKapCTBEHHOI'0 IMperapara, WIH BbITOAONpPHOOpeTaTeNb 00s13aH COOOLIUTH CTPAXOBUIMKY IS
OCYIIECTBIICHUSI CTPaxXOBOW BBHIIATHl HHIWBUIYAIbHBIA HICHTU(GUKAIMOHHBIA KOJ| MAaIUEHTA,
YCTAHOBJICHHBIM CTpaxoBaTelieM B COOTBETCTBUM C THUIOBBIMH TPaBWIAMU 00s3aTE€IHLHOTO
CTpaxoBaHMs.

12. I[O MOJIHOTO OHNpCACICHUA pa3MCpa MNOMJICKAIICTO BO3MCHICHHUIO BpEAa CTPAXOBINHUK II0
3a4BJICHUIO IMaOWCHTA, Y4YaCTBOBABHICI'O B KJIMHHYCECKOM HCCICAOBAHUH JICKAPCTBECHHOI'O
npenapara, HWIKW 3ad4BJICHUIO BLIFO,Z[OHpI/IO6peTaTeJ'I${ BIIpaBC€ OCYHICCTBUTb YaCTb CTanOBOﬁ
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BBITJIAThl, COOTBETCTBYIOIIYIO (DaKTHUECKU OTIpeAeICHHOW YacTh MPUUYMHEHHOTO Bpea.

13. CTanOBaH BbIIIaATA B  COOTBETCTBHHU C  JOI'OBOPOM 00513aTeNLHOr0 CTpaxoOBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBIILJIAT, IPUYUTAOIINUXCA 11O APYTUM BUAAM CTPAXOBAHUA.

14. He JOIMYCKACTCA y4YaCcTHC IIalMEHTa B IPOBCACHHH KIMHHYECKOI'O HCCICAOBaHUA
JICKApPCTBCHHOTO IpeIiapara InNpu OTCYTCTBUU JOTOBOpa 00513aTeIILHOrO CTpaxoBaHUs.

15. KoHTposib 3a HMCHOJHEHHEM OpraHu3alldeld, MOJyYUBLIEH pa3pelieHHe Ha OPraHU3alUIo
IIPOBEJCHUS KJIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOIO Ipenapara sl MEAUIMHCKOIO
NPUMEHEHHS, YCTAaHOBJICHHON HACTOSIIEH cTaTheil 0OS3aHHOCTU IO 00s3aTEILHOMY CTPAaXOBAaHHUIO
KHU3HH, 3/10pOBbSl MALIMEHTA, y4acTBYIOLIEro (y4acTBOBABLIEI0) B KIMHMYECKOM HCCIIEAOBAaHUU
JEKapCTBEHHOTO Tperapara, OCYLIECTBISETCS YHOJHOMOYEHHBIM  (eepaJbHbIM  OpPraHOM
VCIIOJIHUTEIIBHOM BJIACTH, BBIIABIIMM pa3peIlCHHE Ha IPOBEICHUE KIMHUYECKUX HCCIIECJOBAHHUN
JICKApPCTBCHHBIX NpCapaToB JJIA MCIAUIUHCKOTIO IPUMCHCHH.

I'nasa 8. IPOU3BOACTBO U MAPKHPOBKA
JIEKAPCTBEHHbLIX CPEJICTB

Cratba 45. IIpou3BoACTBO JIEKAPCTBEHHBIX CPEIACTB

1. TIpow3BOACTBO JIEKApCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATH TPEOOBAHMSM TPABUII
Ha/JIeKalleld MPOU3BOJACTBEHHOM MPAKTUKH, YTBEPIKIEHHBIM YIOJIHOMOYEHHBIM (heaepanbHbIM
OpraHOM  HUCIHOJHUTENBbHOM BracTu. (OcCOOEHHOCTH Iepexoja IPOU3BOACTBA  OTAEIbHBIX
JIEKapCTBEHHBIX CPEACTB K UX IIPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUAMM MTPABUII HAJUIEKALICH
IIPOU3BOJCTBEHHON MPAaKTUKKA ycTaHaBiauBaroTcs IIpaBurensctBom Poccuiickon ®enepanun.
Bbinaua 3akimio4eHHN O COOTBETCTBUHU TNPOMU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM
IpaBUJ  HAQUIEXaIle IMPOU3BOJICTBEHHONM NPAKTUKM  OCYIIECTBISIETCS IO  PE3yJIbTaTaM
UHCIIEKTUPOBAHMS IIPOU3BOAMTENIECH JICKAPCTBEHHBIX CPEACTB B IOPSAJKE, YCTAaHOBICHHOM
IIpaBurenscTBOM Poccuiickoit denepanuu. Pazmep mnaTel 3a Bblavy 3aKIOYEHUS O COOTBETCTBUU
NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSAM MNpPaBWUI HAJUIeXKAalled NMPOU3BOJCTBEHHOU
npakTUKU ycraHasimBaercs [IpaBurensctBom Poccuiickoit @enepanuu. [lopsaok opraHusanuu u
IIPOBEICHUS HHCIIEKTUPOBAHUS IIPOM3BOJIUTENCH JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE
TpeOOBaHUSAM  MpaBWJI  HaAJeXallell  NPOM3BOJCTBEHHONW  MNPAKTUKU  YCTaHABJIMBAeTCS
[TpaButenscTBoM Poccuiickoit denepauuu. (B pea. PenepanabHbIX 3ak0HOB 0T 25.06.2012 N 93-D3,
o1 22.10.2014 N 313-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. Ilpous3BOACTBO JIEKapCTBEHHBIX cpenctB B Poccuiickoit denepanuu  OCyIIeCTBISIETCS
IIPOU3BOJUTENIAMA  JIEKAPCTBEHHBIX  CPEACTB, HUMEIOUIMMM JIMLEH3MIO Ha IPOU3BOJCTBO
JIeKapCTBEHHBIX cpeAcTB. [lonTBepikeHne COOTBETCTBUS JIMIIEH3MATa MpaBWiIaM HaaJexalen
IIPOU3BOJCTBEHHOW IPAKTHKM OCYIIECTBISETCS B paMKax JIMIIEH3MOHHOTO KOHTpOJI B
COOTBETCTBUH € 3aKOHOJaTeNnbCcTBOM Poccuiickoit denepanuu ¢ yueToM 0coO€HHOCTEHN, YKa3aHHbIX
B yactu | Hacrosimeil crateu. (B pea. PexepanbHbix 3akoHOB OoT 22.10.2014 N 313-®3, ot
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. HpOI/ISBO,Z[CTBO JICKAPCTBCHHLIX CPCACTB OCYHICCTBIACTCA C CO6J'IIO,Z[CHI/ICM Tpe60BaHHI>i
IMPOMBIIIJICHHOI'O  PCTIaMCHTA, KOTOpBIfI YTBEPKAACTCA  PYKOBOJUTCIEM  IMPOU3BOAUTEIIA
JICKAPCTBCHHBIX CPCACTB M BKJIHOYACT B ceOs NEpCUCHb HUCIIOJIB3YyCMbIX (bapMa]_[eBTI/I‘-IGCKI/IX
Cy6CTaHHI/II\/’I " BCIIOMOTAaTCIIbHBIX BCHICCTB C YKA3aHUEM KOJIMYECTBA KAXKJOI'0 M3 HUX, JAHHBIC 00
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HCIIOJIB3YEMOM O60py,HOBaHI/II/I, OIMMCAHUEC TCEXHOJOIMYECKOTO IIponecca U MCTOAOB KOHTPOJISA Ha
BCCX Talax npons3BOJACTBA JICKAPCTBCHHLIX CPEACTB.

4. Tlpu TpPOU3BOJCTBE JICKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (apMaleBTUYeCKUe CyOCTaHIINH,
CBEJICHUS O KOTOPBIX COJIEPIKATCS B TOCYJAPCTBEHHOM pEECTpEe JIEKAPCTBEHHBIX CpEACTB, 3a
UCKITIOYCHHEM (papMarieBTUYECKUX CyOCTaHIUH, MPOW3BOAMMBIX ISl MPOBEACHUS KIMHUYCCKUX
UCCIeIoBaHMid M Juis dKcropta. K mporeccy mpousBojacTBa (hapMaleBTHUECKOW CyOCTaHIIMU
OTHOCSITCSL JIOOBIC CTAaUM TEXHOJIOTMYECKOTO MPOIecca, IMO3BOJISIONINE TOMYyYUTh TOTOBBIM
IPOJYKT, COOTBETCTBYIOIINN TpeOOBaHHSIM (HapMaKOIECHHOW CTaThu, B TOM 4YHCie (hepMeHTaIus,
OKCTPAKIUS, OYMCTKA, BBIJICIICHUE, MMEPEKPUCTAIUIM3AIINS, BBICYIIMBaHUE, U3MeIbueHue. B ciydae
HEOOXOJIMMOCTH HCIOJIb30BAHUS ITUIIOBOTO CITUPTA, B TOM YHUCIe (apMaIleBTUYECKON CyOCTaHIIMA
CIUpTa OJTWIOBOTO (dTaHONA), MpPH TMPOU3BOJACTBE JICKAPCTBCHHBIX CPEACTB B KAYECTBE
JEHCTBYIOIIEro U (MJIM) BCIIOMOTAaTEIbHOTO BEIIECTBA, a TAK)KE B WHBIX TEXHOJOTHYECKUX IIEIISX
JOJKHA OBITh MCIIOJIB30BaHA TOJILKO (hapMarieBTHYecKasi CyOCTaHIIHS CIIUPTA ITUIIOBOTO (3TAHOII).
(B pen. @enepanbHpIXx 3akoHOB OT 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 27.12.2019 N
462-D3, oT 27.12.2019 N 481-D3)

4.1. TlepedeHb JIeKapCTBEHHBIX MPENapaToOB IS MEAUIIMHCKOTO MPHUMEHEHHS, B OTHOUICHHH
KOTOPBIX YCTaHABIUBAIOTCS TPeOOBaHUS K O0OBEMY Tapbl, YIIAKOBKE M KOMIUIEKTHOCTH, MEPEYCHb
JICKapCTBEHHBIX TpEenaparoB Il BETEPUHAPHOTO MPHUMEHEHHS, B OTHOIIEHHH KOTOPBIX
YCTaHABJIMBAIOTCS TPEOOBaHMS K 00bEMY Taphbl, a TakkKe TPeOOBaHUS K 00BEMY Tapbl, YIAKOBKE H
KOMIUIEKTHOCTH JIEKQpPCTBEHHBIX IMpEenapaToB s MEAMIIMHCKOTO IMPUMEHEHHs, TpeOOBaHUS K
00beMy Tapbl JIEKAPCTBEHHBIX IIPENapaToB JJIsi BETEPUHAPHOTO IMPUMEHEHUS ONIPEIEIIAIOTCS
COOTBETCTBYIOIIUMHU YIIOJIHOMOYEHHBIMU (e/iepalibHBIMH OpraHaMU HCIIOJHUTEIHHONW BIIACTH B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickoit ®enepaumu. (B pen. denepanbHoro
3akoHa oT 14.12.2015 N 374-D3)

4.2. OpraHuzanuy, OCYLIECTBISIOIINME HPOU3BOJACTBO (papMaleBTUUYECKON CyOCTaHIMM CIHUPTA
STUJIOBOTO (3TaHONA) JJs MPOU3BOJACTBA CHUPTOCOJAECPXKAIIMX JIEKAPCTBEHHBIX IPENapaTos,
00s13aHbl OCYILECTBIISATh YUET B MOPSJIKE, YCTAHOBIEHHOM cTaThiMu 8 u 14 denepanbHOro 3aKkoHa
oT 22 Hosiopst 1995 roma N 171-®3 "O rocyaapcTBEHHOM PETyJIMPOBAHUU MPOU3BOJICTBA U 000POTA
STUJIOBOTO CIIUPTA, AaJKOTOJbHOM M CHUPTOCOJAEpKalled MpOAYKIMH U 00 OrpaHHYeHUH
notpebieHuss (pacouTHs) ankoroibHod mpoaykuuu". I[lpousBoacTBO  papMarieBTHUECKOM
CyOCTaHIIMM CIMPTa 3TUIIOBOTO (3TaHOJIA) JAOIMYCKAeTCsl TOJIBKO OpraHu3aluei, OCyIecTBISIomen
MIPOU3BOJICTBO PEKTU(HUKOBAHHOTO 3TUIIOBOIO CIIUPTA U3 MULIEBOTO ChIPbsi HA OCHOBAHUU JIMIIEH3UH
Ha MPOU3BOJCTBO ATHJIOBOTO CIUpPTA JUIsl MPOU3BOJACTBA (papMaleBTUYECKOH CyOCTaHIIMU CIIHUPTa
STUJIOBOTO (9TAaHOJIA) B COOTBETCTBUM C TpeOoBaHusiMu DenepaibHOTO 3akoHa OT 22 HosiOps 1995
roga N 171-®3 "O rocyaapcTBEHHOM peTyJIMpOBaHUU MTPOU3BOJICTBA U 000POTA STHIIOBOTO CIHUPTA,
QJIKOTOJILHOM W CIUPTOCOJAEpKallell MPOAYKIMH U 00 OrpaHMYEHHUU MOTpeOneHus (pactuTHs)
QJIKOTOJIBHOM TPOAYKLIMHU'", METOAOM pa3BEIEHUS BOJOW OYMILEHHOW TAaKOro 3THUJIOBOTO CIHPTA,
MPOM3BEIEHHOTO  JAaHHOW  OpraHM3aluel 1o  MeCTy  OCYIIECTBIEHHS  NPOU3BOJCTBA
dapmarieBTHYeCKON CyOCTaHIIMU CIUPTA STUIOBOTO (3TaHo’da). (B pen. DenepaibHBIX 3aKOHOB OT
03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)

4.3. nauBuayanbHble NPEANPUHUMATENN M IOPUIMYECKUE JIUIA, OCYLIECTBISIONINE 3aKyNKy H
UCIONIb30BaHuEe (apMalleBTUYECKON CyOCTaHLIMM CHOUpTa OTHJIOBOrO (3TaHojda), a TaKxke
IPOM3BOJICTBO, M3rOTOBJICHME W (MIM) 000pOT (32 HCKIIOYEHHEM PpO3HUYHOH MPOJAXKH)
CHUPTOCOJEPKAIIMX JIEKAPCTBEHHBIX IpErnapaToB, O0S3aHbI OCYLIECTBISATh HMX YYE€T H
JIeKJIapUpOBaHUE B TIOPsI/IKE, YCTAHOBICHHOM cTaThsiMH 8 n 14 denepanbHOro 3akoHa oT 22 HOSIOpA
1995 roga N 171-®3 "O rocyaapCTBEHHOM PETYJIMPOBAHUM MTPOU3BOJACTBA U 000pOTa STHUIIOBOTO
CIMpTa, AaJKOTOJBHOW W CIHUPTOCOAEpKaIlel MPOAYKUMH U 00 OrpaHWYeHHH MOTpeOIeHUs
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(pacruTus) ankorojapHO#N npoaykuuu'. (B pex. denepanbroro 3akona ot 29.07.2017 N 278-D3)

4.4. ITpu mpou3BOACTBE JICKAPCTBEHHBIX MPENapaToB I BETCPUHAPHOTO IPUMEHEHHUS IOy CKASTCs
WCIIOJIb30BaHUE MMPOU3BEACHHBIX JIJISl peain3anuu GapMareBTHUECKUX CyOCTaHIIUM, BKIIFOUEHHBIX B
TOCYJIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB YIOJIHOMOYEHHBIM (eaepalbHbIM OpPraHoM
WCIIOJIHUTEJIbHON BJIACTH, OCYIIECTBIISIIOLIMM BEJIEHUE TOCYJJaPCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX
CPEACTB I MEIUIIMHCKOTrO puMeHenus. (B pea. Penepanproro 3akoHa ot 02.08.2019 N 297-D3)

5. 3anperiaercs MpoU3BOICTBO:

1) nexapCTBEHHBIX CPEJICTB, HE BKIKOYEHHBIX B FOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENICTB,
32 MCKJIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, IMPOU3BOAMMBIX Ul IIPOBEACHUS KIMHUYECKUX
UCCIICIOBAHMUM U JUIA DKCIIOPTA;

2) anbcuuIpoBaHHBIX JIEKAPCTBEHHBIX CPEACTB;
3) neKapCcTBEHHBIX CPEICTB O€3 JINIIEH3UH Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JeKapCTBEHHBIX CPEACTB C HAPYIIEHWEM IMPaBUJl OpPTraHU3AIMU TPOU3BOACTBA U KOHTPOJIS
Ka4yeCTBa JIEKaPCTBEHHBIX CPE/ICTB;

5) moanmyHKT yTpatii cuiy. (B pea. @enepanpHoro 3akona ot 27.12.2019 N 481-D3)

6) CHUPTOCOJCPIKAIIMNX JICKAPCTBEHHBIX MPEMApaToB IO MECTy OCYIIECTBICHHS IPOW3BOJICTBA
dapmalieBTUYECKOM CyOCTaHIIMM CIUpPTa 3TUIOBOTO (3TaHONA) U (WJIM) MO MECTY OCYIIECTBICHUS
NIPOM3BOJICTBA STUIIOBOTO criupTa; (B pea. denepanbHoro 3akona ot 27.12.2019 N 481-D3)

7) dapmarieBTUYECKON CyOCTaHIIMU CIUPTA STUIOBOrO (3TaHoja) M (WIM) CHUPTOCOACPIKAIIMX
JIEKapCTBEHHBIX IpernapaToB Ha OCHOBHOM TEXHOJIOTMYECKOM OOOpYJIOBaHMUU Ui MPOU3BOJCTBA
ATHIIOBOTO CIIUPTA, yKa3zaHHOM B nyHKTe 1.1 ctateu 14.1 denepanbhoro 3akoHa ot 22 Hos0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM pETyJIMPOBaHUU ITPOU3BOJICTBA U 000POTA STHIIOBOTIO CIHUPTA,
AJIKOTOJILHOM W CIUPTOCOAEpKallell MPOAYyKIMU U 00 OrpaHMYEeHUU MOTpeOneHus (pactmuTHs)
anmKoroypHOM npoaykimu". (B pen. deaepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

6. Ilpm BBOAE JEKAPCTBEHHBIX CPEACTB B TPAXIAHCKUNA OOOPOT YMOJTHOMOUYEHHOE JIUIIO
MPOU3BOJAUTENS]  JIEKAPCTBEHHBIX  CPEACTB  OCYILIECTBIAECT MOATBEPKIECHUE  COOTBETCTBHS
JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM, YCTAHOBJIEHHBIM MPU MX TOCYIaPCTBEHHOW PETUCTPAINH, U
rapaHTUPYeT, UTO JIEKaPCTBEHHBIE CPEJICTBA MPOU3BECHBI B COOTBETCTBUU C TPEOOBAHUSIMU MPABUI
HaJyIeKaIed MpPOU3BOACTBEHHON mpakTuku. (B pea. demepanpHoro 3akona or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

7. YNOJIHOMOYEHHBIM JIMIIOM MPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB SIBISETCS €ro pabOTHUK,
aTTECTOBAaHHBIM B YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (heepalIbHBIM OPTaHOM HMCIOJHUTEIHHOU
BJIACTH TIOPSAJKE U MMEIOIIUNA CTaX pabOThHl HE MEHEe YeM IISITh JIET B 00JacTH MPOW3BOJCTBA U
(WIM) KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPENCTB, BHICIIEE OOpPa30BaHHWE COOTBETCTBEHHO IIO
ONHOM W3 chmenuanbHOCTE W (WJIM) OJHOMY U3 HampaBlICHUH TOJITOTOBKU: OWOJIOTHSA,
OMOTEXHOJIOTHS, BETEpUHAPHS, BETEPHUHAPHO-CAHWUTApHAs HKCIEPTH3a, KIMHUYECKas MEIHUINHA,
paauanoHHasl, XUMHUECKas U Ouonornueckas 3ammTa, ¢papmanus, (B pen. denepaibHbIX 3aKOHOB
o1 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

byHIaMeHTabHAs MEIUIIMHA, XUMUYECKas TeXHOJIOTrHs, XuMus. (B pex. denepasbHOro 3aKoHa OT
22.10.2014 N 313-D3)

8. IlpousBoanTeNnr JEKAPCTBEHHBIX CPEICTB (32 HUCKIIOYCHHEM (apMarleBTUIECKON CyOCTaHIIUU
CIUpTa STUIOBOTO (3TaHOJA) MOTYT OCYIIECTBISITH TPOAAXY JEKAPCTBEHHBIX CPEACTB WIH
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nepeaaBaTh MX B YCTAaHOBJIEHHOM 3aKOHOAATENbcTBOM Poccuiickoit deneparuu nopsiake: (B pe.
denepanbHoro 3akona ot 29.07.2017 N 278-D3)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIs IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3aiusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AlITCUHBIM OpraHu3anusaM, BCTCPHUHAPHBIM aIllTCYHBIM OpraHu3alusaM, HWHAWBUAYAJIbBHBIM
npeanpuHuMareIiM, UMCIOIUM JIMIICH3UIO Ha q)apMaLIeBTI/I‘-ICCKYIO ACATCIIBHOCTb HJIN JIMIICH3UIO
Ha MEIUIIUHCKYIO JCATCIbHOCTD,

4) Hay4HO-HCCIIEN0BATENBCKUM OPraHU3alUAM Ul HAy4YHO-HCCIIEA0BaTENbCKON pabOThI;
5) MEIMLIMHCKUM OpraHU3alUsM U BETEPUHAPHBIM OpraHU3alUsIM;

6) opraHu3zalMsIM W HMHIWBUIYAJIbHBIM MPEANPUHUMATENSM, OCYLIECTBIAIONIUM pPa3BeACHUE,
BEIpANIMBAHUE U COJIEP’KAaHUE >KUBOTHBIX (32 HUCKIIOYCHHEM MPOAKA UM (apMareBTUIECKUX
cyOcTaHuuil wim ux nepefayn). (B pen. @exepanpraoro 3akona ot 02.08.2019 N 297-D3)

9. TIlpomsBoaurtenu ¢apMaleBTHYECKOW CYOCTaHIIMM CIIMPTa JTUIOBOTO (3TaHOoJa) OO0sA3aHBI
OCYILECTBIISITh peaiu3aluio (mepenady B YCTAaHOBICHHOM 3aKOHOAATENBCTBOM Poccuiickoit
Qenepan  nopsAake)  (papManeBTHYECKOW  CyOCTaHIIMM — CHUpPTa  STWIOBOTO  (3TaHO’A)
NPOM3BOIUTENSAM  JIGKAPCTBEHHBIX CPEACTB Ui  MPOM3BOJCTBA JIGKAPCTBEHHBIX  CPEJCTB,
MPOU3BOJUTEISIM (M3TOTOBUTEISIM) MEAMIIMHCKUAX H3JCIHNA JUIS MPOU3BOJCTBA M HM3TOTOBJICHUS
MEIUIIMHCKUX U3/ICNIUNA B eMKOCTAX 00beMoM He Oosee 1 mutpa u (win) He meHee 1000 nutpos, a
OpraHu3aIsaM, YKa3aHHBIM B IIYHKTaX 3 - 5 4acTH 8 HACTOSIIEH CTaThH, B Tape 00beMOM He Oolee
1 nutpa. (B pen. denepanpHpix 3akoHOB oT 29.07.2017 N 278-@3, or 27.12.2019 N 481-®3, ot
22.12.2020 N 444-D3)

10. Peanmuzanust (mepemaya B YCTAHOBJIEHHOM 3akoHoAaTelbcTBOM Poccuiickoit ®eneparumn
nopsiake) (GapMaleBTUYECKON CyOCTaHIIMM CIHUPTA STUJIOBOTO (3TaHOJIA) OPraHU3AIMsIM OINTOBOU
TOPTOBJIM JICKAPCTBEHHBIMH CpEICTBAMH He Jomyckaerca. (B pen. denepanbHOro 3akoHa OT
27.12.2019 N 481-®3)

11. IlepeBo3ku (apManeBTHUECKONW CyOCTaHIIMU CHUPTA 3TUIOBOTO (3TaHOJA) OCYIIECTBISIOTCS C
cobOmoieHreM TpeOOBaHUM, YCTAHOBJIEHHBIX a03alleM dYeTBEpPThIM IyHKTa 3 cTaThu 9
®enepanbHOro 3akoHa oT 22 Hos0ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryJiipOBaHUU
IIPOM3BOJICTBA U 000POTA ATHIOBOTO CIHPTA, aIKOTOJIBFHON U CITUPTOCOAEPIKAIIEH MPOAYKIUU U 00
OTpaHUYEHUH NOTpeOsIeHUs (pacluTHsl) alKOorodbHOM npoxykiuuu". (B pen. denepanbHOro 3aKoHa
or 27.12.2019 N 481-®3)

Crarbs 46. MapKupoOBKa JIEKAPCTBEHHbIX CPEACTB

1. HeKapCTBeHHI)Ie nopenaparbl, 3a HMCKIOYCHUEM JICKAPCTBCHHLIX MPCIapaToB, HU3TOTOBJICHHBIX
AIlITCYHBIMU OpTraHHu3alusIMU, BCTCPUHAPHBIMU AlITCUHBIMU OpPraHu3zalusaMu, HWHIAUBUIAYAJIbHBIMU
npeanpuHuMarCIAiMu, HMCIOIMMU JIMICH3UIO Ha (bapMaI_[eBTI/IquKYIO JACATCIIbHOCTDb, JOJIXKHBI
MoCTynaThb B O6paH_ICHI/IC, CCJIIn:

1) Ha uX MEpBUYHON YMaKoBKe (32 HCKIIOYEHHEM IIEPBUYHON YIAKOBKU JIEKapCTBEHHBIX
pPacTUTENBHBIX IpEnapaToB) XOpOLIO YHTAeMbIM HIPUGPTOM HA PYCCKOM S3bIKE YKa3aHBI
HAaUMEHOBAHME  JIEKAPCTBEHHOro  Mpemnapara  (MEXIyHApOJIHOE  HEMaTeHTOBaHHOE, WU
IPyNIKAPOBOYHOE, UM XUMHYECKOE, MM TOPrOBOE€ HaMMEHOBAaHHUE), HOMEP CEpUH, JaTa BBIIYCKa
(11 UMMYHOOMOJIOTMYECKHUX JIEKQpCTBEHHBIX IpenapaToB), CPOK TOAHOCTH, JIO3UPOBKA WU
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KOHILIEHTpalusi, OO0BeM, AaKTHBHOCTh B COUHMIAX MACHCTBHA WIM KOJMYECTBO 103; (B pel.
®enepanbhbix 3akoHoB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) HAa UX BTOPUYHOHN (MOTPEOUTEIHCKON) YIMAaKOBKE XOPOIIO YHTAEMBIM MIPHPTOM Ha PyCCKOM
A3bIKE yKa3aHbl HAaMMEHOBaHUE JIEKAPCTBEHHOIO Mpemnapara (MeXIyHapoAHOE HENaTeHTOBAHHOE,
WIH TPYNIUPOBOYHOE, WJIM XHUMHYECKOE M TOPrOoBOE HAWMMEHOBAHUS), HAUMEHOBAHHE
MPOU3BOJUTEN  JIGKAPCTBEHHOrO0  Iperapara, HOMEp  CcepuM, Jara  Bbllycka (A
UMMYHOOMOJIOTHYECKHUX JIEKAPCTBCHHBIX MPENapaToB), HOMEP PETUCTPAMHOHHOTO YIOCTOBEPCHHSI,
CPOK TOJHOCTH, CIOCOO MPUMEHEHHMs], TO3UPOBKA WJIM KOHILIEHTpalus, 0O0beM, aKTUBHOCTb B
eMHMIIAX JCUCTBUS JTMO0 KOJMYECTBO JI03 B YIAKOBKE, JIEKAPCTBEHHAsI JOpMa, YCIOBHUS OTITYCKa,
YCIIOBHS XpaHEHHUsI, MpeynpeauTeabHbIe HaamucH. (B pea. deaepanbubix 3akoHoB oT 11.10.2010 N
271-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. dapmaneBTHUECKHE CYyOCTaHLMHU JOJDKHBI IOCTYNaTh B OOpallleHHe, €CIU Ha HUX HNEepBUYHON
YIAaKOBKE XOpPOIIO YHTAaeMbIM IMPU(TOM HA PYCCKOM S3bIKE yKa3aHbl HaWMEHOBaHUE
dapmarieBTHYeCKON CcyOCTaHIIMM (MEXIyHApOJHOE HEMATEeHTOBAHHOE, WU TPYNIMPOBOYHOE, MU
XUMHYECKOE W TOPrOoBO€ HAWMEHOBAHWS), HAWUMEHOBAaHUE MPOHM3BOIUTENS (hapMaleBTHUECKON
CcyOCTaHIIMM, HOMEP CEPUM U JlaTa U3TOTOBJICHUS, KOJUYECTBO B YIIAKOBKE U €IMHUIIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOJIHOCTU U YCJIOBUA XpaHeHus. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

3. HeKapCTBeHHLIe CpeacTBa B KAYECTBC CbIBOPOTOK NOJIKHBI ITOCTYIIATh B o6pa1ueHHe C YKa3aHHueM
JKMBOTHOI'O, U3 KPOBH, IJIa3MbI KPOBU, OPIraHOB U TKaHeH KOTOPOIr0 OHH ITOJIYUCHBI.

4. Ha BTOpHuHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPE/ICTB, MOJYYEHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTraHOB M TKAHEH YeloBeKa, MOJDKHA HAaHOCUThCA Haanuch: "Anturena k BUY-1,
BHMY-2, k Bupycy renarura C 1 NOBEpXHOCTHBIM aHTUTEH BUpyca renaturta B orcyrerByror”.

5. Ha  nepBuuHyr0o  ymakoBKy W BTOPHYHYIO (MOTPEOUTENIbCKYI0)  YNAKOBKY
paarodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB JOKEH HAaHOCUTHCS 3HAK paJualliOHHON
OIIACHOCTH.

6. Ha Bropuunyro (OTpeOUTENHCKYIO0) YIAKOBKY TOMEOMATHYECKUX JIEKAPCTBEHHBIX IMpEnapaToB
JOJKHA HAHOCUTHCS HaanuCh: "I"'oMeonaTuueckuii".

7. Ha BropuuHyio (NMOTPEeOUTENIBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX MPEmapaToB
JTIOJDKHA HAHOCUTHCS HAaanmuch: "TIpoyKius npoiuia paiualiMOHHBIA KOHTPOJIb".

8. Ha mnepBuuHyr0 YMakoBKYy (€CIM JUIsl DTOTO CYIIECTBYET TEXHHUYECKas BO3MOXHOCTh) U
BTOPUYHYIO (ITOTPEOUTENHCKYIO) YMAKOBKY JIEKAPCTBEHHBIX IMpPENaparoB, MpeJHa3HAYEHHBIX JUIs
KIIMHUYECKHUX UCCIIEOBaHUM, JOKHA HAHOCUTHCS HAAMHUCK: "I KIIMHNYeCKUX uccieqoBaHuii”. (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

9. VmakoBka JICKApCTBCHHBIX CPEACTB, MNPCAHA3HAUYCHHBIX HCKIIOYHUTCIBHO JIA OSKCIIOPTaA,
MapKUpyCTCs B COOTBCTCTBUH C Tpe60BaHI/IHMI/I CTpaHbI-UMIIOPTEPA.

10. Ha tpaHcnopTHyr0 Tapy, KOTOpas He IpeAHa3HadeHa i MOTpeOuTesel U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JIOJKHA HAHOCUTHCS MH(pOpMalMs O HAUMEHOBAHUH, CEPUU
JIEKapCTBEHHOI'O CPEJCTBA, AAaTe BBIMYCKA, KOJIWYECTBE BTOPUYHBIX (MOTPEOUTEITHCKUX) YIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, IPOM3BOAUTENE JIEKAPCTBEHHOIO CPEACTBA C YKa3aHHMEM HAaUMEHOBAHHUSA
U MECTOHAXOXKAEHUS MPOU3BOAMUTEINS JIEKAPCTBEHHOI'O CPEJCTBa (agpec, B TOM YHUCIE CTpaHa U
(M) MECTO TPOU3BO/ICTBA JIEKAPCTBEHHOTO CPE/ICTBA), & TAK)XKE O CPOKE FOJJHOCTH JIEKAPCTBEHHOTO
CpeICTBa U 00 yCIOBUSX €r0 XpaHEHHUs U NEPEBO3KH, HEOOXOAMMbIE NMPEAYPEeIUTENbHbIE HAIIICH
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N MaHUITYJIITOPHBIC 3HAKH.

11. Ha mepBu4HYyIO yIakoBKY U BTOPHUHYIO (MIOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB
JUIT  BETEPUHAPHOTO NPUMEHEHHUs [JOJDKHA HAHOCUThCS Haanuch: "Jlns BeTepuHApHOTO
MpUMeHEeHus".

12. Ha Bropuunyio (NOTPEOHMTENHCKYIO) YIAKOBKY JIEKQPCTBEHHOTO IIpermapaTa HAHOCUTCS
HITPUXOBOM KOJI.

I'naa 9. BBO3 IEKAPCTBEHHBIX CPE/ICTB B POCCHUHCKYIO
OEJIEPALINIO U BBIBO3 JIEKAPCTBEHHBIX CPE/ICTB U3
POCCHUHUCKOM ®EJEPAIIUU (B pea. ®eaepaabrHOro 3aK0HA OT
06.12.2011 N 409-®3)

Cratbs 47. llopsiiok BB03a JIeKAPCTBEHHBIX cpeacTB B Poccuiickyro
denepaurio U BbIB03a JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickou
®denepamun (B pea. Peaepanbuoro 3akoHa or 06.12.2011 N 409-P3)

1. BBo3 nekapcTtBeHHBIX cpeactB B Poccuiickyro ®enepanuio OCyLIECTBIAETCS B IOPSJIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoit @enepanuu, B COOTBETCTBUM € TaMOYKEHHBIM
3aKOHOAATeIbCTBOM TamoxkeHHOro coro3a B pamMkax EBpA3DC (manee - TamoxeHHBIH COI03) H
(wnn) 3akoHOJATENBCTBOM Poccuiickoit denepanmu 0 TamoxeHHOM nene. (B pen. denepaibHOrO
3akoHa 0T 06.12.2011 N 409-D3)

2. BBosumble B Poccuiickyro @enepanuio JeKapCcTBEHHBbIC CPEICTBA JIOJDKHBI COJEPIKATHCA B
TOCYJIJapCTBEHHOM peecTpe JIEKApCTBEHHBIX CpeaCcTB. (B pen. denepaibHbIX 3akoHOB OT 06.12.2011
N 409-®3, ot 27.12.2019 N 462-D3)

3. Jlonmyckaerca BB0O3 B Poccuiickyto ®enepanuio KOHKPETHOM MapTUH 3aperUCTPUPOBAHHBIX U
(M) HEe3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IpEIHA3HAUYEHHBIX S MPOBEIECHUS
KIMHUYECKUX  HCCIEOBAaHUM  JIGKQpCTBEHHBIX  IPENapaToB,  IMPOBEJIEHUS  AKCIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB ISl OCYLIECTBIIECHUS TOCYAAPCTBEHHOW PETMCTpalM JIEKAPCTBEHHBIX
[IpenapaToB WU JJi1 OKa3aHUS MEIUIUHCKON MOMOIIM MO >KU3HEHHBIM MOKa3aHUSM KOHKPETHOIO
NalMeHTa Ha OCHOBAaHUM pa3pelleHus, BBLAAHHOTO YIOJIHOMOYEHHBIM (elepaabHbIM OpraHOM
VCIIOJTHUTENIbHOM BJIACTH IO 3asiBICHUSAM JIMII, YKa3aHHBIX B cTraThe 48 HacToduero denepaabHOro
3aK0oHa. PaccMOTpeHHe Takoro 3asBIECHHsS U NPUHATHE PELICHUS O BbIAAYE Pa3peLICHMs] HA BBO3
KOHKPETHOH TNapTUU 3aperUCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, IpPEIHA3HAUYEHHBIX IS MPOBEIEHUS KIMHUYECKUX WCCIIEIOBAaHUM JIEKapCTBEHHBIX
IpernapaToB, MPOBEACHHUS  SKCIEPTH3bl  JEKApCTBEHHBIX CPEACTB  JUISI  OCYIIECTBIICHHUS
rOCYy/IapCTBEHHOW PErMCTpallMy JIEKAPCTBEHHBIX IIPEMApaTOB WIM JJI1 OKa3aHUS MEIULUHCKOMN
MOMOIIM 1O >KU3HEHHbIM IIOKa3aHUSM KOHKPETHOro TalueHTta Jubo 00 oTka3ze B Bblaue
YKa3aHHOTO pa3pelieHusi IPOU3BOIATCS B CPOK, HE MPEBBIIIAIOIUEN AT pabounx aHel. [lnara 3a
BbIIayy yKa3aHHOTO paspelleHusi He B3umaercs. (B pea. PenepanbHoro 3akoHa or 06.12.2011 N
409-D3)

3.1. Jonyckaercs BBO3 B Poccuiickyro denepannio KOHKPETHOM MAPTUM HE3apErMCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB, COAEPXKAIIUX HAPKOTUYECKHUE CpPEACTBA WM IICUXOTPOIHbIE
BEIIIECTBA, B MOpsJKe, ycTraHoBIeHHOM [IpaButensctBom Poccuiickont denepanuu, s OKa3aHUS
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MEAMIMHCKOW TIOMOIIM IO J>KU3HEHHBIM I[IOKa3aHUSIM KOHKPETHOrO NAalMeHTa WM TPYIIbI
MAIMEHTOB B CIIy4ae, €ClIM UMEETCs PelieHue BpadyeOHON KOMHCCHH MEAMIIMHCKOW OPTaHHU3AINH O
HeAI(P(PEKTUBHOCTH WJIM HEBO3MOXXHOCTH IMPUMEHEHHMs] Yy KOHKPETHOIO [MalUMeHTa HHBIX
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IpernapaToB, B TOM YHCIE COJACpPXKAIIMX JIpyrue
NEHCTBYIOIIME BEIIeCTBA, U O HEOOXOAMMOCTH BBO3a OINPEICIIEHHOTO HE3aperucTpUpPOBAHHOTO
JIEKApCTBEHHOI'0 TIpernapara C yKa3aHUEM €ro MEeXIYHApOJAHOr0 HEMaTeHTOBAHHOIO (WU
XUMHUYECKOT0, WIH IPYNIUPOBOYHOI0) HAMMEHOBaHUS, (GOPMBI BBIITyCKa U KonuyecTBa. [lepedeHp
3a00J€BaHU M COCTOSIHUM W COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IMPENapaToB, COJEPIKAIIUX
HApKOTUYECKUE CPEJICTBA W ICUXOTPOIHBIC BEIIECTBA, B LEISIX OCYLIECTBIEHHUS HX BBO3a B
COOTBETCTBUU C TPEOOBAHMSIMH HACTOSIIEH YaCTH YTBEPKIACTCS YIIOTHOMOYECHHBIM (heepaabHbIM
OpraHoOM HCIIOJHHUTEIBHOM BaacTu. (B pea. PenepanbHoro 3akona ot 27.12.2019 N 475-D3)

Honoswcenusn uacmu 3.1 cmamou 47 npumensarwomces 00 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

4. B Poccuiickyto ®enepanuio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJATBEPKICHO CEPTUPUKATOM TPOUZBOTUTEINS JICKAPCTBCHHBIX CPEJICTB, YIOCTOBEPSIOIIHM
COOTBETCTBHE BBO3HMMBIX JICKAPCTBEHHBIX CPEACTB TpeOOBaHUAM (papMakomeiHbIX cTaTed JOo B
cllyyae WX OTCYTCTBHSI HOPMATHBHOW JOKYMEHTAIlMU WJIM HOPMATHUBHOTO JOKYMEHTa. (B pell.
denepanbHOro 3akona or 06.12.2011 N 409-D3)

5. 3anpemaercst BBo3 B Poccuiickyro @enepanuto GanbcupUIMpoBaHHBIX JIEKAPCTBEHHBIX CPENICTB,
HE00POKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaKTHBIX JICKAPCTBEHHBIX CPEJICTB. (B peil.
denepanbpHOro 3akona or 06.12.2011 N 409-D3)

6. danbcuduiupoBaHHble JIEKAPCTBEHHBIE CPEJCTBA, HEIOOPOKAUYECTBEHHBIC JIEKAPCTBEHHBIC
CpEe/ACTBA TOIJISKAT HU3BIATUIO M IOCIEIYIOUIeMy YHUYTOXXCHUIO WM BBIBO3y M3 Poccuiickoii
@Oenepanun, KoHTpadakTHBIE JIEKAPCTBEHHBIE CPEICTBA - H3BATHI0O W IOCIEAYIOIIEMY
YHUUYTOXKEHUIO. YHHUUYTOXKEHHE MM BbIBO3 U3 Poccuiickoit dexepaunu (ambcupuIupoBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX
JIEKapCTBEHHBIX CPEJCTB OCYLIECTBISAETCS 3a CUET JIMILA, OCYIIECTBMBIIEro MX BBO3. I[lopsmok
YHUUTOXKEHUS HU3BATHIX (HaTbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKAYECTBEHHBIX
JEKapCTBEHHbIX  CPEACTB, KOHTPAa(aKTHBIX  JIEKAPCTBEHHBIX  CPEACTB  yCTaHABIIMBACTCS
[TpaButensctBoM Poccuiickoit ®enepauuu. (B pea. denepanpHoro 3akoHa or 06.12.2011 N
409-D3)

7. Jluma, ocymecTBisitone BBo3 B Poccuiickyro  @enepanuio  (panbcuUIMpOBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX
JEKapCTBEHHBIX  CPEACTB, HECYT OTBETCTBEHHOCTb B  COOTBETCTBUM C  TaMO>XEHHBIM
3aKOHO/IATENIbCTBOM TaMOXEHHOTO COr03a M (MJM) 3aKOHOJATENhCTBOM Poccuiickoit deaepannu o
TaMOXKEeHHOM fene. (B pen. DeaepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbIB03 nexapcTBeHHBIX cpeAcTB U3 Poccuiickoit denepanuu ocymiecTisercs 0e3 NpUMEHEHHs
OTpaHUYEHUH, YCTAHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXKEHHOTO CO03a M (MJIH)
3aKoHOMarensCcTBOM  Poccmiickorn  @exepanyi O TOCYAApPCTBEHHOM  PEryJIMPOBaHUHU
BHEIIHETOProBOM JeATENbHOCTH. (B pel. PenepanbHbiXx 3akoHOB oT 06.12.2011 N 409-®3, ot
25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

9. Brox B rpaxkaaHckuil 000pOT JEKApCTBEHHBIX MPENapaTroB Il MEIUIMHCKOTO MPUMEHEHUS,
BBe3eHHBIX B Poccuiickyto ®exepanuio, OCyIIECTBIsSETCS ¢ COOJIIOJEHHEM TpeOoBaHU,
YCTaHOBJICHHBIX cTaThel 52.1 HacTosmero ®enepanpHoro 3akoHa. (B pea. denepanbHOro 3aK0HA OT
28.11.2018 N 449-D3)
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Crarps 48. FOpuanyeckue Jnna, KOTOPbIM pa3pelieH BBO3
JIEKAPCTBEHHBbIX cpeacTB B Poccuiickyro @exepanuio (B pea.
®enepanabHoro 3akona ot 06.12.2011 N 409-P3)

JlexapcTBennble cpenactBa B Poccuiickyro ®Denepanuio MOryT BBO3UTH: (B pea. demepanbHOro
3akoHa oT 06.12.2011 N 409-®3)

1) mnpou3BOAMTENM JIEKAPCTBEHHBIX CPEICTB Juld ILelell  COOCTBEHHOIO  IPOM3BOJCTBA
JIEKapPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHbIE pa3pabOTYMKU JIEKAPCTBEHHBIX CPEICTB W WHOCTPAHHBIC TPOU3BOAMTENN
JEKapCTBEHHbIX CPEACTB WM Jpyrue HOpUAMYECKHE JIMLA [0 IOPYYEHHMIO pa3paboTdMKa
JEKapCTBEHHOI'O CPEACTBA Il IPOBENEHUS KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHOIO
Ipernapara, OCYyIIECTBIEHUS TIOCYJApCTBEHHOM PETUCTPAallMM  JIEKAPCTBEHHOIO  IIpenapara,
BKJTIOYCHHUS (papMarieBTUIECKOi CyOCTaHIIMU B TOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB,
KOHTpPOJISI KayecTBa JICKAPCTBEHHBIX CPEACTB IIPU HAJIMYMU PaA3PEIICHUs YIOJIHOMOYEHHOIO
(denepanbHOrO OpraHa MCIOJIHUTEIbHOW BJIACTH HAa BBO3 KOHKPETHOM MapTHM JIEKAapCTBEHHBIX
CPEICTB;

3) opraHu3aly ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4YHO-HCCIICZIOBATEIIbCKAE OpraHW3alud, O00pa3oBaTENbHBIE OPTaHU3aIlMH  BBICIIETO
00pa3oBaHus, IPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEICTB ISl pa3pabOTKH, UCCIEIOBAHUH, KOHTPOJIS
0e301acHOCTH, KauecTBa, 3()()EKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB IMPH HATUYHAW Pa3pelICHUs
YIIOJIHOMOYEHHOTO (peZiepaIbHOTO OpraHa MCIOJHUTENFHON BiacTH; (B pea. denepanbHOro 3aKoHa
ot 02.07.2013 N 185-®3)

5) MeIuIMHCKHE OpraHU3allii, UHbIE YKa3aHHbIe B MyHKTax 1-4 HacTosIIel cTaThi OpraHU3aluu
JUIA OKa3aHUs MC}II/IHHHCKOﬁ IMOMOIIHN ITI0 XMU3HCHHBIM IMOKAa3aHUSAM KOHKPETHOI'O0 IMalMCHTa IIpU
HAJIMYUU Pa3pelieHus] YIOIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJIHUTENIbHONW BIACTH HAa BBO3
KOHKpPETHOW MapTUU JIEKApCTBEHHOTO INpenapara, BbIJaHHOTO B YCTAHOBJIEHHOM MOpsAJKe B (opme
AJIEKTPOHHOI'O  JIOKYMEHTa, TIOANUCAHHOTO YCWJIEHHOW KBaIU(DUIMPOBAHHON 3JIEKTPOHHOMN
noanuceio. (B pen. PenepanpHoro 3akoHa ot 12.03.2014 N 33-D3)

6) rocyJapCTBEHHbIE YHUTApPHBIE MPEANPUITHS, UMYLIECTBO KOTOPBIX HAaXOAUTCS B (heaepaabHOU
coOcTBeHHOCTH, ompenensembie [IpaButenbctBom Poccuiickoit ®enepanuu, B 4acTu BBO3a B
Poccuiickyro ®epepaiiuto He3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB, COIAEPKAIIUX
HAapKOTUYECKHE CPEACTBA WM MCUXOTPOIHBIE BEIIECTBA, JIJI OKA3aHUS MEAMIIMHCKOM MOMOIIHU 1O
JKU3HCHHBIM IIOKAa3aHUSAM KOHKPCTHOI'0O MAaHUCHTA WM TPYHIbI MAUEHTOB B COOTBETCTBUU C

yacthlo 3.1 crathu 47 Hactosmero dexnepanbHoro 3akoHa. (B pen. denepasbHOro 3akoHa OT
27.12.2019 N 475-D3)

Ilonoscenun nynkma 6 cmamou 48 npumenaromes 0o 31.12.2023 (nynkm 3 cmamou 4
geoepanvrozo 3akona om 27.12.2019 N 475-®3).

Crartbs 49. JlIokyMeHTBI, IpeCTABJIsSIeMbIe B TAMOKCHHbIE OPTraHbI
Poccuiickoii @eaepanuu npu BBo3e JeKAPCTBEHHBIX CPEACTB B
Poccuiickyo ®@enepanuio (B pea. PenepanbHoro 3akona ot 06.12.2011
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N 409-®3)

1. Ilpu BBO3e JnEKapCTBEHHBIX CpeAcTB B Pocculickyto denepanuio B TaMOKEHHBIE OpPraHbI
Poccuiickoit ®enepaunn Hapsay € JOKYMEHTAMM, IPEACTABICHUE KOTOPBIX MPEIyCMOTPEHO
TaMOKEHHBIM 3aKOHOJIaTeNIbCTBOM TaMOXKEHHOTo coro3a U (MJIM) 3aKOHOAaTeIbcTBOM Poccuiickoit
®denepaliv 0 TAMOKEHHOM JI€JI€, IPEJICTABIISIOTCS CIIEAYIOINE JOKYMEHTHI: (B pea. PeaepanbHOro
3akoHa 0T 06.12.2011 N 409-D3)

1) cepruduxar npou3BOAUTENS JIEKAPCTBEHHOIO CPEICTBA, YIOCTOBEPSIOLIUN COOTBETCTBHE
BBO3UMOTI'O JIEKAPCTBEHHOTO CpEJCTBa TpeOOBaHUAM (apMakomeiHoi cTatbu JHOO B ciydae ee
OTCYTCTBUSI HOPMATUBHON JOKYMEHTAIMH UM HOPMATUBHOIO JOKYMEHTA;

2) paspeuieHHe YMOJHOMOUYEHHOTO (eepalbHOTO OpraHa HCIOJHUTEIBHONM BIACTH Ha BBO3
KOHKPETHOW MapTUH JIEKaPCTBEHHOTO CPEJICTBA B CIIydYasX, YCTAaHOBJIEHHBIX YacTbio 3 craThu 47
Hacrosmiero denepanbHOro 3aKOHa.

2. JIoKyMeHThI, yKa3aHHble B NMyHKTax 1 u 2 yactu | Hacrosuleil craTbu, NMPEACTABIAIOTCS B
TaMOXeHHble opranbl Poccuiickoii denepanuu npu NPUOBITUM JIEKAPCTBEHHBIX CPEICTB B
Poccutickyto deaepanmro. (B pen. Peaepanproro 3akona ot 06.12.2011 N 409-D3)

Crarps 50. BB03 1ekapcTBeHHBIX Npenaparos B Poccuiickyro
denepanuio A5 JUYHOTO UCIOJIb30BAHUA U HHBIX HEKOMMEPYECKHUX
neJsiei, a TaKxKe JJIs UCIO0JIb30BAHUS HA TEPPUTOPUU MEKTYHAPOTHOIO
MEJULMHCKOro Kiacrepa (B pea. @eaepanbHbIX 3akoHOB 0T 06.12.2011
N 409-®3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE mpemnapaTbl MOTYT ObIThb BBe3eHbl B Poccuiickyto ®Penepanmio 6e3 yuera
TpeOOBaHUH, MpPEeayCMOTPeHHBIX dYacTsiMu 1 - 4 crareum 47, ctatbsamu 48 um 49 Hacrosmero
denepanbHOTO 3aKOHA, €CIM OHM MpeHa3HaueHsbl A7s: (B pen. PenepanbHoro 3akoHa ot 06.12.2011
N 409-®3)

1) TMYHOTrO UCTIONb30BaHUS PU3NUECKUMHU JTMIaMU, TPpUObIBIINME B Poccuiickyto @eneparuto. [lpu
stoM BBO3 B Poccuiickyro ®enepanuro  JIEKapCTBEHHBIX  IIPENaparoB,  COACPIKALIUX
CWIbHOJEHCTBYIOIME W (WJIM) SJIOBUTHIE BEIECTBA, BKIIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJCUCTBYIOIIMX BELIECTB JUIA LIeJIeH YTOJIOBHOIO 3aKOHoJaTenbcTBa Poccuiickon denepanuun
Y B CIIMCOK SITOBUTBIX BEIIECTB JUIA LIEJIEH YTOJIOBHOIO 3aKOHOAaTenbCcTBa Poccuiickon denepanum,
yrBepxkacHHble [IpaBurensctBoM Poccuiickonn @enepannu, OCYIIECTBIACTCS IIPU  HAIWYUU
JOKYMEHTOB  (3aBE€pPEHHBIX KOMUN JOKYMEHTOB WM 3aBEPEHHBIX BBIIMCOK M3  HHX),
HNOJATBEPXKIAIONIMX Ha3zHaueHHe (U3NYECKOMY JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX MpenapaToB (3a
HCKIIFOUEHHEM JIEKapCTBEHHBIX IIPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepanum u
ormyckaeMblx B Poccuiickoit ®enepauun 06e3 pernenta Ha JIEKapCTBEHHBIH Mperapar).
[TonTBeprkaroiue JOKYMEHTHI (MX 3aBEPEHHbIE KOMUH WM 3aBEpEHHbIE BHITUCKU U3 HUX) JTOJKHBI
COJZIepKaTh CBEICHUS O HAUMEHOBAHUU U KOJIMYECTBE HA3HAYECHHOI'O JIEKAPCTBEHHOI0 IIpenapara. B
cilydae, eclid MOATBEPKIatoIIe JOKYMEHTHI (MX 3aBEpEHHbIE KOMUU WM 3aBEPEHHbIE BBIITUCKU U3
HUX) COCTaBJIEHBl HA UHOCTPAHHOM SI3bIKE, K HUM NPUJIaraeTcsi HOTapuajabHO 3aBEPEHHBIN MEPEBOJ
Ha pycCKuil sA3bIK; (B pea. PenepanpHoro 3akoHa ot 02.06.2016 N 163-D3)

2) uCHONB30BaHUSA PAOOTHHKAMHU  JUIJIOMAaTHYECKOTO  KOpIyca WA  MPEICTaBUTEISIMU
MEKIYHapOAHBIX OpraHu3aluii, aKKpeIuTOBaHHbIX B Poccuiickoit denepanny;
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3) ne4yeHHs MACCAKUPOB M UJIEHOB HKUMAXKEH TPaHCIOPTHBIX CPEACTB, MOE3AHBIX Opurax u
BOJIUTENICH TPAHCIOPTHBIX CpelncTB, MNpHObBIIKMX B Poccuiickyto @enepamuio; (B pen.
denepanbpaoro 3akona ot 06.12.2011 N 409-D3)

4) nedeHus y4aCTHUKOB MEXKIYHAPOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATUI M YYACTHUKOB
MEXIYHAPOAHBIX IKCIIECTULINN;

5) neyeHMs KOHKPETHBIX JKMBOTHBIX B 300Mapkax, 300CaJax, ILHMpKaX, OKeaHapuyMax,
nenb(uHApUAX, JCUYCHUS TUKUX KHUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEISIOMINX TEPPUTOPHIO
Poccuiickoii denepannu, HaXOAAIMXCS B COCTOSIHUM €CTECTBEHHONW CBOOO/BI M IPUHAJIEKAIINX K
BUaM, 3aHeceHHbIM B KpacHyro kaury Poccuiickoit @enepannu u (Win) KpacHble KHUTH CyOBEKTOB
Poccuiickoit denepaiiuu, a Takke >KMBOTHBIX, BBO3UMbIX B Poccuiickyro denepanuio 15 y4acTus B
CIOPTUBHBIX M 3pENUUIHBIX MeponpusiTusx; (B pen. PenepasibHbIX 3akoHOB OT 06.12.2011 N

409-03, ot 02.08.2019 N 297-D3)

6) WCIONB30BAaHHUA HAa TEPPUTOPHH MEXKIYHAPOJHOIO MEIMIMHCKOro Kiacrepa. (B pe.
®denepanpHOro 3akona ot 29.06.2015 N 160-D3)

2. B ciyuasix, npelyCMOTPEHHBIX 4acTbio | HacToslEel cTaThu, JOIyCKaeTcs BBO3 B Poccuiickyro
®denepannio JEKAPCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHbiXx B Poccuiickoit denepanuu. (B
pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBEeHHbIE Mpenaparthl, MpeAHa3HAYCHHbIE Il TYMaHUTApHON MOMOIIU (COAEHCTBUS) WU
IIOMOIIMA IIPpYM YpE3BBIYAMHBIX CUTyalusx, BBo3sATca B Poccuiickyro denepanuro B MHOpSAKE,
ycranoBieHHOM IlpaBurensctBoM Poccuiickoit ®enepanuu. 3amnpemaercss BBo3 B Poccuiickytro
denepaldio  HE3aPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX MPENapaToB, MPEAHA3HAYEHHBIX IS
TYMaHUTapHOH TOMOIIM (COACHCTBHS) WM TMOMOIIM IpPHU YpPE3BBIYANHBIX CUTyalUsX. (B pen.
denepanbroro 3akona ot 06.12.2011 N 409-D3)

Crarps 51. CorpyaHuuecTBo eaepajbHOro OPraHa UCIMOJHUTEIbLHOU
BJIACTH, YIIOJTHOMOYEHHOI'0 B 00J1aCTH TAMOKEHHOI'0 J1eJ1a, U IPYIrUX
YIIOJTHOMOYEHHBIX (peepajibHbIX OPraHOB UCIOJHUTEILHOM BJIACTH

1. VYnomHoMmoueHHblIe (eepalibHble OpraHbl HCIOJHHUTEIbHOM BIACTH TPENOCTaBISIOT B
pacnopsbkeHue (¢eaepalbHOro OpraHa HCIOJIHUTEIbHOW BJIACTH, YHNOJHOMOYEHHOIO B 00JacTH
TaMOXEHHOTO JieJla, TOCy/IapCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEJICTB, a Takke MH()OPMAIHUIO O
BBIIaHHBIX pa3pelIeHUsIX Ha BBO3 KOHKPETHOM MapTUM JIEKAPCTBEHHBIX CPEICTB B CIyyasx,
YCTaHOBJIEHHBIX YacTblo 3 craThu 47 HacTosmero deaepanbHOro 3aKOHa.

2. ®enepanbHbIi OPraH UCIOJHUTENIBHOMN BIACTH, YIIOJIHOMOUYEHHBIA B 00J1aCTH TaMOKEHHOTO JIefa,
UHPOPMHpPYET yKa3zaHHbIE B 4acTW | HacTOsILIEH CTaThU YHOJIHOMOYEHHBIE (pefepanbHble OpraHbl
WCTIOJTHUTENIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpelCTB B Poccuiickyro denepannio U BbIBO3E
JeKapCTBeHHbIX cpeAcTB u3 Poccuiickoit @Penepaunun mno ¢dopmMe U B TOpPsAKE, KOTOpbIE
ycraHoBieHbl [IpaButensctBoM Poccuiickoit ®enepauuu. (B pen. denepanbHOro 3akoHa OT
06.12.2011 N 409-®3)

I'naBa 10. PAPMALHEBTUYECKASA JEATEJIBHOCTDb

Crartba 52. OcymecTBiieHue papManeBTUYECKON AeSITeJIbHOCTH
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1. ®apmaneBTUyecKass JEATEIbHOCTh OCYIIECTBISETCS OpraHU3alMsIMH OINTOBOW TOPrOBIIU
JIEKAPCTBEHHBIMU  CPEACTBAMHU, aIlTEYHBIMU OpPraHU3AIMSAMHU, BETEPUHAPHBIMH  aNTEUYHBIMU
OpraHM3alUsIMH, HMHIWBUIYATbHBIMU  TNPEANPUHUMATENAMUA, UMEIOUIMMH  JIMIEH3UI0  Ha
(bapMaleBTUUYECKYIO ACSITeILHOCTh, MEIUIIMHCKUMH OPTaHU3alUsIMH, UMEIONIUMH JIUIEH3UI0 Ha
(bapMaleBTUYECKYIO AESITENbHOCTh, U UX 000COOJEHHBIMU MOJpa3zelieHus MU (amMOyIaTopusMu,
denpamepckuMu U PeNbAIIePCKO-aKyIIEPCKUME ITYHKTaMHU, IEeHTpaMu (OTIENICHUsSMHU) OOIIei
BpaueOHOW (CeMeHON) NpPaKTUKH), PACIONIOKEHHBIMU B CEJIBCKMX HACEJICHHBIX ITyHKTaX, B
KOTOPBIX OTCYTCTBYIOT alT€YHbIE OpPraHu3allid, U BETEPUHAPHBIMU OPTraHU3ALUSMU, UMEIOIIUMU

JUIIEH3WIO Ha (papMaleBTHYECKYIO JEATEIbHOCTh. (B pen. DeaepanbHoro 3akoHa ot 25.11.2013 N
317-d3)

2. Ou3uyecKkue JHIA MOTYT OCYIIECTBIIATH (hapMaleBTHUYECKYIO JESTENbHOCTh NpPU HAIUYUU
BBICIIIETO WJIM CPEAHEro (hapMareBTHUECKOro 00pa3oBaHus U cepTHU(HKATa CIIEIUAINCTA, BBICIIETO
WIA CPETHEr0 BETEPHHAPHOIO 00pa30BaHUS U CepTH(HKATA CIEIHAINCTa, a TAKKE BBICIIETO WU
CpelHEero MEOUIMHCKOro o0pa3oBaHMs, cepTH(]UKaTa CHenuaiucTa ¥ JOHOJIHUTEIBHOTO
npo¢eCCHOHATBLHOTO 00pa30BaHUs B YacTH PO3SHUYHOW TOPTOBJIH JICKAPCTBEHHBIMU ITperapaTamMu
OpU  YCIOBHM HX pabOThl B 000COOJEHHBIX NOApa3ACICHUSIX MEIMLIMHCKUX OpraHu3alui,
yKa3aHHBIX B 4acTh | HacTosuie crateu. (B pea. exepanbpHoro 3akona ot 27.07.2010 N 192-D3)

Crarps 52.1. BBoa B rpaxkaaHcKuii 000poT JieKapCTBEHHBbIX
NnpenaparoB AJs MeIMIUHCKOr0 IpuMeHeHud (B pea. PeaepajabHOro
3akoHa oT 28.11.2018 N 449-P3)

1. ITepen BBOJOM B Ipa)kJIaHCKUIl 00OPOT KaXKJIOW CEpUM WIN Ka)XJIOM MapTUU INPOMU3BEIEHHOIO B
Poccniickoit ®enepanuu JIEKapCTBEHHOrO Ipenapara Juisi MEIWIMHCKOTO NPUMEHEHHs, 3a
UCKJIIOUEHHUEM MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENaparoB, IPOU3BOAUTENb TAaKOIO
JIEKapCTBEHHOI'0 Ipernapara MpeJcTaBiIsieT B (enepaibHbIil OpraH MCIOJIHUTEIBLHOW BIIACTH,
OCYILECTBIIAIOUIMM (YHKIIMKM 1O KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpAHEHUS, JOKYMEHT
IPOM3BOJUTENS  JIEKAPCTBEHHOIO  CPEJCTBA, MOJATBEPXKNAIOUIMA KAYeCTBO JIEKAPCTBEHHOIO
npernapara, U MOATBEPXKACHUE YIOJIHOMOUYEHHOTO JINLA IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB
COOTBETCTBUSl ~ JIGKQPCTBEHHOTO  Mpemnapara  TpeOOBaHHSM, YCTaHOBJICHHBIM IPHU  €rO
roCy/1apCTBEHHON PETUCTPALIUN.

2. Tlepen BBOJOM B TpaxAaHCKUNA OOOPOT KaXKIOW CEpUU WM KaXIOW MapTHH BBO3UMOTO B
Poccuitickyro @enepaunio JEKapCTBEHHOIO IIpenapara Uil MEJUUMHCKOrO NPUMEHEHHs, 3a
HCKJIIOUYCHUEM MMMYHOOHOJIOTHYECKHUX JIEKapCTBEHHBIX MpEenaparos, OpraHu3arus,
OCYILECTBIISIONIAsl BBO3 JIEKAPCTBEHHOIO Ipenapara B Pocculickyro denepannio, IpeaCTaBiseT B
dbenepabHBIA OpraH HMCTHOJHUTEIBHON BIACTH, OCYIIECTBISIOMMA (YHKIMH TO KOHTPOJIO U
HAJ30py B cdepe 3ApaBOOXpaHEHUS, CepTUPUKAT MPOU3BOAMUTENS JEKAPCTBEHHOTO CPEICTBA,
YAOCTOBEPSIOIIMA  COOTBETCTBHE  BBO3MMOTO  JIGKAPCTBEHHOTO  Tpemapara  TpeOOBaHUSIM
dapmakoneHoil cTatbu, a B CcIOydae OTCYTCTBHS (apMaKoNeWHON CcTaTbu TpeOOBaHUAM
HOPMAaTUBHON JOKYMEHTAIlMU, U MOJITBEPKIACHUE MPEACTABUTENSI OPraHU3alllK, OCYIIECTBISIONMICH
BBO3 JIEKapCTBEHHOro Ipenapara B Pocculickyro denepanuio U yrnoJHOMOYEHHOW HHOCTPAHHBIM
MIPOU3BOAUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHSI BBO3UMOIO JIEKAPCTBEHHOTO Ipernapara
TpeOOBaHUSIM, YCTAaHOBIEHHBIM P €T0 TOCYAAPCTBEHHON PETUCTPALIUU.

3. Ilopsnok npeacTaBiIeHHs] B COOTBETCTBUM C 4acTsMM | M 2 HacTOsIIEW CTaTbU AOKYMEHTOB U
CBEJCHUI O JIEKapCTBEHHBIX IpernapaTrax, BBOJUMBIX B I'paXKIAaHCKUH 00OpOT, yCTaHaBIMBAETCS
IIpaBurensctBOoM Poccutickon denepanum.


https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483
https://normativ.kontur.ru/document?moduleid=1&documentid=190218#l13
https://normativ.kontur.ru/document?moduleid=1&documentid=325115#l0

4. B OTHOIIEHWH TMEPBBIX TPEX CEpUM WIM TApPTUA JEKAPCTBEHHOI'O IMpernapara, BIIEPBbIE
npousBegeHHoro B Poccuiickoii denepannu uiM Briepebie BBO3UMOTO B Pocculickyro denepanuto, B
denepanbHbIE OpraH HMCIOJIHUTEIbHOM BJIACTH, OCYIIECTBISIONIMN (YHKIUUM TO KOHTPOJIIO U
HA/I30py B cdepe 3ApaBOOXpAaHEHHS, JAOMOJHHUTEIBHO IMPEACTABIACTCS MPOTOKOJ HCIBITAHUH O
COOTBETCTBUM CEpPUM WM NApPTHUM JIEKAPCTBEHHOrO IperapaTta s MEIULUUHCKOrO NPUMEHEHUS
MOKa3aTeJsiIM KayecTBa, MPEIyCMOTPEHHBIM HOPMATHBHOM JOKYMEHTalMeW (nanee - MpPOTOKOJ
UCIBITaHUI), TPOBOJUMBIX aKKPEIUTOBAHHBIMHU B COOTBETCTBUH C 3aKOHOJIaTEIbCTBOM Poccuiickoii
Oeneparii 00 aKKpeOUTAlMM B HAINMOHAIBHON CHCTEME aKKpenuTanuu QenepalbHbBIMUA
rOCy/IapCTBEHHBIMU OIO/KETHBIMHU YUPEKICHUSIMH, MOJBEIOMCTBEHHBIMU (eiepalibHOMY OpraHy
UCTIOJTHUTEIIbHOM  BJIACTH, OCYIICCTBISIONIEMY (YHKIMH 1O BBIPAa0OTKE ©  peaHn3aliu
rOCyJapCTBEHHOW  MOJUTUKA M  HOPMATUBHO-TIPABOBOMY  pPEryJlMpoBaHHIO B  cdepe
3paBOOXpaHEHHs, ¥ (enepaJbHOMy OpraHy HCIOJHUTENPHOW BIACTH, OCYIIECTBIISIOIIEMY
GYHKIUM [0 KOHTPOJK M Haa3opy B cdepe 3apaBooxpaHeHus. [lopsaok Bblgaud yKa3zaHHBIMH
denepanbHBIMU TOCYAAPCTBEHHBIMUA OFOJDKETHBIMU YUPEXKICHUSIMHU JTaHHOTO MPOTOKOJIA U pa3Mep
IJIaThI 3a €ro Bhlauy ycraHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit denepanmu.

5. ExxerogHo He mo3aHee | ¢eBpays MPOU3BOJUTENH JIEKAPCTBEHHBIX CPEJICTB WIIM OpraHU3allvy,
OCYILECTBIISIIONINE BBO3 JIEKAPCTBEHHBIX IpenapaToB B Poccuiickyio deneparnuio, NpeacTaBiIsiOT B
(denepanbHBI OpraH HCIOJHUTEIBLHONW BJIACTH, OCYHICCTBISIFOINMN (YHKIIMA TO KOHTPOI U
HaJ30py B cdepe 3apaBOOXpaHEHUS, MPOTOKOJ HCIBITAHWN ITOCTYIHBIIETO B TEUEHUE TOJa B
IpaXJIaHCKUI 000pOT JIEKAPCTBEHHOI'O Tpernapara KOHKPETHOTO MPOU3BOAUTEINS (Ha OIHY CEPHIO
KQ)KJ0T0 TOPrOBOTO HAMMEHOBAHUS C YUYETOM JICKAPCTBCHHON (POPMBI U JIO3UPOBKH ), TIPOBOUMBIX
AKKPEIMTOBAHHBIMA B COOTBETCTBUM C 3aKOHOJATelbcTBOM Poccuiickoit ®Denepamuu 00
AKKpeIUTAIlMK B HAIMOHAIBHONW CHUCTEME AaKKPEAUTAIIMH HWCIBITATeIbHBIMUA JTA00PATOPHUSIMH
(ueHTpamMu).

6. IlpousBoauTenu JEKApCTBEHHBIX CPEJICTB WM OPraHU3alllM, OCYILECTBISIOLUIME BBO3
JIEKapCTBEHHBIX IpenapatoB B Poccuiickyro denepannro, He MEHee 4YeM 3a OJUH TOA [0
IUTAHUPYEMbIX MPHOCTAHOBIEHUS WJIM TPEKpalleHHs IPOU3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB
win ux BBo3a B Poccuiickyro ®enepanuio yBeIoMIsIOT 00 3ToM (enepanbHbIii  opraxn
WCIIOJIHUTENIbHOM BIIACTH, OCYIIECTBISIONMN (QYHKIMKM 1O KOHTPOJIO M Han30py B cdepe
3/IpaBOOXpaHeHMs U (eaepabHbII OpraH UCIOJHUTEIBHOMN BIACTH, OCYILECTBISIONNN (yHKIIUH 1O
JUIEH3UPOBAHUIO MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

7. BBoA B IrpaAaHCKHM 000POT KaXI0M cepuM WM KaKJOW MapTUH MMMYHOOMOJIOTHMYECKOIO
JIEKapCTBEHHOI'0 IIpenapara, INnpousBeAcHHoro B Poccuiickoit denepanny wiaM BBO3UMOIO B
Poccuiickyro @enepanuio, OCyLIECTBISIETCS HA OCHOBAaHUU pa3pellieHus], BBIIAHHOTO (pesiepaibHbIM
OpPraHOM HCIIOJIHUTENIHON BJIACTH, OCYLIECTBISIOMMUM (QYHKLUHU 110 KOHTPOJIIO U HAJ30py B cdepe
3/IpaBOOXpAaHEHUs, HA OCHOBAaHUHU BBIIAHHOTO (eepabHBIMU T'OCY/IaPCTBEHHBIMU OO )KETHBIMU
YUPEXKIECHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOSIIEH CTaThH, 3aKIFOYEHHUS O COOTBETCTBUHU CEPHUU
WIM TapTUH UMMYHOOHOJIOTMYECKOTO JIEKaPCTBEHHOI'O Mpernapara TpeOOBaHUSM, YCTaHOBIIEHHBIM
IIPU €r0 rOCyAapCTBEHHOW peructpanuu. llopsaok BenauM paspelieHus Ha BBOJ B I'PaXKIaHCKHUM
000pOT cepuu WK MapTHH UMMYHOOMOJIOTHYECKOI0 JIEKAPCTBEHHOTO Mpernapara, a Takke MOopsiI0K
BbIIaYyM YKAa3aHHOTO 3aK/IIOYEHHS W pa3Mep IiaTbl 3a €ro Bbliady yCTaHaBIMBAKOTCA
ITpaBuTenscTBOM Poccutickoit denepanuu.

8. 3a HempeaCTaBJICHUE WM HECBOEBPEMEHHOE IIPE/ICTABIEHUE JIOKYMEHTOB U CBEJICHUI,
MPETyCMOTPEHHBIX YacTamu 1, 2, 4, 5 U 6 HacTOAlIEW CTAaTbH, MPOU3BOJUTENH JEKAPCTBEHHBIX
CPEACTB M OpraHu3alv{, OCYUIECTBIIOLIME BBO3 JIEKAPCTBEHHBIX IIpenaparoB B Poccuiickyro
®enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickoit
denepanuu.



9. IlpencraBineHue JOKYMEHTOB M CBEICHHH, MPEIyCMOTPEHHBIX YacTsIMH 1, 2 u 4 Hacrosien
CTaThbU, U TIOJYYEHHE NPEIYCMOTPEHHOIO0 4YacThl0 7 HACTOAILIECH CTATbU pPa3pelIeHHs Ha BBOJ
MMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO Iperapara B TPaXKIAHCKUKA O0OpOT He TpeOyroTcs B
OTHOILIEHUU JICKAPCTBEHHBIX MPEMApPATOB, NPEIHA3HAYCHHBIX I MPOBEACHUS KIMHUYECKUX
MCCJICIOBAHMH JICKAPCTBEHHBIX MIPENapaToB, MPOBEACHUS YKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IS
OCYILECTBJICHUSI TOCYJapCTBEHHOM pPETrUCTpaluu JIEKAPCTBEHHBIX IpernapaToB, a TaKXKe B
OTHOIIICHUH HE3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, MPeIHASHAYCHHBIX JIJIs OKa3aHUs
MEAWIIMHCKOW TIOMOIIM IO JKU3HEHHBIM IIOKa3aHHUSIM KOHKPETHOTO WAIlMeHTa WM TPYIIbI
MalMeHTOB, BBO3UMBIX B Poccuiickyro deneparuio B COOTBETCTBUH ¢ YacTssMu 3 U 3.1 crarbu 47
Hacrosiero deaepanbHoro 3akoHa. (B pea. denepanbHoro 3akona ot 27.12.2019 N 475-D3)

10. IIpu BBIABICHHM B TPa)XIaHCKOM OOOpOTE CEpHM WJIM MAPTHU JIEKAPCTBEHHOI'O Ipernaparta,
JIOKYMEHTBI U CBEJCHHUS O KOTOPBIX, IPEAYCMOTPEHHBIE YacTAMHU 1, 2 U 4 HACTOALLEH CTaTbU, HE
npeCTaBieHbl B (hefepasibHbld OpraH HCIOJHUTEIHHON BIIACTH, OCYIIECCTBISIONMN (QYHKIMH 1O
KOHTPOJIIO ¥ HaJ130py B cdepe 3ApaBOOXpaHeHus, TUO0 CeprH WM MApTUH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O Ipernapara, HE HMMEIOIIMX pa3pellieHus Ha BBOJ B TIPa)XJaHCKUM 000poT,
MPEyCMOTPEHHOTO YacThlO0 7 HACTOSIIECH CTaThbu, (perepalibHbIi OpraH HCIOJHUTENbHON BIACTH,
OCYIIECTBIISIONINIA (DYHKIIMM MO KOHTPOJIO M HAA30py B cdepe 31paBOOXpaHEHHs, B MOPSIKE,
yctanoBieHHOM [IpaButensctBom Poccuiickoit @enepannn, NpUHUMAET PELICHUE O MPEKPaLCHUN
TpaXXIaHCKOTO 000pOTa TAKMX CEPUH WM MApTHH 10 MPEICTABICHHUS yKa3aHHBIX TOKYMEHTOB H
CBEICHHI TUOO0 MOMyUEHUs! YKa3aHHOTO pa3pelieHusl.

Crarbs 53. IIpogaka, mepegaya JJeKApCTBEHHBIX CPE/ICTB
OPraHu3alMsiMM ONITOBOM TOPIroBJIM JIEKAPCTBEHHBIMHU CPeACTBAMU

1. Opranu3anuy ONTOBOW TOPTOBIIM JICKAPCTBEHHBIMH CPEJICTBAMU MOTYT OCYIIECTBIISITH MPOJIAXKY
JIEKapCTBEHHBIX CPEJICTB WIM TepeqaBaTh MX B YCTAHOBIEHHOM 3aKOHOAATEILCTBOM Poccuiickoii
Oenepannn Topsnke (32 HCKIOYEHHWEM (papMalleBTUYECKON CyOCTaHIIMU CIHUPTa STUIIOBOTO
(aTanona): (B pea. DeaepanbHbix 3akoHOB 0T 29.07.2017 N 278-D3, ot 27.12.2019 N 481-D3)

1) ApyrumM opraHu3aiusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NPOU3BOUTENSAM JICKAPCTBEHHBIX CPEACTB JJIA 1IeJIeH TPOU3BOCTBA JICKAPCTBEHHBIX CPE/ICTB;
3) anTeYHBIM OpPTaHU3AIMSAM U BETEPUHAPHBIM allTEUHBIM OpraHU3AIHIM;

4) Hay4HO-HCCIIEIOBATENbCKIUM OPTraHU3alUsiIM Il Hay4YHO-HCCIEI0BATENbCKOM PabOThI;

5) HHAUBUAYAJIbHBIM  [IPCANIPUHUMATCIIAAM, HWMCIOIIHUM JIMLOCH3UIO HaA Cl)apMaI_[eBTI/I‘IeCKYIO
ACATCIIBHOCTD WJIN JIUICH3WIO HA MEAULIUHCKYIO JCATCIBbHOCTD,

6) MEMIIMHCKUM OpraHU3alysM, B TOM YHCJIE CO3JaHHBIM M 3apEerHCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJbCTBOM HWHOCTPAaHHOIO TrocyaapcTBa - wieHa OpraHuzanud >KOHOMHYECKOTO
COTPYJIHHUYECTBA U  DPA3BUTUS HWHOCTPAHHBIM  IOPUIMYECKUM  JIMLAM, WHAWBHUIYaJIbHBIM
IPEANPUHUMATENSAM, SBISIOIIAMCS YYaCTHHKaMH IIPOEKTa B COOTBETCTBUH ¢ DenepaibHbIM
3ak0HOM "O MEXIyHApOJHOM MEIUIMHCKOM KJIACTEpe M BHECEHUU W3MEHEHWIl B OTIENbHBIE
3aKoHoJAaTenbHble aKkThl Poccuiickoil @enepanuu', W BETepUHAPHBIM OpraHuszanusaM; (B pen.
®enepanbHOTo 3aKk0Ha 0T 26.07.2019 N 240-D3)

7) opraHuzalMsIM ¥ WHIWBHIyAIbHBIM MPEANPUHUMATENSM, OCYIIECTBISIONIUM pPa3BEACHUE,
BEIpANIMBAaHUE M COJICPKaHWE J>KUBOTHBIX (32 HCKIIOYCHHEM MPOJAXKH UM (apMaIreBTUICCKUX
cyOcraHiuii uinu ux nepenaun). (B pen. @enepanproro 3akona ot 02.08.2019 N 297-D3)
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2. OpraHum3anyy ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMHM CpPEACTBAMM HE BIIPABE OCYILIECTBIIATH
npojaxy (mepeadyy B YCTaHOBJIEHHOM 3aKoHoOJaTesnbcTBOM Poccuiickoilt denepauuu mopsiake)
(bapMmanieBTHYECKON CyOCTaHIIMM CIMpTa TUIOBOro (3TaHoina). (B pex. dexepanbHOro 3akoHa OT
27.12.2019 N 481-®3)

Crarbs 54. [IpaBuiia onToBoOil TOProBJIM JIEKAPCTBEHHBIMH
cpeacTBamMu

OnToBast  TOProBis  JIEKAPCTBEHHBIMM  CPEJACTBAMHM  OCYLIECTBISETCS  [POU3BOAUTEISIMU
JICKapCTBEHHBIX CPEICTB U OPraHMU3ALMAMM ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHM CPEACTBAMHU IIO
npaBWiIaM HJIeKaeld AUCTPUOBIOTOPCKONW NPAKTUKA W TpaBWIIaM HaJUIekKalledl MpaKTUKU
XpaHEHUsT U IEPEBO3KM JIEKApPCTBEHHBIX IIPENApPaTOB, YTBEPKICHHBIM COOTBETCTBYIOLIMMHU
YIOJHOMOYEHHBIMU (pefiepalbHBIMA OpraHaMU WCHOJHHUTENBbHON BiacTH. (B pea. dexepanbHOro
3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

Crarps 55. Ilopsiiok pO3HMYHOI TOProOBJIN JIEKAPCTBEHHBIMU
npenaparaMmu

1. Po3HuM4Has TOProBisi JIEKapCTBEHHBIMHU IIperaparaMd B KOJHWYECTBAaX, HEOOXOIUMBIX s
BBINTOJIHEHHS BpaueOHbIX ((penpaAimepckux) Ha3HaYeHUH WM Ha3HAYeHUH CIIEIHAICTOB B 00JIacTH
BETEpUHAPUH, OCYLIECTBISETCS aNTeUYHbIMH OPraHU3ALUSAMH, BETEPUHAPHBIMU  alTEYHBIMU
OpraHM3alUsIMH, HHJIMBUAYAJbHBIMU  TpEANPUHUMATENSAMH, HUMEIOIIMMH  JIMIEH3UI0  Ha
(bapMaleBTUYECKYIO AEATEIbHOCTh, MEIAULIUHCKUMU OpPIraHU3aLUSAMH, UMEIOIUMH JIUIEH3UI0 Ha
(bapMareBTUYECKYIO0 JesTeIbHOCTh, U MX O00OCOOJICHHBIMU TOJpa3JesieHHsIMA (aMOyIaTOPHIMH,
denpamepckuMu ¥ QenbALIepCKO-aKyIIepCKUMU [TyHKTaMH, LEHTpaMHu (OTIeNeHUsIMH) oO1ei
BpaueOHOW (CeMeHON) NpPaKTUKH), PACIONOKEHHBIMU B CEJIBCKUX HACEIEHHBIX ITyHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTE€UYHbIC OpraHMU3allid, U BeTepUHAPHBIMU OpraHU3alMsIMU, UMEIOUIMMU
JUIEH3UI0 Ha (apMaleBTUYECKYI0 JeATeNbHOCTh. Pa3pemieHa po3HUYHAs TOPTOBJIS TOJBKO
JeKapCTBEHHBIMM NpenapaTamM, 3aperucTpupoBaHHbiMH B Poccuiickoit @enepauuu  uiau
W3TOTOBJICHHBIMH aNTEYHBIMUA OPTaHU3ALMUSAMH, BETEPUHAPHBIMH alTEYHBIMH OPTaHU3AIUSIMH,
UH/IMBUYaIbHBIMA TNPEANPUHUMATENIME, HUMEIOIUMMH  JIMLIEH3UI0 Ha  (apMaleBTUYECKYIO
JeSITeNIbHOCTh. PO3HMYHAS TOPIOBIIs JIEKapCTBEHHBIMU IpenapaTaMy OCYIIECTBISETCS MO MpaBuiIaM
Ha/JIeKallled anTeyHol MpakTHKH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (efepabHbIM OpPraHOM
WCIIOJTHUTENIbHON BiacTu. (B pen. denepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

1.1. Po3HuuHas TOProBis JIEKApCTBEHHBIMU IpernapaTamMH JJisi MEIULHMHCKOTO MpUMEHEHHus (3a
UCKJIIOYEHUEM JIEKAPCTBEHHBIX IIPENapaTroB, OTIYCKAEMBIX IO pPEUENTy Ha JIEKapCTBEHHBIN
npenapar, HapKOTUYECKUX JIEKAPCTBEHHBIX MPENapaTtoB W ICUXOTPOINHBIX JIEKAPCTBEHHBIX
IpenapaToB, a TaKkKe CIUPTOCOJACPXKAIIUX JEKAapCTBEHHBIX IpenapaToB ¢ OOBEMHOM mojei
ATUJIOBOTO CHUPTa CBBIIE 25 MPOIEHTOB) MOXKET OCYIIECTBISATHCS ANTEYHBIMU OpPTraHU3ALMSIMU
JUCTAHIIMOHHBIM ~ CcITOCOOOM. PO3HMYHYIO TOProBIIIO JIEKAPCTBEHHBIMU IpernapaTaMu  JUIs
MEAMIMHCKOTO TMPUMEHEHMsI JIUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYHIECTBISITh aNTEUHbIE
OpraHu3aliy, UMEIOIIUe JHMIEH3UI0 Ha (apMaleBTHUECKYIO AEATEIbHOCTh M COOTBETCTBYIOIIEE
pazpeunieHue (eaepaabHOr0 OpraHa HCIOJHUTEIBHON BIIACTH, OCYIIECTBISIOUIET0 (YHKIUH IO
KOHTPOJIO M Haj3opy B cdepe 3apaBooxpaHeHus. [lopspok Bbelgaum  paspelieHus Ha
OCYIIECTBJIEHUE PO3ZHUYHOM TOPrOBIM JIEKAPCTBEHHBIMH IpernapaTaMy AUCTaHIIMOHHBIM CIIOCOOOM,
TpeOOBaHUS K aNTeYHBbIM OpPraHU3alMsAM, KOTOPbIE MOTYT OCYIIECTBISATh TaKyl TOPIOBIIO, H
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MOPSIIOK €€ OCYLIECTBJICHUS, & TAK)KE MPaBHJIa JOCTABKH JIEKAPCTBEHHBIX MPENapaToB rpa)kaaHam
ycranaBnuBatorcsi IlpaButensctBom Poccuiickoit ®epepaumu. HMudopmanus o0 omiaueHHBIX
(OTHyIIEHHBIX) W MOJYYEHHBIX JIEKAPCTBEHHBIX Iperaparax BHOCHUTCS B CHCTEMY MOHUTOPHHIA
JBUKEHUSI JIGKAPCTBEHHBIX IpPENaparoB Ui MEIUIMHCKOTO IPUMEHEHHS B  IOPSAKE,
MIPEaYyCMOTPEHHOM 4acThio 7 ctaTthk 67 Hactosmiero denepanpHoro 3akoHa. (B pea. denepanbHoro
3akoHa ot 03.04.2020 N 105-D3)

2. Bungel anTeYHBIX OpraHM3alWii W TpaBUIa OTIMYCKAa JICKAPCTBEHHBIX NIPErapaTtoB MJis
MEAUIIMHCKOTO IpPUMEHEHUS anTeuYHbIMU OpraHu3alusIMH, UHIUBUAYATbHBIMU
NPEIPUHAMATEIIIMU, HMCIOIIUMHU JIMIICH3UI0 Ha (apMaleBTUYCCKYIO JEATeIbHOCTh, a TaKXKe
MpaBWJia OTIYCKa JIEKAPCTBEHHBIX IMPENapaToB i MEIUIUHCKOrO MPUMEHEHUS MEIULHUHCKUMHU
OpraHW3aIUsIMHU, WMCIOIUMHU JIMIEH3UI0 Ha  (PapMaleBTUYCCKYIO JIEATEIBHOCTh, H HX
000c00JIeHHBIMU MoIpa3ieICHUSIMHA (amOynaTopusamu, benpamepcKumMu u
GbenpamepcKo-aKymepcKuMU IMyHKTaMHU, IICHTpaMu (OTACTICHUSIME) 00mIei BpaueOHOM (ceMeitHOM)
MPAKTUKK), PACHOJIOKEHHBIMH B CEIbCKUX HACENCHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC  OpPTaHW3aIlMH,  YTBEPKIAIOTCS  YIOJHOMOYEHHBIM  ()eCPAbHBIM  OpPraHoM
UCIIOJIHUTENIbHOM BiaacTu. (B pea. PenepanpHoro 3akona ot 25.11.2013 N 317-P3)

3. [IpaBuna oTnycka HapKOTUYECKUX CPEACTB U ICUXOTPOIHBIX BELIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4eCTBE JICKAPCTBEHHBIX MPENapaToB, JICKAPCTBEHHBIX MPENapaToB, COACPIKAIINX HAPKOTUYECKUE
CpeacTBa U ICHUXOTPOIHBIC BCHICCTBA, YTBCPIKAAOTCA YIIOJHOMOYCHHBIM (beﬂepaJILHI)IM OopraHom
UCTIOJTHUTEJIFHON BJIACTH IO COTJIACOBAHMIO C (pellepalibHBIM OPraHOM HCIOJHUTEIBHOH BIIACTH,
YIIOJTHOMOYEHHBIM B cdepe BHyTpeHHHX nein. (B pen. PenepanmpHoro 3akona ot 03.07.2016 N
305-D3)

4. JlexapCTBEHHBIC TMpemapaTrbl Uil BETEPUHAPHOTO MPUMEHEHHS IMOJISKAT  OTIYCKY
BETEpUHAPHBIMU ANTEYHBIMU OpTaHU3aIIsIMH, BETEpUHAPHBIMHU OpTaHU3aISIMH,
WHIVBHYaIbHBIMH TPEANPUHUMATEISIMA, HWMCIONIMMHU JIMLIEH3HI0O Ha (DapMaleBTUYECKYIO
nesTenbHOCTh.  OTIYCK  JIGKAPCTBEHHBIX — TPENapaToB  JUIsi  BETEPUHAPHOTO  MPHMEHEHHUS
OCYILIECTBIISICTCSI B COOTBETCTBUU C MpaBWIAMH HaJUIeXkKAaleH alTeYHOM MPaKTHKH JIEKapCTBEHHBIX
IpenapaToB JUIsi BETEPHHAPHOTO MPUMEHEHUS, YTBEPKJACHHBIMU YIIOJIHOMOYEHHBIM (hefepabHbIM
OpraHOM HCIOJHUTENbHOM BiacTH. (B pea. Penepanbproro 3akona ot 02.08.2019 N 297-D3)

5. llepeyeHb MEOMIIMHCKUX OpraHMU3alMii, HMEIOUIMX JHMIEH3UI0 Ha (apMaleBTUYECKYIO
NeSITeIbHOCTb, M MX 000COOJIEHHBIX MOJpa3jieneHuil (amOynatopuil, (enpamepckux Hu
(benpamepcKo-akyepckKux IMMyHKTOB, IEHTPOB (OTaeneHui) oOmiel BpadeOHOM (CeMeiHOi)
NPAaKTUKH), PACHOJI0KEHHBIX B CEIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTE€UHbIE
OpraHM3ali, a TaKKe IepeueHb JIEKapCTBEHHbIX IpPEnapaTroB, MNpoAa)ka KOTOPBIX MOXET
OCYILECTBIIAATBCSl YKA3aHHBIMH OpraHM3allUIMH M HUX OO0OCOOJEHHBIMU TMOJpPa3IeNICHUSIMH,
YCTaHABIIMBAIOTCS OpraHaMU MCIOJIHUTENbHOM BiacTu cyobekToB Poccuiickoit denepaunu. (B pen.
denepanbHbIX 3ak0HOB 0T 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AnrteuHesle OpraHu3allMM, HWHAWBHUIYaJIbHbIE NPEINPUHUMATEIHM, HMEIOIIME JIMLEH3UIO Ha
(dapMaleBTUYECKYIO JIeATENbHOCTh, 00fA3aHbl obOecreunBaTh yTBEpKACHHbIN [IpaBuUTENHCTBOM
Poccuiickoit ®enepauuu U (QopMuUpyeMbIi B YCTaHOBIEHHOM UM TOpPSJKE MHUHHMAaJIbHbIN
ACCOPTUMEHT JIEKaPCTBEHHBIX IPENapaToB, HEOOXOIUMBIX Ul OKa3aHHs MEIULUHCKON MOMOIIH. (B
pen. @enepanpHoro 3akoHa oT 25.11.2013 N 317-D3)

7. AnTedHBIC opraHu3ali, HWHAUBUAYAJIbHBIC MNPCANPUHUMATCIIN, HMCIOIIUC JIMIOCH3UIO Ha
(I)apMaLICBTI/ILICCKYIO ACATCIBHOCTh, HaApAAy C JICKAPCTBCHHBIMU IIpCliapaTaMud HUMCHOT IIPaBO
HpI/I06peTaTI) U MpoagaBaTrb, B TOM YHUCIC AUCTAHIHUOHHBIM CHOCO6OM, MCIHUIIMHCKHUE H3OCIIHNA,
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Ne3WH(ULIMPYIOIINE CPEACTBA, MPEAMETHl U CPECTBA JTUYHON TMTHEHBI, MOCYAY AJS MEIULIUHCKUX
eJIeH, TPeMEThl M CPEJICTBA, MPEIHA3HAUYCHHBIC AJI1 yX0Ja 3a OOJIbHBIMH, HOBOPOXKICHHBIMU H
JIeTbMH, HE JOCTHTIIMMM BO3pacTa TpeX JeT, OYKOBYIO OITHUKY W CpElICTBa yXojAa 3a HeEW,
MUHEPATBHBIC BOJBI, MPOAYKTHI JICUeOHOTO, JETCKOTO M JAMETUYECKOTO MUTAHHS, OMOIOTHYECKH
aKTUBHbIE  J00aBKM, mappOMepHble U  KOCMETHYECKHE  CpPEICTBA, MEAULHUHCKHE H
CaHUTAPHO-TIPOCBETUTEIbHBIC NIEYaTHBIC U3JaHUs, NMPEIHA3ZHAUCHHbIE IS MPOMaraHjabl 3JI0pOBOTO
obpa3za xwu3HH. (B pea. PeaepanbHbiXx 3akoHOB 0T 27.07.2010 N 192-P3, ot 25.11.2013 N 317-P3,
or 03.04.2020 N 105-®3)

8. lestenpbHOCTh anTeyHbIX opranuszanuii Boopyxennsix Cun Poccuiickoit denepanuu, Apyrux
BOMCK, BOMHCKMX (DOPMHPOBAHMA W OPraHoB, B KOTOPBIX 3aKOHOJATEIHCTBOM Poccuiickoit
Denepauyl MpeyCMOTPEHO MPOXOXKACHUE BOCHHON CIIy»Obl Win (heaeparbHON TOCYAapCTBEHHOM
CIIy’KOBI, CBA3aHHOM C IPaBOOXPAHUTEIBLHON JIEATENBHOCTBIO, PETIAMEHTHPYETCSl HACTOSIIMM
@DenepanibHBIM 3aKOHOM W YTBEP)KICHHBIMH COOTBETCTBYIOIIMMH (pellepalbHBIMH  OpraHaMu
UCTIOJIHUTENIBHOW BJAacTU NOJOXKeHUAMHU. KOHTposib 3a coOuo/ileHMeM yKa3aHHBIMU alTEeYHBIMU
OopraHu3alusMyd  NOJOXKEHMM  Hacrosulero  dexepanbHOro  3aKOHa  OCYIIECTBIIIETCS
COOTBETCTBYIOIUMH (pe/iepanibHbIMU OpraHaMU HCIIOJHUTEIbHON BiacTH. (B pen. PenepaabHOro
3ak0oHa ot 13.07.2015 N 262-®3)

9. B ycnoBusx upe3BbYAHONW CUTyaluu W (WJIM) MPU BOSHUKHOBEHHH YTPO3bl PACHpPOCTpaHEHUs
3a00JIeBaHUs, MPEJICTABISIIONIET0 ONACHOCTh Ui OKpyxaroumx, IIpaBurensctBo Poccuiickoit
@enepanyiyl Ipu HEOOXOJUMOCTH BIPABE YCTAHOBUTH BPEMEHHBIN MOPSIOK POZHUYHOW TOPTOBIH
JIEKapCTBEHHBIMU MperapaTaMu Uil MEJUIMHCKOrO MPUMEHEHHS (32 UCKIIOUEHNEM HApKOTUYECKUX
JIEKAPCTBEHHBIX IPEMAapaToB W IICUXOTPONHBIX JIEKAPCTBEHHBIX IPEMApaToB, a TaKxke
CIIUPTOCOEPKAIIUX JIEKAPCTBEHHBIX MpENapaToB ¢ 0OBEMHOM J10JIE STUIIOBOTO CIIUPTa CBBIIIE 25
MPOLEHTOB) JAMCTAHIMOHHBIM CIIOCOOOM, TOPSAOK BBIIAYM pPA3pelICHUS Ha OCYIIECTBICHHE
TOPrOBJIM, IPEIyCMOTPEHHOM HACTOALIEH 4YacTbio, TpeOOBAHMA K aNTEHYHbIM OpraHHU3aLMIM,
KOTOpBIE MOTYT OCYILIECTBJIATH TAKYH) TOPIOBIIO, & TaKK€ BpPEMEHHBIE IIpaBUJIA JIOCTaBKU
JIEKapCTBEHHBIX MpenapaToB rpaxkaanaM. (B pea. DeaepansHoro 3akoHa oT 03.04.2020 N 105-D3)

Ilonoscenue wacmu 9 cmamou 55 oeiicmeosanu 0o 31.12.2020 exnrouumenvno (vacmo 2
cmamou 3 @edepanvhozo 3axkona om 03.04.2020 N 105-@3).

Crartbs 56. U3roroBiieHHe M OTIIYCK JIEKAPCTBEHHBIX NPenapaToB

1. W3roroBieHue JEKapCTBEHHBIX IIPENApaTOB AaNTEYHbIMU OpPraHU3alUsMH, BETEPUHAPHBIMU
aNTEeYHbIMM OPTaHM3ALMAMH, WHINBUAYAIbHBIMU MPEIIPUHUMATEIAMHU, UMEIOIUMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JeSITeIbHOCTb, OCYILECTBIISETCS MO pelenTaM Ha JEeKapCTBEHHbIE MpenapaThl,
no TpeOOBaHMSIM MEAMIIMHCKUX OpraHu3alliid, BETEPUHAPHBIX OpraHu3aluil B COOTBETCTBUHU C
[paBUJIaMU  U3IOTOBJIEHHS U OTIYCKa JIEKAPCTBEHHBIX  IIPENApPaTOB,  YTBEPKIACHHBIMU
YIOJHOMOYEHHBIM (e/IepalbHbIM OPTaHOM HCIIOTHUTEIbHOU BIIACTH.

2. HpI/I HU3TOTOBJICHUHA JICKAPCTBCHHLIX MNPCHIApPaTOB AlITCUHBIMU OpPraHu3alludMH, BECTCPUHAPHBIMU
AIITCYHBIMH OPraHu3aluiAMH, THAUBUAYAJIbHBIMU IIPECATTPUHUMATCIAMA, UMCIOIIUMHA JIMICH3UIO Ha
(I)apMaI_ICBTI/IquKYIO ACATCIBHOCTD, UCIIOJIB3YIOTCA (I)apMaI_[eBTI/I‘-ICCKI/IC CYGCTaHLII/II/I, BKIHOYCHHBIC
COOTBETCTBCHHO B FOCYJIapCTBeHHBIﬁ peecTp JICKAPCTBCHHBIX CPCACTB O MCAUIHUHCKOI'O
MNPpUMCHCHUA U FOC}’II&pCTBeHHHﬁ peecTp JICKApCTBCHHBIX CPCACTB [JId BCTCPHUHAPHOI'O
INPUMCHCHUA B  YCTAHOBJICHHOM  IIOPSAAKE. He JOIYCKACTCsA  U3IOTOBJICHHEC  AlITCUHBIMU
OopraHu3anusiMuy, BCTCPUHAPHBIMU AlITCYHBIMHU OopraHu3anusimu, HHIAWBHUYaJIbHBIMU
npeaAnpuHUMaTCIIsIMU, UMCIOIINMH JIMIICH3UIO Ha q)apMaueBTquCKon JACATCIIBHOCTD,
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JIEKapCTBEHHBIX MPENApPaToOB, 3aperucTpupoBaHubix B Poccuiickoit deneparnum.

3. MapKI/IPOBKa JICKApCTBCHHBIX IIPEIiapaToB, H3TOTOBJICHHBIX AaIlTCYHBIMHM OpPraHUu3aluiaIMH,
BCTCPUHAPHBIMU aIlITCYHBIMHA OopraHu3anusiMuy, WHIWBUYAJIbHBIMHA npeaApruHUMaTCIIsIMU,
HUMCIOIIMMHU JIMICH3HUIO Ha (bapMaI_[eBTI/ILIeCKYIO JACATCIIbHOCTb, U O(bOpMJ'ICHI/IC TaKuX IIp€rapaToB
AOJDKHBI COOTBCTCTBOBATH IIpaBUJIaM, YKAa3aHHBIM B 4aCTHU 1 HaCTOSIIJ_Ief/'I CTaTbu.

4. AnrteuyHble OpraHM3allii, BETEPUHApPHBIE aNTEYHbIC OpraHU3allUM, WHAUBHUIYaJIbHbIC
OpEeINPUHAMATETIN, UWMEIONINE JIMICH3WI0 Ha (apMaleBTUYECKYI0 JIEATEIBHOCTh, HECYT
OTBETCTBEHHOCTbH 3a HECOOJIOJCHHE MPABUJI U3TOTOBIICHUS M OTIYCKa JIEKapCTBEHHBIX MpErnapaTroB
B COOTBETCTBUH C 3aKOHOJATeNIbcTBOM Poccuiickoit denepanum.

Cratba 57. 3anpemenue npoaaxu pajabCuPUUUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, HeJ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeacTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEICTB

[Tponaxa danbcupuMpOBaHHBIX JTEKAPCTBEHHBIX CPEACTB, HEJOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJCTB 3aIlpeIacTCs.

CraTtba 58. XpaHeHuUe JIeKAPCTBEHHbIX CPEICTB

1. XpaHeHue IE€KapCTBEHHBIX CPEICTB OCYIIECTBISETCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CpPEICTB, OpraHU3alUsSIMU ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMU CPEIICTBAMH, AlTEYHBIMHU
OpraHU3aIUsIMH, BETEpPUHAPHBIMU anTeYHbIMH OpraHH3aIHsIMH, WHAUBUAYATbHBIMU
NPEIIPUHAMATEIIMA, HMMCIOIIMMH JIUIEH3WI0 Ha (apMaIeBTUYECKYI0 JIEATEIBHOCTh WM
JUIEH3UI0 HAa MEIUIUHCKYIO JeATeIbHOCTh, MEIUIUHCKUMU OpPraHM3aIUsIMH, BETEPUHAPHBIMU
OpraHW3aIMsIMA M HWHBIMH OPTaHHM3AIUAMH, OCYIICCTBIISIONMMUA OOpaIleHHe JIEKapCTBEHHBIX
CcpencTB. XpaHEHUE JIEKAPCTBEHHBIX CPEJCTB AJII BETEPUHAPHOTO NMPUMEHEHHs] OpraHu3alusiMi 1
WHIUBUTyATHHBIMU MPETPUHUMATEISIMU B CITy4asx, €CJIM OHU UCIIONIB3YIOTCSA UCKITFOYUTEIBHO TTPU
pa3BelIcHNH, BBHIPAIIMBAHHUH, COJCPKAHUM U JICUEHUH >KUBOTHBIX, MOXET OCYIIECTBISTHCS 0e3
NOJIyYEHUsl JIMLIEH3UHU Ha (hapMaleBTHUECKYIO AesITeNnbHOCTh. (B pen. denepanbHOro 3akoHa OT
22.10.2014 N 313-®3)

2. IlpaBmia  XpaHeHUS  JIGKQPCTBEHHBIX  CpPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

3. XpaHeHHE HAPKOTUYECKHX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JICKAPCTBEHHBIX CPEACTB,
pamuodapMarieBTUYECKUX  JIEKAPCTBEHHBIX  CPEJCTB  OCYIIECTBISETCSI B  COOTBETCTBHUU C
3akoHoaresbeTBOM Pocceniickon denepanumu.

Crartba 58.1. [IpeaMeTHO-KOIHYECTBEHHBIH YYeT JeKAPCTBEHHbIX
CPeACTB JJIsA MeIUIMHCKOI0 NpuMeHeHus (B pel. PeaepaabHOro
3akoHa oT 25.12.2012 N 262-D3)

1. HCpC‘ICHL JICKApCTBCHHBIX CPCACTB JId MCAULIUHCKOTrO MNPUMCHCHUSA, [MOMAJICKAIUX
NPpEAMETHO-KOJIMYECTBCHHOMY YUCTY, YTBCPKIAACTCA YIOJTHOMOYCHHBIM q)e)IepaIII)HLIM OopraHomM
HCIIOJIHUTEILHON BIACTH.



https://normativ.kontur.ru/document?moduleid=1&documentid=240457#l32
https://normativ.kontur.ru/document?moduleid=1&documentid=240457#l32
https://normativ.kontur.ru/document?moduleid=1&documentid=208055#l0

2. Tlopsiiok BKJIIOUEHMsI JIEKAPCTBEHHBIX CPEJCTB Ul MEIULUHCKOIO MPUMEHEHUS B IEpEedYeHb
JIEKapCTBEHHBIX CPEICTB JUISL MEIUIMHCKOTO IPUMEHEHUS, MO/IIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY YUETy, YCTaHABJIMBAETCS YIIOJIHOMOUYEHHBIM (pe/lepaibHbIM OPraHOM
UCTIOJIHUTENILHOW BIIACTU IO COTJIACOBAHMIO C (peliepajbHbIM OPraHOM HCIHOJIHHUTENBHOW BIIACTH,

YIIOJITHOMOYECHHBIM B cdepe BHYTpeHHUX aenl. (B pen. DexepanpHoro 3akoHa ot 03.07.2016 N
305-D3)

3. HpCI[MCTHO-KOJ’II/I‘-IGCTBGHHLII;'I YUCT JICKAPCTBCHHLIX CPCACTB AJId MCOAUIUHCKOI'O IMPHUMCHCHUA
BEIYT MPOU3BOUTEIH JICKAPCTBEHHBIX CPEJICTB, OPTAaHU3AIMN ONITOBOM TOPTOBIIH JIEKAPCTBEHHBIMHU
cpeacrBamMu, allTCHYHBIC OpraHrU3alli, MHAWUBUAYAJIbHBIC MPCANPUHUMATCIIN, UMCIOIHUEC JIUILCH3UTIO
Ha (apMaleBTUYECKYIO JEATEIBHOCTh WM JIMIEH3UI0 Ha MEAMIUHCKYIO JeSTeIbHOCTh, W
MEAWIIMHCKUE OpraHu3allid, OCYIIECTBISIONINE OOpalieHHe JCKApCTBEHHBIX CPEICTB IS
MEIUIIUHCKOTO MMPUMEHEHHSI, ITyTeM PETUCTPAIMH JFOOBIX CBS3aHHBIX C UX OOpallleHHeM OIepalui,
IPU KOTOPBIX HU3MEHSETCS UX KOJIMYECTBO U (WJIM) COCTOSIHME, B CHEIUAIbHBIX KypHajax ydera
olepaiui, CBS3aHHBIX C OOpallleHHEeM JICKAPCTBEHHBIX CPEACTB JUISi MEIUIIMHCKOTO TPUMCHEHUS
(manee - crielMaANIbHBIC KYPHAJIBI).

4. TlpaBuna perucTpaluy OIEpaluid, CBS3aHHBIX C OOpallleHHeM JIeKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHHS, BKIIOUYEHHBIX B TIEPEUYCHb JICKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO MPUMEHEHUS, MOAJIeKAIIUX MPEIMETHO-KOINYECTBEHHOMY YUYeTy, B CIEeUHaTbHBIX
JKypHaJlax W TIpaBWja BEJIEHUA M XPAHEHUS CHCIUAIBHBIX IKYPHAJOB YTBEPKIAIOTCS
YIOJHOMOYEHHBIM (eiepalbHBIM OPTaHOM HCIIOTHUTEIBHOM BIACTH.

5. Koutponp 3a coOntoJeHHEeM MpaBWJl PErUCTpallMM oOlepanuii, CBS3aHHBIX C OOpalieHHeM
JIEKAPCTBEHHBIX CPEICTB U MEIUMLIHMHCKOIO IPUMEHEHUS, BKIIOYEHHBIX B IIEpEYCHb
JIEKapCTBEHHBIX CpEICTB JUISL MEIULMHCKOTO IPUMEHEHUS], MOJIEKALUX
IIPEIMETHO-KOJIMUYECTBEHHOMY YU€TY, B CIIELUAIbHBIX JKypHajaX, a TAaKXkKe 3a COOII0ACHUEM ITpaBuUIl
BEJICHUS U XPAaHEHMs CIELUAIbHBIX XYPHAJIOB BO3JIaraeTcsi Ha YIOJHOMOUYEHHbIE (eaepalibHble
OpraHbl HCIOJIHUTEIBHOW BJIACTU W OpraHbl HCIOJHUTENIBbHON BIAcTH cyObekToB Poccuiickoii
®Penepanyy, OCYLIECTBIAIONME JULEH3UPOBAHUE IPOU3BOJCTBA  JIEKAPCTBEHHBIX CPEACTB,
(bapMaleBTUYECKON AESITETbHOCTH U MEIUIUHCKON AESITEeTbHOCTH, U OCYIIECTBISETCS B paMKax
JIMLEH3UOHHOIO KOHTPOJIA.

I'nmasa 11. YHUUYTOXEHUE JEKAPCTBEHHbBIX CPEACTB

Crarbs 59. OcHOBaHUSA U MOPAAOK YHHYTOKECHUS JIEKAPCTBEHHBbIX
CpeacTB

1. HenoOpokadecTBEHHBIE JIEKAPCTBEHHBbIE CPEACTBA, (albCU(PHUIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TIOJISKAT H3BATHIO M3 OOpalleHHs] W YHUYTOKEHHIO B TIOPSIKE, YCTaHOBJICHHOM
[TpaButensctBoM Poccuiickoit ®enepaunu. OCHOBaHMEM Il YHUUYTOXKEHHUS JIEKapCTBEHHBIX
CPE/ICTB SIBIISICTCSA DEIICHHE BIAJENbIa JICKAPCTBEHHBIX CPEACTB, PEIICHHE COOTBETCTBYIONIETO
YIOJHOMOYEHHOT0 (eiepabHOr0 OpraHa WMCHOJIHUTENBHOM BJIACTH WM peLIeHue cyna. (B pe.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. KontpadaxkTHbie leKapCTBEHHBIC CPEICTBA MOJJICKAT U3BATHIO U3 OOPAIEHUS U YHUYITOXKEHUIO
no pemieHu0 cyna. llopsgok  yHUYTOXKEHHs KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEJCTB
ycranaBnuBaercs [IpaButenbctBom Poccuiickoit ®enepanuu. (B pen. demepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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3. Pacxogpl, cBA3aHHbIE C YHMYTOXEHHMEM KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEe10OpPOKAaYeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (albCU(PUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB,
BO3MEULIAOTCS UX BIAJEIBLEM.

4. Bmanmenern JeKapCTBEHHBIX CPENICTB JOJDKEH MPEICTABUTh B YIOJHOMOYCHHBINA (eaepalbHbIN
OpraH WCIIOJHUTEILHON BJIACTU JIOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM MOPSIIKE €ro KOIHIO,
MOATBEPKIAOMINE (DAKT YHHUTOKEHUS JICKAPCTBEHHBIX CPEICTB.

5. CoOTBeTCTBYIOUIMI YHNOJHOMOYEHHBI (QelnepaidbHblii OpraH HUCIOJHUTEIBHOW BIIACTH,
NPUHSABLUIMKA pelieHre 00 YHUYTOXXKEHUH JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIET KOHTPOJIb 34 UX
YHUYTOKEHHUEM.

6. VYHUYTOXXEHHME JIEKAPCTBEHHBIX CPEACTB MPOU3ZBOAMUTCS OPTraHU3ALUSIMH, HMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3UIO, HAa CIHEIUaIbHO OOOPYIOBAaHHBIX IUIOIIAJKAX, MOJUTOHAX W B
CIEIMAIbHO 00OPYZOBAHHBIX TOMEIICHHUSIX C COOJIIoJIeHHEM TpeOOoBaHUN B 00JACTH OXpaHBI
OKPYKAaroIIei cpelibl B COOTBETCTBUHU C 3aKOHOAaTeNbcTBOM Poccuiickoii denepanuu.

7. HapxoTuueckue JI€KapCTBEHHBIE CpEJCTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
panuodapmaneBTUYECKUE JIEKAPCTBEHHBbIE CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBUHM €
3aKoHoAarenbcTBOM Poccuiickoit denepanun.

I'masa 12. TOCYAAPCTBEHHOE PEI'YJIMPOBAHHUE HEH HA
JIEKAPCTBEHHBIE ITPEITAPATDI 11 MEJAUIIUHCKOI'O
NPUMEHEHUWA

Cratbs 60. I'ocynapcTBeHHOE peryJiMpoBaHue LIEH HA JIEKAPCTBEHHbIE
npenaparsl Jis MeAMIUHCKOT0 IPUMEHEeHM
1. FOCY,ZLapCTBeHHOG pPEryjimpoBaHuc ILCH HaA JICKAPCTBCHHBIC IMPCIapaTbl IJId MCIUINHUHCKOI'O

NPUMEHEHHUs OcyIlecTBIseTcsl nocpeAacTBoM: (B pea. denepanpHoro 3akona or 26.03.2020 N
67-D3)

1) yrBepxnenus IlpaBurensctBom Poccuiickoil @enepanuu nepeuHs KU3HEHHO HEOOXOJUMBIX M
BaXHEHILINX JIEKAPCTBEHHBIX IPENapaToB, KOTOPBIH (GOPMUPYETCS U HE peXe OJIHOTO pasa B roj
NIEPECMAaTPHUBAETCS B YCTAHOBJIEHHOM UM IOPSIKE HA OCHOBE KOMIUIEKCHOM OLIEHKH JIEKapCTBEHHBIX
IIpernapaToB, BKJIOYAs AaHAJIU3 CBEACHUM O CpPaBHUTENbHOM KIMHHUYECKOW 3¢ eKTUBHOCTH H
0€30IaCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX IOCIEICTBUI NpUMEHEHUs
JIEKapCTBEHHOIO  CpPEACTBA U  M3YYEHHE  JOINOJIHUTENbHBIX  MOCIEACTBUM  NPUMEHEHUS
JeKapCTBEHHOTO cpencTBa; (B pel. PdexepanbHbIx 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2020 N 206-®3)

2) yTBEepXKICHHUS METOJUKH pacyueTa TMpelelbHBIX OTIMYCKHBIX II€H MPOU3BOJUTENEH Ha
JICKapCTBEHHBIE Tpemnaparhl, BKIIOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOJMMBIX W BaKHEHUITHX
JIEKapCTBEHHBIX TIPErapaTtoB, a TaKXKe BHEIAPEHUsS MEXaHU3MOB (POPMUPOBAHUS CHCTEMBI
pedepenTHBIX 11eH; (B pen. @enepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015),
o1 06.06.2019 N 134-D3)

3) rocynapcTBEHHOM perucTpalyd TNpeAeibHBIX OTIYCKHBIX II€H IPOU3BOAMTENECH Ha
JIEKapCTBEHHBIE MpENapaThl, BKIIOUYEHHBIE B MEPEYCHb >KM3HEHHO HEOOXOIUMBIX W Ba)KHEHIINX
JIeKapCTBEHHBIX MpemnapaToB; (B pea. @eaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)
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4) BemeHUs TOCYJApCTBEHHOI'O peecTpa IMpeleibHbIX OTIYCKHBIX II€H MPOU3BOJAUTENICH Ha
JICKapCTBEHHBIE Tpenaparhl, BKIIOUECHHBIC B TEPEUCHb >KU3HCHHO HEOOXOJMMBIX W BAKHEUIITUX
JIEKapCTBEHHBIX MIPENapaToB;

5) yTBEpXKICHHMsS METOAMKHM YCTAaHOBJIEHUS OpraHaMH HCIOJIHUTENBHOM BiIacTH CyOBEKTOB
Poccuiickoit @enepanuu npeAeabHBIX pa3MEpPOB ONTOBBIX HAA0AaBOK M IPECIBHBIX Pa3MEpOB
PO3HUYHBIX HAJ0aBOK K (PAKTMUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, HA JICKAPCTBEHHBIEC IIPENApPaThl, BKIIOYECHHBIC B IIEPEUEHb KU3HEHHO
HEOOXOMMBIX U BaXKHEHIINX JICKapCTBEHHBIX IIPENapaTosB;

6) YyCTaHOBJIEHUS TPEIEIbHBIX Pa3MEPOB ONTOBBIX HA0ABOK U MPEAETIHHBIX Pa3MEPOB PO3HUUHBIX
Ha/10aBOK K ()aKTHUECKUM OTIIyCKHBIM 1I€HaM, YCTAaHOBJICHHBIM IPOU3BOIUTENSAMH JIEKAPCTBEHHBIX
IIPENapaToB, Ha JIEKAPCTBEHHbIE IIPENaparhl, BKIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIINX JIEKAPCTBECHHBIX NIPENapaTOB;

7) yTBEpXACHUS TOPSIKA BBIJAYM MPEANUCAHUN OpraHaM HCIIOJHUTEIBHOW BJIACTU CYOBEKTOB
Poccuiickoit ®@enepanuym O TPUBEICHUM B COOTBETCTBHUE C 3aKOHOJATENIBCTBOM Poccuiickoit
Oenepalyiyl pemieHuit 00 yCTaHOBJICHUH MPEIEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPEIEIIbHBIX
pa3MepoB  pO3HHYHBIX HAA0aBOK K (DAaKTUUECKUM OTIYCKHBIM I[€HaM, YyCTaHOBJICHHBIM
MIPOU3BOUTENSIMU JIEKAPCTBEHHBIX IMPENApaTOB, HA JIEKAPCTBEHHBIC MPENApPaThl, BKIOYEHHBIE B
NepeyeHb )KM3HEHHO HEOOXOJUMBIX U BaXKHEUILINX JIEKAPCTBEHHBIX MPENApaToB, €CJIU OHU MPUHSTHI
C HapylleHueM 3akoHozarenbcTBa Poccuiickoit ®enepauuu, B NOPSJAKE, YCTAaHOBICHHOM
IIpaBurenscTBoM Poccuiickoit denepanuu;

8) HampaBlIeHUs YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJIHMTEIBHOM BIIACTH OpraHam
UCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit ®denepauuu MNpeANUCaHUN O MPUBEACHUU B
COOTBETCTBUE C 3aKoHoJaTesnbcTBOM Poccuiickonn @Pepepauuu NOPUHATBIX € HapyLICHHEM
3akoHojarenbcTBa Poccuiickoit denepaunn pemieHUit 00 yCTaHOBIEHUM IPENEIbHBIX pa3MepoOB
ONTOBBIX HAJA0AaBOK M MPEIENbHBIX pa3MEpOB PO3ZHUYHBIX HAA0AaBOK K 1I€HAM Ha JIEKAPCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B IE€PEUEHb >KM3HEHHO HEOOXOAMMBIX U BaKHEMIINX JIEKapCTBEHHBIX
IIpenapaTos;

9) ocymiectBneHus penepanbHOTo rocyAapcTBEHHOT0 Haj30pa B chepe oOpalieHus JeKapCTBEHHBIX
CPEJICTB U PETMOHAIIBHOTO T'OCY/IapCTBEHHOIO0 KOHTPOJIS 3a MPUMEHEHUEM IIEH Ha JIEKapCTBEHHBIE
npenapaTbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (pelepalbHbIMU OpraHaMH HCIIOJIHUTENbHON
BJIACTU M OpraHaMM HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoit denepannu coriacHo ux
KOMIIETEHIIUM B ToOpsjaKe, ycTaHoBieHHOM IIpaBurensctBoM Poccuiickoit denepanuu; (B pe.
denepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

10) mpuMeHeHHMs TPEIyCMOTPEHHBIX 3aKOHOAATenbCcTBOM Poccuiickoir ®Dexpepanuu  Mep
OTBETCTBEHHOCTH 3a HApYyIICHHE TOpsIKa IIEHOOOpa30oBaHUs Ha JICKApCTBEHHBIE ITpemaparsl,
BKIIIOUEHHBIC B TIEPEUYCHD KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIIHMX JIGKAPCTBEHHBIX MpENaparoB. (B
pen. @enepansHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycioBusIX upe3BblUaliHOM CUTyalluu W (UJIM) IPU BO3HUKHOBEHUHU YTPO3bI PACIpPOCTPAHEHUS
3a00JeBaHus, MPEJICTABIISIONIETO OMACHOCTh JJIS OKPY/KAIOLIUX, & TAKXKe B CIydae, eClii B TeUEHHUE
TPUALATH KaJeHAAPHBIX THEW rocie npuHsaTus IlpaButensctBom Poccuiickoit @enepannn penieHus
O NPOBEJCHUU MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE IIPENApPAThl, HE BKIIOYCHHBIE B
nepeyeHb KM3HEHHO HEOOXOIUMBIX M BaXHEHIIMX JIEKaPCTBEHHBIX IPENapaToB, Ha TEPPUTOPHUSIX
cyobekToB Poccuiickoit @enepanny BBISBICH POCT PO3HUYHBIX 1I€H HAa YKa3aHHBIE JIEKAPCTBEHHBIE
npenapaTrsl Ha TpUIUAaTh MpoleHToB U Oonee, IIpaButensctBo Poccuiickoit denepanuu Brnpase
YCTaHOBUTbH IPEJEIbHBIE OTIIYCKHBIE LI€HbI IIPOM3BOAUTENIEM HA YKA3aHHBIC JICKAPCTBEHHbIE
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mpenaparsl, MpefelibHble pa3Mepbl ONTOBBIX HAA0AaBOK U MpeleibHbIe pa3Mepbl PO3HUYHBIX
Ha0aBOK K (DaKTHMUECKUM OTIYCKHBIM I[€HAM MPOU3BOJUTEIICH Ha yKa3aHHBIC JIEKAPCTBECHHBIC
npenapatbl. [lepeueHp JeKapCTBEHHBIX MPENapaToB, HE BKIIOUYEHHBIX B IEpeUYeHb KU3HEHHO
HEOOXOJUMBIX W BaKHEHIIMX JICKAPCTBEHHBIX MPENaparoB, W MOPSIOK ero (OPMUPOBAHUS
onpenenstorcst [IpaButensctBoM Poccuiickoit ®epepanun. (B pen. denepanbHOro 3akoHa OT
26.03.2020 N 67-D3)

3. B TedeHue neBSHOCTA KaJeHJIApHBIX AHEW co IHA yTBepxkaeHus [IpaButenbctBoM Poccuiickoit
@Denepanyy NMepeyHs, YKa3aHHOIO B YAaCTH 2 HACTOSILEH CTATbH, HE JOIYCKAIOTCSA peanu3auus U
OTIIYCK BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENApaToB MO L[€HaM, IIPEBBIIAIOLIIM MPEACIbHbIE
OTIIYyCKHBIE ILICHBI IIPOM3BOJAUTENICH HA YKa3aHHbIC JICKAPCTBEHHBIC IIpEnaparhl, INPEACIbHBIC
pa3Mephl OINTOBBIX HAJ0ABOK W IpeNeibHbIE Pa3Mepbl PO3HUYHBIX HAA0aBOK K (hakTHdecKuM
OTITYCKHBIM LICHAM IIPOU3BOAUTENIEH HA yKa3aHHBIE JICKaPCTBEHHBIE IIPENapaThl C y4eTOM HaJIOra Ha
J00aBJICHHYIO CTOUMOCTH. (B pea. PenepanpHoro 3akona ot 26.03.2020 N 67-D3)

Crarps 61. I'ocygapcTBeHHAs perucTpalus U NMepeperucrpaums
npeaeJbHbIX OTILYCKHBIX LEH MPOU3BOAUTE/ICH HA JIEKAPCTBEHHbIE
Npenaparbl, BKIAKYEHHbIE B IEPeYeHb )KU3HEHHO HE00X0AMMBbIX H

BAaKHEHNIIMX JIeKAPCTBEHHBIX penaparos (B pea. PeaepajbHOrO

3akoHa 0T 06.06.2019 N 134-D3)

1. IlpenenbHas OTHYCKHAas IICHA MPOU3BOIMTENSI HAa JICKAPCTBCHHBIM IpenapaT, BKIIOYCHHBIH B
NepeUCHb KU3HCHHO HCO6XOIII/IMBIX A BaXHEHUIINX JICKAPCTBCHHBIX IMPCIaparoB, IMOMJICKUT
TOCYJTapCTBEHHON pErucTpali B TOPSJIKE, ycraHOBIeHHOM IIpaBurenbctBom Poccuiickoii
Qenepaniil, Ha OCHOBAHWU TPEJACTABICHHOTO B YIIOJIHOMOYEHHBIA (enepaiabHbii  OpraH
WCTIOTHUTENILHOM BJIACTH 3asiBICHUS Iep>KaTelsl WIH BIIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO Mpemnapata (yrnoJIHOMOYSHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHas IpejenbHasi OTIYCKHasl lIeHa IPOU3BOUTENS Ha JIEKAPCTBEHHBIN Mpernapar,
BKJIIOYEHHBI B MEPEYeHb KU3HEHHO HEOOXOMUMBIX M BAXKHEWIIMX JIEKApCTBEHHBIX MpPENapaTos,
MOKET OBbITh IEPEepPerucTpUpoBaHa B CTOPOHY YBEIMUYEHHUS OJMH pa3 B KaJeHJapHOM IOy Ha
OCHOBAHMHU TPEJICTABIEHHOIO B YIOJIHOMOYEHHBIH (eliepaibHblil OpraH MCIOJHUTEIbHON BIacTH
70 1 okTA0ps Kaxkaoro roja 3asBICHUS JepXKaress WIM BIAJAeibllda PErHCTPallMOHHOTO
yIOCTOBEPEHUs JISKApCTBEHHOT'O Npenapara (YIoJIHOMOYEHHOTO UM JIMLA).

3. 3apeructpupoBaHHas Mpe/eiIbHAS OTITYCKHAS [IeHa MPON3BOANTENS Ha JICKAPCTBCHHBIN Tperapar,
BKIIIOUEHHBI B TEPEYEeHb JKU3HEHHO HEOOXOIUMBIX M BaXHEHMIIMX JIGKAPCTBEHHBIX MpPENapaTos,
MOXKET OBITh IEpPEPerucTPUPOBaHA B CTOPOHY CHIDKEHHS Ha OCHOBAaHWUW IIPEJICTABICHHOTO B
YIOJTHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTENBHON BIIACTH 3asBJICHHS JEp)KaTeNns WIH
BJIQJICIbIIa PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpernapaTa (yIoJTHOMOYEHHOTO UM
JUIA).

4. Jlepxartenb WM BIAAENEl] PETUCTPALMOHHOIO YJIOCTOBEPEHHs JIEKApCTBEHHOIO IIpernapara
(YNOJTHOMOYEHHOE UM JIMIO) OO0S3aH MpEeACTaBUTh B YIOJHOMOYEHHBIN (enepaabHbli Oprax
VCIIOJIHUTENIBHOM BJIAacTU 3asBJICHHE O IEPEPErHMCTpaly 3aperuCTPUPOBAHHONW IpEAeIbHON
OTIYCKHOHI 1IeHbl TPOU3BOJUTENI Ha JEKapCTBEHHBIN IMpernapaT, BKIIOUYEHHBIM B IepevyeHb
KU3HEHHO HEOOXOJUMBIX M BXHEHIINX JIEKAPCTBEHHBIX IPENaparoB, B CTOPOHY CHUKEHUS B
CJIEAYIOUINX CITydasX:
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1) cHM>KeHUE IIeHbl B MHOCTPAHHOM BaJIOTE HA JIEKApCTBEHHBIN MpenapaT B CTpaHe MPOU3BOAUTEIS
U (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IpenapaT 3aperucTpupoBaH U (WIKM) B KOTOpBIE
HIOCTABJIAETCS IPOU3BOJUTEIIEM;

2) cHMWXKEHHME 1IeH Ha pedepeHTHbIC JEKApPCTBEHHbIE Mpernaparbl B COOTBETCTBUM C IYHKTOM |
HACTOAIIEH YacTh (11 COOTBETCTBYIOMIMX BOCHPOW3BEICHHBIX, OMOAHAIOTOBBIX (OMOIOI00HBIX)
JIEKapCTBEHHBIX MIPETapaToB);

3) mpeBbIlIeHHE TPEACTbHONW OTIYCKHOM IIEHBI Ha NEpBbI BOCIPOU3BEICHHBIN, OMOAHAIOTOBBII
(Omoroo0HBINH) JIEKapCTBEHHBIM MpernapaT HHOCTPAHHOIO IPOM3BOJACTBA HAJ IMpeAeIbHOMN
OTITYCKHOH IIEHOW MPOU3BOIUTENS HA BTOPOW BOCIIPOM3BEICHHBIH, OM0aHaIOroBbIi (0MONOJ00HbII)
JICKapCTBEHHBIN IIpemnapaTr, pPAacCYUTAHHOM B COOTBETCTBUM C METOJUKOH, YTBEPKICHHOU
IIpaBurenscTBoM Pocculickoit denepanuy;

4) mpeBbIILIEHUE TMPENENbHON OTIYCKHOW IIEHBl Ha NEPBBIA BOCIPOU3BEICHHBIN, OMOaHAIOTOBBIH
(Omoro100HBIN) JeKapCTBEHHBIM IpenapaT MPOU3BOAMTENS rocylapcTBa - wieHa EBpasuiickoro
DKOHOMHYECKOTO COK03a HaJ IPEACIbHONM OTIYCKHOM LIEHOM IPOM3BOJAUTENSI Ha BTOPOU
BOCIIPOU3BEICHHbIN, OMOaHaNoOroBblii (OMOMOJOOHBIN) JIeKapCTBEHHBIN Ipernapar MpOU3BOAUTENS
rocyJapcrsa - wieHa EBpa3suiCKOro 3KOHOMHYECKOI'O CO033a, PACCYUTAHHOM B COOTBETCTBHM C
METOAMKOM, yTBepxkaeHHOM [IpaButensctBom Poccuiickoit @enepanuu.

5. Ilopsaok nepeperucTpanuy 3aperuCTPUPOBAHHBIX MIPEACIIBHBIX OTITYCKHBIX LIEH ITPOU3BOIUTEIICH
Ha JICKapCTBEHHbIE Mpenaparhl, BKIIOYEHHbIE B MIEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENaparoB, B Clydasx, IPEIyCMOTPEHHbIX YacTAMU 2 - 4 HACTOsILEH CTaThy,
ycranasinuBaercs [IpasurensctBom Poccuiickoit @denepanun.

6. DKOHOMHMYECKUN aHaJIM3 MPEACIbHOM OTIYCKHOM LEHBbl NMPOM3BOAMTENS HA JIEKAPCTBEHHBIN
Ipenapar, BKJIIOYEHHBIH B IE€PEUYEHb >KU3HEHHO HEOOXOIMMBIX M BaXXHEHMIINX JIEKapCTBEHHBIX
IpenapaToB, NpU €€ TOCYJapCTBEHHON pErucTpalud WM NepeperucTpalyy OCYLIeCTBISETCS
denepanbHBIM OPraHOM MCIIOJTHUTEIBHONW BJIACTH, OCYIIECTBISIOIUM (QYHKIMHM IO TNPUHSATHIO
HOPMATUBHBIX IPABOBBIX AKTOB W KOHTPOJIO 3a COOJIOJAEHHMEM 3aKOHOJATeNbCTBA B cdepe
roCy/apCTBEHHOT'O PETyJINpOBaHUsl 1ieH (TapuoB) Ha TOBaphI (YCIyTn).

7. PacueTr mpenesbHbIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTAX | M 2 HAcTOALIEH CTaThu, NMPU HUX
TFOCYJapCTBEHHOM PETUCTpAllMd WM IEPEPETUCTPALMA OCYIIECTBISIETCS. B COOTBETCTBUHU C
METOAMKOH, yTBepxkAcHHOU IIpaBurensctBoM Poccuiickoii denepanuu U y4UTHIBAIOLIEH B TOM
YHCIIE:

1) cobmoneHune OanaHca MHTEPECOB MOTPEOHUTENEH JIEKApCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B
nepevyeHb KU3HEHHO HEOOXOMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, U MPOU3BOIUTENEH
JICKAPCTBCHHLBIX MPCIapaToB, BKIIOYCHHBIX B IMEPCUYCHLb XKU3HCHHO H€O6XOJII/IMI)IX M BOKHEHIITHX
JIeKapCTBEHHBIX MpenapaToB;

2) gaxTHUecKyIo OTITYCKHYIO IIeHYy Ha JIeKapcTBEeHHbIE npenapatsl B Poccuiickoil denepanuu, neHy
BBO3a JICKaPCTBEHHBIX IpenapatoB B Pocculickyro denepanuio, a Takke LEHbl Ha aHAJIOTMYHbIE
JIEKapCTBEHHBIC TIpenapaThl, Haxo smmecs B oopamenuu B Poccuiickoit deneparuu;

3) 3arpaThl MNPOU3BOJIUTENS JIEKAPCTBEHHOrO TMpenapara Ha MPOU3BOJICTBO M peaTu3alHio
JIEKapCTBEHHOIO Mpernapara;

4) 1IeHy Ha JIEKapCTBEHHBIN MpEMmapar, ero e’y B CTPaHe MPOU3BOIUTENS U B CTPaHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpOBaH U (WJIHM) B KOTOPBIEC MTOCTABIISETCS IPOU3BOIUTEIIEM.

8. He AOIMYCKAIOTCA peain3dalusd U OTIIYCK JICKAPCTBCHHBIX IMPCIapaToOB, BKIIOYCHHBIX B MECPCUCHDL



XKHU3HECHHO HeO6XOI[I/IMI>IX u BayKHEHUIITHX JICKApCTBCHHBIX mpemnaparos, Ha KOTOPBIC
MMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX NPCIIAPATOB HE 3apCruCTpUpOBaHa NPCACIbHAA OTIIYCKHAA LICHA,
pcaiu3anua IMIPOU3BOJUTEIIAMU  JICKAPCTBCHHBIX IIp€apaToB IO LIOE€HaM, IMPEBBIIINAIINM
3apCruCTpUupOBaAHHBLIC U1 NEPpCPEruCTpupoOBaHHbIC MMpeaAcCiIbHBIC OTITYCKHBIC CHBI Ha
JICKApPCTBCHHEIC NIPCIIapaThbl ¢ YHETOM HaJiora Ha I[O6aBJ'ICHHy1-O CTOUMOCTD.

9. OcoOGeHHOCTH roCyIapCTBEHHOIO PETYJIUPOBaHUS MPEIEIbHBIX OTIYCKHBIX LIEH ITPOU3BOAUTEINIEH
Ha JICKAPCTBCHHBIC MPCIapaThl, BKIIFOYCHHLIC B IICPCUYCHDb KU3HCHHO HCO6XOHI/IMBIX M BaXHEHIIINX
JIEKapCTBEHHBIX IIPENaparoB, B 3aBUCUMOCTH OT 3KOHOMUYECKHMX U (MJIM) COLUAIBHBIX KPUTEPHEB
(U3MEHEeHHE YCJIOBUHM, MOpsAAKAa M CTOMMOCTH TIIPOU3BOJACTBA JICKAPCTBEHHBIX IpENnaparos,
UCIIOJIb30BaHUE HOBBIX ()OPM, METOMOB U CIIOCOOOB TOCYAAPCTBEHHOIO DPErYJIMPOBAHUS ILIEH Ha
JIeKapCTBEHHbIE IIpenapaThl, B TOM YMCJIE HA OCHOBE MeXaHH3Ma peepeHTHOro 1eHo00pa3oBaHus,
U3MEHEHUH NOps/iKa OKa3aHWs MEAMLIMHCKOW IOMOIIM, W WHbIE M3MEHEHHs) yCTaHaBJIMBAIOTCS
IIpaBurenscTBoM Poccutickon denepanuu.

Crarbs 62. ['ocygapcTBeHHBIN peecTp npeaebHbIX OTIYCKHbIX LEeH
NPOU3BOUTEICH HA JICKAPCTBEHHbIE NPeNnaparTbl, BKINYCHHbIC B
nepevYeHb s KU3HEHHO HE00X0AMMBbIX U BAKHEHIIHUX JIEKAPCTBEHHbBIX
NpenaparoB

1. 3aperucTpupoBaHHBIE WU  [EPEPETUCTPUPOBAHHBIC  MPEACIbHBIE  OTIHYCKHBIC  IIEHBI
MPOU3BOJIUTENICH HA JIEKQpCTBEHHBIE Mpenaparbl, BKIOYEHHbIE B TMEpPEYeHb IKUIHEHHO
HEOOXOAMMBIX W B@KHEWIIMX JICKAPCTBEHHBIX TMPEMAapaToB, IMOMJIEKAT BKIIOYCHUIO B
TOCY/IapCTBEHHBIA pPEECTp IMpeAeTbHBIX OTHYCKHBIX II€H MPOU3BOAMTENCH Ha JEKapCTBEHHBIC
npenaparbl, BKIIOUYECHHBIE B TEPEUCHb XU3HEHHO HEOOXOAMMBIX W BaXKHEHIIUX JIEKAPCTBEHHBIX
npernaparos. (B pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. I'ocyapCTBEHHBII peecTp MPENEIbHBIX OTIYCKHBIX LI€H IPOU3BOAUTENIEH HA JIEKAPCTBEHHBIE
npenaparsl, BKIOYEHHbIE B IMEPEUEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEMIINX JIEKapCTBEHHBIX
IpenapaToB, COJAEPKUT B cebe cielyrolyto HH(opMaIHio:

1) HauMeHOBaHHUE JIePIKaTeIIs WK BJaJeliblla PErHCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, HAMMEHOBAaHHUE MPOU3BOMTEINS JIEKAPCTBEHHOTO MperapaTta, CBEJICHHS O PErHCTPaluu
JepKaTesl WIA BIAJACTblla PETUCTPAIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara,
CBEJICHUS O PETHCTPAllMU MPOM3BOMUTENS JICKAPCTBEHHOTO Tpenapara s MEIUIUHCKOTO
NPUMEHEHHUS B KayecTBE HAJOrOIUIaTeNbIIMKa B CTpaHe perucTpauuu (sl POCCHMCKUX
IOPUINYECKUX JIHIT - UICHTH(PHUKAIIMOHHBIN HoMep Hanororareibiuka (MHH), mis mHOCTpaHHBIX
IOPUINYECKAX JIMII - CTpaHa pErucTpalud, HaWuMEHOBAaHHE PETHCTPHPYIOIIETO OpraHa,
PETUCTPAIIMOHHBIN HOMEp, KOJ HaJOTOIUIATENBIIMKA B CTPAHE PETHCTPallui (MHKOPIIOPAIMH) WITH
€ro aHanor), MCECTO HaxXOXICHHA IMPOU3BOACTBCHHBLIX IUIOMAAO0K, YYAaCTBYHOIIHMX B IIPOLHECCE
MIPOM3BOJICTBA JIEKAPCTBEHHOTO IMperapara, ¢ YKa3aHueM CTaJMH Mpoliecca MPOU3BOICTBA; (B peil.
denepanpHoro 3akona ot 28.12.2017 N 425-03)

2) HauMEHOBAaHME JIEKAPCTBEHHOIO Ipernapara (MEeXIyHapOJHOE HEMaTeHTOBAaHHOE, WIH
rPYHNIUPOBOYHOE, WM XMMHYECKOE U TOProBoe HauMeHOBaHus); (B pea. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) HOMCDP PECTUCTPALIMOHHOI'0 YAOCTOBCPCHUS JICKAPCTBCHHOT'O ITPEIiapara,

4) nexapcTBeHHas popMma ¢ ykazaHUEeM J03UPOBKH JIEKAPCTBEHHOTO Mpernapara 1 ero KOJIn4ecTBa BO
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BTOPUYHOH (MOTPEOUTENIBCKOM) yIIAaKOBKE, a TAaKXKE KOMIUIEKTHOCTh; (B pen. demepaibHOrO 3aKOHA
or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5) 3aperucTpupoBaHHAs TpeeIbHAs OTITYCKHAs IIeHa Ha JIEKAPCTBEHHBIA Mpernapar B pyonsx; (B
pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

6) mata ¥ HOMEp NpPUKa3a YMOJIHOMOYEHHOTO (pelepalbHOTO OpraHa HUCIOJHUTEIBHON BIIACTH O
TOCYJIAPCTBEHHON pErHCTpPallid WM TEePeperucTpaluyd MpeJeIbHOW OTITYCKHOW IIeHBl Ha
JICKapCTBEHHBIN MpernapaT, BKIIOYEHHBIM B IMEpPEUeHb >KU3HCHHO HEOOXOMUMBIX M BAaKHEHUIIUX
JIEKapCTBEHHBIX TpenaparoB; (B pen. denepanbHbX 3akoHOB oT 22.12.2014 N 429-d3 (pen. or
13.07.2015), ot 06.06.2019 N 134-03)

6.1) gara BCTyIIeHUSI B CHITy MPUKa3a yIIOJTHOMOYEHHOTO (peepabHOTO OpraHa MCIOTHHTEIHLHON
BJIACTH O TOCYAAPCTBEHHOM PErMCTpalMi WIM MEPEeperucTpanuy MpeaeabHOM OTIYCKHOM LIEHBI
MIPOU3BOUTEIS HA JIEGKAPCTBEHHBIN Mpernapar, BKIIOUCHHBINH B MEPEYCHb )KM3HEHHO HEOOXOAUMBIX
U BaXHEHIIUX JICKAPCTBEHHBIX mpernapaToB; (B pen. demepanpHoro 3akoHa or 06.06.2019 N
134-D3)

7) WITPUXOBOW KOJl, HAHECCHHBI HAa BTOPUYHYIO (IOTPEOUTEIBCKYIO) YNAKOBKY JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanbpaoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

8) Koj JIEKapCTBEHHOTO Mperapara IO aHATOMO-TEPANEBTHYECKO-XUMUYECKON KITacCH(DUKAIIHH,
pekoMeHTI0BaHHON BcemupHoii opranu3anueii 31paBooxpaneHus. (B pen. denepaabHOro 3akoHa OT
22.12.2014 N 429-D3)

3. TocynapcTBeHHass perucTpauus WM MepeperucTpanus MNpeAeibHbIX OTIYCKHBIX LE€H Ha
JICKApPCTBCHHLIC ITpC€rapaThl, BKIOUYCHHLIC B IHCPCUYCHb XKU3HCHHO HGO6XOI[I/IMI>IX M BaXHEHIIMX
JIEKapCTBEHHBIX IpEnapaToB, BEJEHHE TOCYAapCTBEHHOIO peecTpa IMpelesIbHBIX OTIYCKHBIX LEH
HpOHSBO[{HTCHCﬁ Ha JICKApCTBCHHBLIC IMPCIiaparbl, BKIIOYCHHLBIC B TIICEPCUYCHL JKU3HCHHO
HEOOXOIUMBIX M BaXKHEMIIMX JIEKApCTBEHHBIX IMPEnapaToB, OCYIIECTBISAIOTCS B IOPSJKE,
ycraHoBieHHOM IlpaBurensctBom Poccuiickoit ®denepanuu. (B pen. denepaibHOro 3akoHa OT
06.06.2019 N 134-®3)

Crarbs 63. YcTaHOBJ/ICHHE OPraHAMHU UCIOJIHUTEILHOU BJIACTH
cyobekToB Poccuiickoin @enepanyu npeaejbHbIX pa3MepoB ONTOBBIX
HAA0aBOK M NpPeAeJbHbIX Pa3MEpPOB PO3HUYHBIX HA10ABOK K
(paKTHYECKUM OTIIYyCKHBIM LIEHAM, YCTAHOBJIEHHbIM
NPOU3BOAUTEISIMH JICKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBECHHbIE
Ipenaparbl, BKJINYEHHbIE B IIePeYeHb KU3HEHHO HE00X0AUMBIX H

BasKHEHIIIHX JIEKAPCTBEHHBIX MpenapatoB (B pea. PexepajibLHOro
3aKkoHa o1 27.12.2019 N 475-®D3)

1. Opranel HCHOJHUTENBHOW BIACTH CyObeKTOB Poccuiickoii @Penepanuu yCcTaHABIMBAIOT
npelelbHble pa3Mepbl OMNTOBBIX HAA0aBOK U IpeleibHble pa3Mepbl PO3HUYHBIX HaJ0aBOK K
(akTHUECKUM OTIYCKHBIM IIeHaM (0e3 yueTa Hajora Ha J00aBJI€HHYIO CTOUMOCTB), YCTaHOBIICHHBIM
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENApaTOB, HA JIEKAPCTBEHHBIE NPENAPAThl, BKIOYEHHBIE B
nepeveHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIUX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUHU C
YTBEPKICHHOU B MOpsAKe, ycTaHOBIEeHHOM [IpaBurensctBoM Poccuiickont denepanum, METOOUKON
YCTQHOBJICHHsI OpraHaMHM MCIIOJIHUTEIbHOM BiacTu CcyObekToB Poccuiickoit  deneparuu
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IpEeJeNbHBIX PAa3MEPOB OINTOBBIX HAJ0ABOK M TNPEAEIbHBIX Pa3MEPOB PO3HMUYHBIX Hal0aBOK K
(aKTHUECKUM OTIYCKHBIM LI€HaM, yCTaHOBJICHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB,
Ha JICKapCTBEHHbIE Mpenaparhl, BKIIOUEHHbIE B NIEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEeKapCTBEHHBIX MpernaparoB. [IpoeKTsl pemeHuil OpraHoB HCIHOJIHHUTENBHOM BIIACTH CyOBEKTOB
Poccuiickoit ®enepanuu 00 yCTaHOBIEHUU U (MJIM) U3MEHEHUHU INPENEIbHBIX Pa3MEpOB ONTOBBIX
Ha/0aBOK U TIPEAETbHBIX PAa3MEPOB PO3HUYHBIX HAM0aBOK K (PAKTUUYECKUM OTIYCKHBIM LIEHAM,
YCTAHOBJICHHBIM INPOU3BOAMTENSIMU JIEKAPCTBEHHBIX NpENapaToB, HA JEKAapCTBEHHbIE IPENaparsl,
BKJIIOYCHHBIE B TEpPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX MpPENapaToB,
HOJUIeXkKAT COIVIACOBAHUIO C YIOJIHOMOYEHHBIM (efepabHbIM OPraHOM HMCIIOJIHUTEIbHON BIIACTH,
OCYILECTBIISIONIMM (PYHKIMU TO MPHUHATHIO HOPMATHUBHBIX MPABOBBIX aKTOB W KOHTPOIIO 32
COOJIIOJICHHEM 3aKOHOJATENIbCTBA B c(hepe IoCyJapCTBEHHOI'O PEryJMpoBaHUs LeH (Tapu@oB) Ha
ToBapshl (yCiayrv), B nopsiake, ycranosieHHoM [lpaButenbctBom Poccuiickoit denepaunu. (B pen.
denepanbbix 3aK0HOB 0T 13.07.2015 N 241-P3, o1 27.12.2019 N 475-D3)

2. OpraHu3auuy ONTOBOW TOPrOBIM JICKAPCTBEHHBIMH CPEJICTBAMH, AaIllTEYHble OpraHU3alMH,
WH/IMBUyaIbHbIC TIPEATNPHHUMATEIN, UMEIOIINE JUIICH3UI0 Ha (papMaleBTHYECKYIO JeSTeIbHOCTD,
MEAMIMHCKUE OpraHu3allid, MUMEIOIINEe JIMIICH3UI0 Ha (papMaleBTHYECKYIO NEeSTENIbHOCTh, U X
00ocobeHHbIe Tonpa3aeneHus (amOynaropuu, Qenpamepckue u - (peapaAmepcKo-aKymepeKe
MYHKTBI, UEHTpbl (OTAeneHusi) oOmieil BpadeOHOH (ceMelHO#) MpPaKTUKH), PACHOJOKEHHBIE B
CEJIbCKMX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OpraHU3alMH, OCYIIECTBISIOT
peanu3annio JIEKApCTBEHHBIX MPENapaTroB, BKIIOYEHHBIX B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX IPEMapaToB, 1O IIeHaM, KOTOpble (HOPMHUPYIOTCS B COOTBETCTBUU C
nopsaKoM, yctaHoBieHHbIM [IpaButensctBoM Poccuiickoit @enepanuu, U ypoBeHb KOTOPBIX (0e3
ydyera Hajora Ha [J00aBJIE€HHYIO CTOMMOCTb) HE JOJDKEH MPEBBILATh CyMMY (aKTHYECKOU
OTIIYCKHOI  IIEHbI, YCTaHOBJICHHOW MPOU3BOJAUTENIEM JIGKAPCTBEHHOTO Mpemnapara, He
IIPEBBIIIAOIICH 3apPETUCTPUPOBAHHON WIIM NEPEPETUCTPUPOBAHHON NMPEACIBHON OTIIYCKHOM LIEHBI
MPOU3BOUTENS (HA JaTy peaju3aluu JIEKapCTBEHHOTO Mperapara MpOU3BOJIUTENEM), U pa3Mmepa
ONTOBOM HaA0aBKK MU (WJIM) pa3Mepa PO3HUYHOW HaAO0aBKU, HE MPEBBIMIAIONIUX COOTBETCTBEHHO
pasmepa mpeneiabHONM ONTOBOM HanOaBkU M (MIM) pa3Mepa MpeleNbHOM PO3HUYHON Hag0aBKH,
YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit @enepanuu. (B pen. @enepanpHoro 3akoHa ot 27.12.2019
N 475-®3)

3. Opransl HCHOMHUTENBHOM BiacTu cyObekToB Poccuiickoii ®enepanuu pa3MemaloT B CETH
"NHTepHeTr"  MHPOPMALUIO O  3apeTUCTPUPOBAHHBIX  IPEJENbHBIX  OTIYCKHBIX  II€Hax
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIE IIpenaparsl, BKJIIOYEHHBIE B IEPEYEHb JKU3HEHHO
HEOOXOIUMMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX NpenapaToB, 00 YCTAHOBJIEHHBIX B CyOBEKTe
Poccuiickoit denepannu npeneabHbIX pa3Mepax ONTOBBIX HaJA0aBOK U (WIN) IpeebHBIX pa3Mepax
PO3HUYHBIX HaJ0aBOK K YCTAHOBJIEHHBIM IPOM3BOJUTEISIMHM JIEKAPCTBEHHBIX IpenapaToB
(aKkTUYeCKUM OTIYCKHBIM LI€HaM Ha JIEKAPCTBEHHBIE IIpernapaThl, BKJIIOUYEHHbIE B IE€pPEUYEHb
KU3HEHHO HEOOXOJMMBIX UM BaXHEHIIMX JIEKapCTBEHHBIX MIPENaparoB, a TaKkKe O CyMMe
3apErUCTPUPOBAHHBIX MPEACIBbHBIX OTIYCKHBIX II€H IPOM3BOAUTENIEM Ha JIEKapCTBEHHBIE
npenapaThl, BKIIOUEHHbIE B TEpeUeHb JKU3HEHHO HEOOXOAMMBIX M BAaKHEHIIHMX JIEKapCTBEHHBIX
IpernapaToB, yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepannu npeaeabHbIX pa3MepoB ONTOBBIX
Ha/10aBOK M TNpeNeNbHBIX Pa3MepPOB PO3ZHUYHBIX HAJ0aBOK M Hajlora Ha J100aBIEHHYIO CTOMMOCTb.
WNudopmanys, mperycMOTpEHHas HACTOSILENH YacThio, JOJDKHA HAXOAWUTHCS TakKe B aNTEUHBIX
OpraHu3alysaX B JIOCTYIHOW Ul BCEX 3aMHTEPECOBAHHBIX JIMIl (hopMe M OOHOBIATHCSA MO MEpe ee
pa3MelleHnsl OpraHaMu HUCIOJHHUTENbHOM BiacTu cyObekToB Poccuiickoit ®enepanuu B CETH
"Unrepuer". (B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-@3)

4. ITynkT yrparun cuiy. (B pen. ®@enepanbHoro 3akoHa ot 27.12.2019 N 475-03)
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I'aasa 13. MOHUTOPUHI D®PEKTUBHOCTHU U
BE30OINACHOCTHU JIJEKAPCTBEHHbBIX IIPEITAPATOB,
HAXOJSIUXCS B OBPAILIEHUU B POCCUHUCKOHN
DOEJIEPAIINMU (B pen. PenepaabHoro 3akona or 22.12.2014 N 429-03
(pea. ot 13.07.2015))

Cratbsa 64. ®apmakoHaaszop (B pea. @eaepajbHOro 3aKOHA OT_
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. JlekapcTBeHHBIC TIpemapaThl, HaXOAsIUecs B oOpamieann B Poccuiickoii denepariuu, moaaexar
MOHHUTOPHUHTY 3(P(GEKTUBHOCTH U O€30IaCHOCTH B IENAX BBIABICHUS BO3MOXHBIX HEraTHBHBIX
MOCHEACTBUM WX  TNPUMEHEHHUS, WHIWBUAYAIBHOM  HENEPEHOCUMOCTH, MPEIyINPEKIACHUS
MEAUIMHCKUX PaOOTHHUKOB, CIEIUAINCTOB B O0JIACTH BETEPUHAPHH, MAIMEHTOB WJIM BIIAJICINIbIICB
JKUBOTHBIX M HX 3alUThl OT TPUMEHEHHs TaKUX JIEKAPCTBEHHBIX TMpernapaTtoB. (B pell.
DdenepanbpHoro 3axona or 02.08.2019 N 297-03)

2. ®apmMaKoHaI30p OCYMIECTBISETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (heiepaIbHBIM OPTaHOM
VCIIOJHUTEIIBHOM BJIACTU B YCTAHOBJICHHOM MM IIOPSIKE IyTEM aHajln3a MPefoCTaBIsIeMON
cyObeKTaMu OOpamieHusi JIEKAPCTBEHHBIX CPEACTB HMHPOPMAIMU O TOOOYHBIX JCHCTBUSX,
HE)KENIATCJIbHBIX ~ pPEakLMAX, CEPbE3HBIX  HEXKENATENbHBIX  pEaKUUsAX, HENPEIBUICHHBIX
HE)KEJIaTEeJIbHbIX PEAaKIUSIX NPU NPUMEHEHUU JIEKapCTBEHHBIX IpernapaToB, 00 MHAWBHyaIbHOU
HEMEePeHOCUMOCTH, OTCYTCTBUU I(PPEKTUBHOCTH JIEKApPCTBEHHBIX IMPENaparoB, a Takke 00 HMHBIX
(dakTax M OOCTOATENBCTBAX, MPEICTABISAIONIMX YIPO3y JKU3HU WIM 3J0POBBIO 4YEJIOBEKa JIMOO
JKUBOTHOI'O IIPU INPUMEHEHHMH JICKapCTBEHHBIX IIPENAapaTOB M BBIABICHHBIX HAa BCEX JTalax
oOpallieHus JJeKapCTBEHHBIX IpenapaTtoB B Poccuiickoit deaepanuu 1 Ipyrux rocynapcrax.

3. CyObekTsl 00pallleHus JIEKApCTBEHHBIX CPEJICTB B MOPSAKE, YCTAHOBICHHOM YITOJIHOMOYEHHBIM
denepaabHBIM OpraHOM HCIHOJHHUTENBbHOM BiacTH, 00s3aHBI COOOINATh B  YIOJHOMOYEHHBIN
benepanbHbII OpraH UCIOJHUTEIBHON BIACTH O MOOOYHBIX NEHCTBUAX, HEXKENIATENbHBIX PEAKIIMIX,
CEPbE3HBIX HEKENATENIBHBIX pEaKUUAX, HENPEABUACHHBIX HEXENATENbHbIX PpEaKUMIX IpH
NPUMEHEHUHN JIEKapCTBEHHBIX MpenaparoB, 00 HHAMBUIYaTbHOM HENEPEHOCUMOCTH, OTCYTCTBHH
3 PEKTUBHOCTH JIEKAPCTBEHHBIX IpernapaTroB, a Takke 00 HMHBIX (akTaXx U 0OCTOATENbCTBAX,
MPEJICTABISIIOIIMX YIpo3y >KM3HU WM 3[0POBBIO0 4YEJOBEKa JIMOO >KMBOTHOIO MpPH NPUMEHEHHU
JIEKapCTBEHHBIX IPENapaToB U BBIABIEHHBIX Ha BCEX JTamax oOpalleHHs JIEKapCTBEHHBIX
npenaparoB B Poccuiickoit denepanuu U gpyrux rocyapcraax.

4. JlepxaTenu WIM BIIAJENbIbl PErUCTPALMOHHBIX YIOCTOBEPEHHMH JIEKapCTBEHHBIX MpPENapaTos,
IOpUAMYECKHE JIMIa, HAa HMS KOTOPBIX BBIIAHBI DPAa3pelIeHHs] Ha MPOBEACHHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit @enepannu, MO0 yIoJIHOMOUYEHHBIE UIMU JIPYTUE IOPUAMUYECKUE JTUIA
B paMKax oOecrieueHusi 0€30MacHOCTH JIEKAPCTBEHHBIX IMPENapaTroB B MOPAIKE, YCTAaHOBIEHHOM
COOTBETCTBYIOIUM YIOJHOMOUYEHHBIM (e/lepaIbHbIM OPraHOM HCIOJHUTENIBHOW BIACTH, 00S3aHbI
OCYHIECTBIISITh NpPHEM, y4yeT, 0O0pabOoTKy, aHaIW3 M XpaHEHUE MOCTYMAIIUX B HX aJpec OT
CyOBEKTOB 00paleHUs JIEKapCTBEHHBIX CPEJICTB U OPraHOB IOCYIapCTBEHHOM BJIACTH COOOIIEHUH O
NMOOOYHBIX IEUCTBUAX, HEXKETIATENbHBIX PEaKLUIX, CEPbEe3HBIX HEXKENaTeNIbHbIX U HEMPEIBUICHHbBIX
HE)KEJNATeNbHBIX PEAaKLUUAX MPU HMPUMEHEHHUHU JIEKAPCTBEHHBIX IMPENnaparoB, 00 OCOOCHHOCTIX HX
B3aMMOJICHCTBUS C IPYTUMU JIEKAPCTBEHHBIMU NpenapaTaMu, UHIUBUAYaIbHOW HEMEepEeHOCUMOCTH,
a Takke 00 MHBIX (aKTax M OOCTOSITENbCTBAX, MPEACTABISIONIMX YIpO3y KU3HU WU 370POBBIO
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YyesoBeKa MO0 JKUBOTHOTO WM BIMSIOIIMX HAa M3MEHEHHE OTHOLIEHUS OXKHAAaeMOW MOJb3bl K
BO3MOKHOMY PUCKY IIPUMEHEHHs JIEKAPCTBEHHBIX IIPENapaToB.

5. Ilpu BbIsIBICHUH HH(DOPMAIUM O CEPHE3HBIX HEKENATENbHBIX PEAKIUSIX U HENPEIBUACHHBIX
HE)KENNATeNIbHBIX PEAaKLUUAX MPU NPUMEHEHHUHU JIEKApCTBEHHBIX IpPEnaparoB, 00 OCOOEHHOCTAX HUX
B3aUMOJICUCTBUS C IPYTMMH JIEKAPCTBEHHBIMU IIperapaTaMy, MHANBUAYAJIbHON HETIEPEHOCUMOCTH,
a Take 00 MHBIX (paKkTax U OOCTOATENBCTBAX, BIMAIOIIMX HA U3MEHEHUE OTHOLICHUS OKUAaeMOU
IIOJIB3bl K BO3MOJKHOMY pHCKY IIPUMEHEHHMs JIEKapCTBEHHBIX IIPENaparoB, IEp:KaTeld WU
BJIAZICTbLbl PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENAapaToB, IOPUIUYECKHUE JIHIIA,
Ha MM KOTOPBIX BBIIAHBI Pa3pelleHUs Ha MPOBEICHUE KIMHUYECKUX HCClIeoBaHui B Poccuiickoit
®denepanun, TU00 YNOJIHOMOYEHHBIE UMM JIPYIMe IOPUAMYECKHE JUIA 00s3aHbl NPUHATH MEpHI,
HaIIpaBJICHHbIE HA YCTPAHCHUE HETATUBHBIX IIOCICACTBUM INPUMEHEHMsI TAaKUX JIEKAPCTBEHHBIX
IpenapaToB, MNPEIYNpPEXACHUE NPUUYMHEHHUS Bpela >KU3HM WIM 3JI0pOBBIO uesloBeKa JIMOO
JKUBOTHOTO, 3aIUTY UX OT IPUMEHEHHUS TAKUX JIEKAPCTBEHHBIX IIPENApaToB, HA JONOJIHUTEIIBHBIN
c60p AaHHBIX 00 3()(hEeKTUBHOCTU U OE30IIACHOCTH TAaKUX JIEKAPCTBEHHBIX IpenapaToB.

6. 3a HECOOONICHHNE WIIH COKPHITHE MHPOPMAITUH, TIPETyCMOTPEHHON YacThiO 3 HACTOSIIEH CTAThH,
JepKaTelld WU BIAJAETbIbl PErHCTPAIMOHHBIX YAOCTOBEPEHUN JIEKapCTBEHHBIX IPENnaparos,
IOPUIWYCCKUEC JIMda, Ha HMA KOTOPBIX BbIJAHLI Pa3spClICHUA HaA IMPOBCACHUC KIIMHUYCCKHUX
uccinenoBanuii B Poccuiickolt ®epepanuu, U060 yHOTHOMOYEHHBbIE UMHU ApPyTHUE HOPUIAHYECKUE
JWIa, a TaKkKe MOJDKHOCTHBIC JIMIA, KOTOPBIM 3Ta WHGOpMAlMs CTala W3BECTHA 1O POAY HUX
npodeccuoHaNbHOM e TeNbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu.

7. Ilpu MONy4eHUH YIOJTHOMOYEHHBIM (peepabHbIM OPTraHOM HCIOJHHUTENBHOM BIACTH B PaMKax
OCYILECTBJIEHUsI MM (hapMakoHa/A30pa JOKa3aTelbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOI'O
IpernapaTa yCTaHOBJIEHHBIM TPEOOBAHUAM WJIM IPHU MOJYyYEeHUH HH(OPMalUUd O HECOOTBETCTBHUU
JNaHHbIX 00 53(@eKTuBHOCTH U O O€30HaCHOCTU JIEKAPCTBEHHOr'O IIpernapara JaHHBIM O
JIEKapCTBEHHOM IIpenapare, CoAep KalluMcsi B MHCTPYKIMHM IO €ro NMPUMEHEHHIO (B TOM YHUCIe
BBISIBIIEHHBIX B XOJI€ OCYIIECTBICHUS (apMaKkoHaJg30pa KOHTPOJBHO-HA/I30PHBIMU OpraHaMH
MHOCTPAHHBIX TOCYJApCTB), YIOJIHOMOYEHHBIH (henepaiabHblii OpraH MCIOJHUTEIbHOW BIAcTH B
YCTaHOBJICHHOM MM IIOpPAJKE PAacCMAaTPUBACT BOIPOC O IPUOCTAHOBIECHUU IPUMEHEHHUS TAKOTO
JIEKapCTBEHHOTO Iperapara.

Crarbs 65. IIlpyuocTaHoB/IeHHE IPUMEHEHHS JIEKAPCTBEHHOI 0
npenapara (B pea. @egepajabHoro 3akona or 22.12.2014 N 429-®3
(pen. or 13.07.2015))

1. IIpu nonydeHun MHMGOPMAIMK O HEXETATEIbHBIX PEAKIMIX MPU MPUMEHEHUH JICKapCTBEHHOTO
npenapara, He YKa3aHHbBIX B MHCTPYKIMH 10 IPUMEHEHMIO JIEKAPCTBEHHOTO IMpenapara, CEpbe3HbIX
HE)KENNaTEeNbHBIX PeaklusaX, 00 OCOOCHHOCTSX €ero B3aMMOJEHCTBHS C APYTMMH JIE€KapCTBEHHBIMU
npenapaTamM, KOTOpPblE€ MOTYT MpEACTaBIATh YIpO3y MU3HU MM 3/J0pPOBbIO 4YeloBeKa JHOO
KUBOTHOTO, a TaKXXe O HECOOTBETCTBHM JaHHBIX 00 3(p(GEeKTUBHOCTH U O O€30MacHOCTU
JIEKApCTBEHHOI'O IperapaTa JaHHBIM O JIEKapCTBEHHOM IIpernapare, COASP KAIKUMCS B UHCTPYKIUU
10 €r0 IPUMEHEHHUIO, B TOM YHCJIE OT YIOJIHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCYJapCTB, 0OMEH
KOTOPOM OCYHIECTBJISIETCS B COOTBETCTBUHM C COTJIAUICHUSMH MEXAY YIOJIHOMOYEHHBIM
¢denepaabHBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH W YIOJHOMOUYEHHBIMH OpraHaMH MHOCTPaHHBIX
rOCy/apCTB, YMOJIHOMOYEHHBIN (efepanbHbIi OpraH HCHOJHUTENBHON BIAcTH paccMaTpHUBAeT
BONPOC O BO3MOKHOCTH TNPUOCTAHOBJIEHHUS OOpAaIeHHs TaKoro JICKapCTBEHHOTO Ipernapara B
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MOPSAJKE, YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

2. llpy HEWCHOJIHEHMHM WIM HEHAUICKANIEM HCIOJHEHUM JEpKATeIIMA WINA BIAJENbLAMU
PErMCTPAllMOHHBIX YIOCTOBEPEHHUN JICKAPCTBEHHBIX IIPENapaToB, IOPUANYECKUMH JINLIIAMH, HA UM
KOTOPBIX BBIJAHbl pa3pellieHHs Ha NPOBEICHHE KIMHMYECKHUX HcciaenoBaHuid B Poccuiickoi
@®enepaliiv, WIM YHOJHOMOYEHHBIMHM HMMH JAPYTMMU IOPUAMYECKUMHU JIMLAMU OOS3aHHOCTEH,
YCTAHOBJIEHHBIX YacTsMH 3 U 4 cratbu 64 Hacrosmero denepaqbHOro 3aKoHa, JIMOO B Clydasx
NPECTABICHUS COOTBETCTBYIOLIMM YIIOJHOMOYEHHBIM (peepanibHbIM OPTaHOM HCIIOJHUTEIBHOM
BIIACTU  3AKJIIOYEHUS O  HEJOCTOBEPHOCTH  DPE3YJBTATOB  KIMHUYECKOTO  UCCICIOBAHUS
JIEKapCTBEHHOI'O IIpernapara il MEJULUHCKOIO IIPUMEHEHHUs, KOTOPOE OCHOBAaHO HAa pPE3yJIbTaTax
IIPOBEPKU MEIULMHCKON OpraHu3alyM, IMPOBOJMBINEH YKAa3aHHOE KIMHUYECKOE HCCICIOBAaHUE C
HapylICHUEM IIPpaBWJI HAJUICKAIEH KIMHUYECKOM IIPAaKTUKH, M IPUBEIO K IOIYYEHUIO
HEIOCTOBEPHBIX PE3YyJbTaTOB, JIMOO B CiIydyae HEBBINOJHEHUS IPEAIMCAHUS, BbIJIAHHOIO
YIOJHOMOYEHHBIM (peZiepabHbIM OpraHOM HCIIOJIHUTENFHOW BJIACTU MO WUTOTaM OCYIIECTBICHHS
BbIOOPOYHOI'O KOHTPOJISI KayecTBa JIEKAPCTBEHHOI'O Ipernapara, yIOoJIHOMOYEHHBIH (enepanbHblii
OpraH UCIIOJIHUTEIBHOM BJIaCTM B YCTAaHOBIEHHOM MM IIOPAJKE pacCMaTpuBaeT BOIIPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHU TaKOI'0 JIEKapCTBEHHOIO IIpelapara.

3. YnonHoMoueHHBIH (enepanbHbIi OpraH WCHOJHUTEIBHON BIACTH IPU NPEICTaBICHUH €My
CBE/ICHUII O HECOOTBETCTBUHU IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJICTB TPEeOOBAHUSAM IMpPaBUII
Ha/IJIeKaIIed MPOM3BOJICTBEHHON NPAaKTUKUA W (WJIM) O HapyILICHUH JIMLIEH3MOHHBIX TPeOOBaHMIHA,
KOTOpbIE OBLIN BBIABJIEHBI B X0JI€ IPOBEIECHUS MHCIIEKTUPOBAHMS ITPOU3BOAUTEIIS JEKApCTBEHHBIX
CPEACTB MM OCYIIECTBICHUS JIMLEH3UOHHOIO KOHTPOJI B c(epe NPOM3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB M MPUBEIM WIM MOTYT IIPUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IIPENapaTroB IJis
MEAMLIMHCKOTO TPUMEHEHUS, NPUUYMHUBLIMX WM CIOCOOHBIX HPUYMHUTH BpeA >KU3HU WIH
3I0pPOBBIO T'PaKJaH, PacCMaTpUBAET BOIPOC O NPHUOCTAHOBICHUM IPHUMEHEHUS JIEKapCTBEHHBIX
[IPEnapaToB s MEIUIMHCKOTO NPUMEHEHUS B YCTAHOBJIEHHOM UM IMOPSJIKE B CIEAYIOLIUX
cnydasx: (B pexn. ®enepanbroro 3akona ot 04.06.2018 N 140-D3)

1) coctaB M (MJM) TEXHOJIOTHS HPOM3BOJCTBA JIEKAPCTBEHHOI'O Ipenapara A MEAULUHCKOTO
OpUMEHEeHHUd (C ONHMCAaHMEeM CTaguil NPOU3BOJACTBA) OTJIMYAIOTCS OT  3asBJIEHHBIX B
perucTpaiioHHoM J1ocke; (B pea. Penepanbproro 3akona ot 04.06.2018 N 140-D3)

2) neKkapCTBEHHBIN MpernapaT JJisi MEAUIIMHCKOTO MPUMEHEHHsI TTPOM3BEICH Ha MPOU3BOCTBEHHOM
TUIONIAJIKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pen. PenepanbHoro 3akoHa ot 04.06.2018
N 140-®3)

3) y npou3BOauTENs JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEPIKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOT'O MpernapaTa sk MEAUIMHCKOr0 IPUMEHEHU I, BBOAUMOTO B
rpaXXAaHCKUI 000pOoT, TpeOOBAHUSIM, YCTAHOBJIEHHBIM IPU €ro TOCYJIapCTBEHHON pErucTpanuy; (B
pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

4) TpoOW3BOAMTENEM JICKAPCTBEHHBIX CPEICTB B  COTJIACOBAHHBIM C  COOTBETCTBYIOLIHM
YIOJTHOMOYEHHBIM  (heZiepajibHbIM OpPraHOM HCIHOJHMTENbHOM BIACTH CPOK HE YCTpPaHEHBI
HapylleHuss TpeOOBaHWM TpaBWJI HaJUIeKalled NpPOM3BOJACTBEHHOW MPAKTUKKM U (WJIH)
JIMIIEH3UOHHBIX TpeOOBaHMM, KOTOpble OBUIM BBISBIEHBI B XO/€ NPOBEIACHUS HHCIEKTUPOBAHUS
TIPOM3BOJIUTENS JICKAPCTBEHHBIX CPEICTB HMIIM OCYIIECTBICHHS JIMIICH3HOHHOTO KOHTPOJS B cdepe
NPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB W MPUBEIM HMIM MOTYT MPUBECTH K MPOU3BOJCTBY
JICKApCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO TPUMEHEHHWs, MPUYMHHUBIINX HIH CHOCOOHBIX
IPUYMHUTG BPEJl )KU3HU WIN 310pOBbIO rpaxkiaH. (B pex. PenepanbHoro 3akoHa oT 04.06.2018 N
140-D3)
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4. YnomHOMOYEHHBIN (DeiepabHbIA OpTraH UCTIOTHUTEIHFHOM BIIACTH MPU HAJTUYUHU y HETO CBEJCHUIN
0 HCECOOTBCTCTBUU IIPOHU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/ISIM IIpaBHJI Haz[nencameﬁ
MIPOU3BOJICTBEHHON MPAKTUKU U (WJIM) O HAPYUICHUH JIMIEH3UOHHBIX TPeOOBaHUM, KOTOpbIE ObLIN
BBIABJICHBI B XOAC NPOBCACHUA HWHCHCKTUPOBAHUA HPOU3IBOAUTCIIA JICKAPCTBCHHBIX CPCACTB WA
OCYIIECTBIICHUSI JIMIEH3UOHHOTO KOHTPOJA B cepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U
IMMPUBCIIK WM MOT'YT HNPUBECTU K IMPOU3BOACTBY JICKAPCTBCHHBIX IIPCIIAPATOB IJId BCTCPUHAPHOIO
MPUMEHEHHUS, IPUUYUHUBIINX WU CIOCOOHBIX MPUYMHHUTH BPEJ dKU3HU WM 3OPOBBIO KUBOTHBIX,
paccMaTpuBaeT BONPOC O MPUOCTAHOBIEHUWM pEaIU3allUd W IPUMEHEHUs JIEKapCTBEHHBIX
MpernapaToB JUisl BETEPUHAPHOTO MPUMEHEHHsS B YCTAHOBJICHHOM UM IOpSIKE B CIEAYIOLINX
ciyyasx: (B pea. @exepanbaoro 3akona ot 04.06.2018 N 140-D3)

1) cocraB M (WiIM) TEXHOJIOIMs MPOU3BOACTBA JIEKAPCTBEHHOI'O IpernapaTa il BETEPUHAPHOIO
OpUMEHeHHs (C  OmMCaHUMeM CTaAMd IPOM3BOJACTBA) OTJIMYAIOTCS OT  3asBJICHHBIX B
perucTpaoHHOM A0che; (B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) nekapCTBEHHBIN MpenapaT i BETEpUHAPHOTO MPUMEHEHHUsI IPOU3BE/ICH Ha MPOU3BOJICTBEHHOM

IJIOIIAJIKE, HE YKA3aHHOW B PErHCTPALIMOHHOM JI0Cche; (B pen. DenepanbHoro 3akoHa oT 04.06.2018
N 140-®3)

3) y MNpOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBI, MOITBEPIKIAIOIINE
COOTBETCTBHUE KAa4eCTBA JICKAPCTBCHHOT'O TIperapaTa Jijisi BETEPUHAPHOTO IPUMEHECHHSI, BBOJIMMOTO B
IpaXJIaHCKUI 000pOT, TPEOOBAHMSIM, YCTAaHOBJICHHBIM MIPH €r0 rOCYIapCTBEHHOW perucTpanuu; (B
pen. ®enepanbhoro 3akoHa ot 04.06.2018 N 140-D3)

4) TpousBOOUTENEM JIEKAPCTBEHHBIX CPEICTB B  COTJIACOBAHHBI C  COOTBETCTBYIOIIMM
YIOJTHOMOYCHHBIM  ()eIcpATbHBIM OpPraHOM HCIOJHUTEIBHONH BJIACTH CPOK HE YCTPAaHCHBI
HapylIeHuss TpeOOBaHWM TpPaBHJI HAJUIeKAlle MPOU3BOJACTBEHHOW MPAKTUKH U (WJIH)
JTUICH3UOHHBIX TPeOOBaHUM, KOTOphIE OBUTH BBISBICHBI B XOJI€ TPOBEICHHUS HHCIICKTHPOBAHUSI
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHHS JIMIIEH3HOHHOTO KOHTPOIS B cdepe
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB M TPHUBEIM WM MOTYT TPHUBECTH K MPOU3BOJCTBY
JIEKapCTBEHHBIX TPENaparoB i BETEPUHAPHOTO MPUMEHEHHs, MPUYMHUBIINX WM CIIOCOOHBIX

NPUYMHUTH BPEJl )KU3HU WU 3/10pOBBIO )KUBOTHBIX. (B pell. PenepanbHoro 3akoHa ot 04.06.2018 N
140-®3)

Crarbs 66. Unpopmanus o pesyiabrarax ¢papmaxkoHaasopa (B pen.
®enepannHoro 3akona ot 27.12.2019 N 475-P3)

YnonHoMOUYeHHbIM  ¢enepanbHBIE  OpraH  MCIOJHUTEIBHOM  BIACTH,  OCYILECTBIISIOLIMMA
(dapMakoHaq30p, MO €ro pe3yJbTaTaM pa3MeEIlaeT Ha CBOEM O(QHUIMAIBHOM caiiTe B CeTu
"NuTepHer" nHpopManuo o:

1) BBIAIBJICHUM HOBBIX TIIOATBCPKIACHHBIX JAaHHBIX O MMOOOYHBIX )IGP'ICTBI/IHX, HEXCIIAaTCIIbHBIX
pCaKknusAaXx, CCPbE3HBIX HCIKCIIATCIIbHBIX PECAKIHAX, HCIIPCABUICHHBIX HCKCIATCIbHBIX PCAKIUAX IIPHU
IMPUMCHCHUHN JICKAPCTBCHHOI'O Iperiapara, B TOM YHUCJIC BJIMAIONIMX Ha OTHOIICHUEC O)KI/IJI&GMO?I
MOJIB3bI K BOBMOXXHOMY PUCKY IPUMCHCHHA JAHHOT'O JICKAPCTBCHHOTO IIpeIiapara,

2) NPHUHATHIX PEIICHUAX O BHECEHHH M3MEHEHUH B MHCTPYKIIMIO 110 MPUMEHEHHIO JIEKapCTBEHHOTO
npemnapara, O IMIPUOCTAHOBJICHHUN TMNPHUMCHCHHA JICKAPCTBCHHOT'O IIpfriapara, 00 u3BATHH U3
oOpallleHHs JIEKapCTBEHHOTO Mpenapara HiId O BO300HOBJICHUHM MPUMEHEHHS JIEKapCTBEHHOTO
npernapara.
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I'naBa 14. UHOOPMALIUA O TEKAPCTBEHHBIX
ITPEITAPATAX. CUCTEMA MOHUTOPHUHI' A IBUKEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB /151 MEJUIIUHCKOI'O
IHPUMEHEHWS (B pea. ®eaepanbHoro 3akona ot 28.12.2017 N
425-D3)

Crarbs 67. Undopmanus o jJjekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA ABUKEHUSA JICKAPCTBEHHBIX NPEeNaparoB 1Js
MeIMIMHCKOr0 NpuMeHeHusi (B pea. @eaepajbHOI0 3aKOHA OT

28.12.2017 N 425-D3)

1. Madopmarusi 0 JIeKapCTBEHHBIX Iperaparax, OTIYCKAEMbIX IO PEHeNnTy Ha JIEKapCTBEHHBIN
Ipernapar, 10JKHa COAEPKATHCS TOJIBKO B CIIELIUATU3UPOBAHHBIX U3IAHUAX, IPEAHA3HAYEHHBIX IS
MEIUIUHCKUX, (apMaleBTUYECKUX pPAaOOTHUKOB, CIEHUAINCTOB B 00JacTH BETEPUHAPHH.
Wudopmaniigs o JEKapcTBEHHBIX TMpenaparax s CIeHUaIlucTOoB B o0nacTu  oOparieHus
JIEKapCTBEHHBIX CPEJICTB MOXKET COJIEPKAThCI B MOHOTpa(HsX, CIIPAaBOYHUKAX, HAYYHBIX CTATHAX, B
JOKJIaJaX Ha KOHIpeccaX, KOH(EPEHUHUAX, CUMIO3UyMax, HAy4YHBIX COBETaxX, a TaKXke B
MHCTPYKUUAX [0 IPHUMEHEHHUIO JIEKapCTBEHHBIX IpernaparoB. (B pea. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

2. Nudopmanus o JIeKapCTBEHHBIX Ipenaparax, OTIyCKaeMbIX Oe3 pelenrta Ha JIeKapCTBEHHBIH
mperapar, MOXET COJIEPKAThCS B MyOJMKAIMSIX U OOBSIBICHUSX CPEIICTB MAacCOBOW HMH(OPMAIIUH,
CHEIMAIM3UPOBAHHBIX U  OOLIMX TEYATHBIX M3JAHUSX, WHCTPYKUUAX IO MPUMEHEHHUIO
JIEKAPCTBEHHBIX MPENapaToB, MHBIX H3IaHUSIX CYOBEKTOB OOpaIllEHUS JIEKAPCTBEHHBIX CPEICTB.
Pexknamubple MaTepuansl O JIEKQpCTBEHHOM Ipemapare, OTHyckaemMoM ©0e3 perenTta Ha
JIEKapCTBEHHBIA  Mpemapar, JODKHBI  COOTBETCTBOBATH  MHCTPYKIIMH TI0  MPUMEHEHHIO
JIEKapCTBEHHOIO Mperapara.

3. Jlomyckaercs HCHOJb30BAaHUE JIOOBIX MaTEpHUAJIbHBIX HOCHUTENEH, IMO3BOJISIIOIIMX XPaHUTb,
nepeaaBaTh U UCHOIb30BaTh HHPOPMALIMIO O JEKapCTBEHHBIX MpenapaTax 0e3 ee HCKaXEeHHUs.

4. Jlns uenedl WACHTU(HUKAIMM YMAKOBOK JIEKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO
OPUMEHCHHUS ~ TPOM3BOJUTEIM  JICKAPCTBEHHBIX  CPEJACTB B IOPSJAKE,  YCTaHOBJICHHOM
[TpaButenscTBOM Poccuiickori denepanyuy, HaHOCAT HA TIEPBUYHYIO YIAKOBKY (B OTHOIICHHH
JICKApCTBCHHBIX IPENapaToB JJIs MEIUIMHCKOTO MPUMEHCHHUS, /U1 KOTOPBIX HE MPEeayCMOTpPEeHA
BTOPUYHAS YMAKOBKa) M BTOPUYHYIO (TIOTPEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IMPEIapaToB
JUIS MEIWIIMHCKOTO TPUMEHEHHUS CPEACTBa MACHTH(UKAIMHU, 3a HCKIIOUCHHEM JICKApPCTBEHHBIX
IpenapaToB JUis MEJAMIMHCKOTO MPUMEHEHHsI, MPOU3BOJUMBIX JUIS MPOBEIACHUS KIMHHYSCKUX
UCCIICIOBAHM, JKCIOPTa, JIEKAPCTBEHHBIX TpPENapaToB Ui MEJAWIMHCKOTO TMPUMEHCHHS,
yKa3aHHbBIX B 4acTsax 5 u 8 cratbu 13 Hacrosimero @enepaibHOrO 3aK0HA, PaIHo(hapMaIeBTHUECKUX
JIEKapCTBCHHBIX MPENapaToB, MUSBOK MEIUIIMHCKUX M T'a30B METUIMHCKHX. (B pea. DemaepanbHOro
3akoHa oT 28.12.2017 N 425-03)

5. XapaKkTepucTUKU CpeICTBA UACHTU(PHUKAIINH, IOPSIOK €r0 HAaHECEeHHs M TPeOOBAHUS K CTPYKTYype
u ¢opmaty uHGOPMALIUU, KOTOPYIO COJEPKUT CPEIACTBO HWACHTHU(DHKAIMHN, OMPEIACIIIOTCS
[IpaButensctBOM Poccmiickoit deneparuu. (B pen. denepanbHoro 3akoHa or 28.12.2017 N
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425-03)

6. Ilopsimox co3maHusi, pa3BUTHSA, BBOJIa B OKCIUIyaTallMio, JKCIUIyaTalldd W BBIBOJA W3
SKCIUTyaTallid CUCTEMbl MOHMTOPHUHTA JBM)KCHUS JICKAPCTBEHHBIX IMPENapaToB JJisi MEIULIUHCKOTO
MIPUMEHEHHUS, TOPSJIOK TPENOoCTaBleHrus WH(OpMAIUU, CoJep)Kalmielcs B CHCTEMe MOHUTOPHHTA
JIBIDKEHUSI  JIGKQPCTBEHHBIX MpenaparoB Uil  MEAMIMHCKOrO TMPUMEHEHMs, U  TMOPSIOK
B3aUMOJICCTBUSL YKAa3aHHOH CHCTEMBbI C HWHBIMH TOCYJapCTBEHHBIMH HH(OPMAIMOHHBIMH
cucteMamMu ¥ WHQPOPMAIIMOHHBIMU CHCTEMaMH IOPUAWYECKUX JIUIl W WHIAUBUIYAIbHBIX
npeanpuHuMaTesed, YyKa3aHHbIX B dYacTsax 7 W 10 HacTosmedl craTbu, YCTaHABIMBAKOTCS
ITpaBurensctBOoM Poccuiickoii ®enepanuun. OnepaTopaMu CUCTEMbBl MOHUTOPHHIA JBUKECHUS
JIEKapCTBEHHBIX IIPENapaToB Il MEIWUIIMHCKOTO TPUMEHEHUs SIBISIOTCS (eaepalbHbIi OpraH
VCIIOJIHUTENIBHOM BJIACTH U (WJIM) opraHu3auus, ynojHomouyeHHble IIpaBurenscrBoMm Poccuiickoit
Deneparun. (B pea. Deaepanbaoro 3akona ot 28.12.2017 N 425-D3)

7. FOpunuyeckue 1uua 1 MHIUBUAYATbHbIE TPEANPUHUMATENHN, OCYIIECTBISIONINE TPOU3BOJICTBO,
xpaneHue, BBo3 B Poccuiickyto ®enepanmio, OTHYCK, pealn3alMio, Nepenady, NPUMEHEHUE H
YHUUYTOXKCHHE JICKQPCTBEHHBIX IPEMapaToB Ui METUIIMHCKOTO MPUMEHEHHS, O00eCHeunBaIlOT B
HOpPSIIKE U B COCTaBe, KOTOpbIe ycTaHoBieHbl [IpaButenscTBoM Poccuiickoit dexpeparuu ¢ yueTom
BUJIA OCYILIECTBIIIEMON UMM JESITEIHLHOCTH, BHECEHNE MH(OPMAIK O JIEKApCTBEHHBIX IpenapaTax
JUIS. MEJJMIIMHCKOTO NPUMEHEHUS! B CUCTEMY MOHHMTOPHHIA JBIMKCHHUS JIEKAPCTBEHHBIX MpPENapaToB
JUIsl MEJIMIIMHCKOTO puMeHeHust. (B pe. PenepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

7.1. JlekapcTBEeHHbIE mpenaparbl JUisi MEIUIMHCKOrO NPUMEHEHUs, IpeAHa3HAuYEHHbIE IS
o0ecreyeHus J1ll, O0JIbHBIX reMo(puiInel, MyKOBUCIIMI030M, TUIO(U3apHBIM HAHU3MOM, 00JI€3HBIO
[ome, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUSAMHU JTUM(OUIHOM, KPOBETBOPHOUW U POACTBEHHBIX MM
TKaHell, paccesHHbIM CKJIEPO30M, JIMI I0CJIe TPAHCIUIAaHTAllMM OpraHoB W (WJIM) TKaHel,
npousBeneHHble 10 31 nekaOps 2019 roma, a Takke HHbIE JIEKAPCTBEHHBIE IpernapaThl JUIs
MEJIUIIMHCKOTO MpPUMEHEHMs, mnpousBeneHHbie 10 1 wuronsa 2020 roma, mojjexaT XpaHEHHIO,
NEpEeBO3Ke, OTMYCKYy, peanus3aluu, Iepenade, MNPUMEHEHHIO 0e3 HaHEeCeHHs CpeJCTB
UJCHTUQUKAIIMKA 10 UCTEUeHMs cpoka ux roaHoctu. IIpaBurensctBo Poccuiickoit deneparuu
BIIPaBE YCTaHOBUTh OCOOEHHOCTH BBOJA B I'PaXKIaHCKHHM 00OpOT JIEKAPCTBEHHBIX MPENapaToB Jyis
MEIUIIUHCKOTO MPUMEHEHHMs], TPOu3BeAeHHbIX B nepuoa ¢ 1 urona 2020 roga mo 1 oktsabps 2020
roga. B memsix BBOJa B Tpa)JIaHCKHM 00OpOT J€KapCTBEHHbIE Mpenaparbl JJsi MEIULIUHCKOIO
NPUMEHEHHUS, 32 UCKJIIOUCHHEM JIEKAPCTBEHHBIX MpenapaToB, NpeAHa3HAYCHHBIX JJIs o0ecredeHus
nul, OOJIBHBIX TeMOuINeH, MYKOBHCIHI030M, TUNO(U3apHBIM HaHU3MOM, Oose3nbio [ore,
3JI0Kau€CTBEHHBIMU HOBOOOPa30BaHUAMU JIMM(POUTHON, KPOBETBOPHOM U POJICTBEHHBIX UM TKaHEH,
paccestHHBIM CKJIEPO30M, JIUIL TIOCTI€ TPAHCIJIAaHTAllMM OPraHOB M (WJINM) TKaHEeW, MpON3BEICHHbBIE 3a
npenenamu Teppuropun Poccuiickoit deneparyu 1o 1 okra6ps 2020 roga, MOTyT ObITh BBE3EHBI B
Poccuiickyro @enepaumio 1o 1 suBaps 2021 roga B mopsiike, yctaHoBiaeHHOM IIpaBuTenbcTBOM
Poccuiickoii ®enepanyn, 6e3 HaHeCeHUs CpeACTB HIeHTU(UKanuu. (B pel. PenepaabHbIX 3aKOHOB
or 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. OpraHmzauuss WHPOPMALMOHHOTO B3aUMOJICWCTBUS CHUCTEMBl MOHHMTOPWHIA JIBMXKEHUS
JIEKapCTBEHHBIX MpEenaparoB il MEIUIUHCKOrO NPUMEHEHUS C HHBIMH TOCYyJdapCTBEHHBIMU
UH(POPMALIMOHHBIMU CHCTEMaMM OOECIeYMBAaeTCs B TOM YHUCIIE TOCPEICTBOM HMH(PaCTPyKTypHI,
oOecneunBaromiel HH(HOPMaLOHHO-TEXHOJIOTMUECKOE B3aUMO IeHCTBUE NH(POPMAIIMOHHBIX CUCTEM,
UCIIOJIb3YEMBIX ISl NMPEAOCTABICHUS FOCYIapCTBEHHBIX U MYHMIMIAIBHBIX YCIYT U HCIIOJIHEHHUS
rOCYy/IapCTBEHHBIX W MYHULHUMNAIbHBIX (YHKIUN B 3JIEKTpOHHOM (opme. (B pea. DenepaibHOTO
3akoHa ot 28.12.2017 N 425-D3)

0. O6U_IC,Z[OCTYHH3.SI I/IH(I)OpMaI_II/I}I, coJcpKamadca B CHUCTCMC MOHHUTOpPHUHIA JOBUIKCHUS
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JEKapCTBEHHBIX  MpemaparoB Ui  MEIULUHCKOrO  NPUMEHEeHMs,  pa3Meliaercs B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHON ceTH "MHTepHer" (B ToM umcie B (opMe OTKPBITHIX
JAHHBIX) B TOpsAaKe, ycraHoBiieHHOM [IpaButenbctBoM Poccuiickoit ®Depepanuu. (B pen.
denepanbHoro 3akona ot 28.12.2017 N 425-03)

10. [TpousBoauTenu JIEKAPCTBEHHBIX CPEACTB MOJYHAIOT COACPMKAIIYIOCS B CUCTEME MOHHTOPUHTA
JIBIDKCHUSI JIEKAPCTBEHHBIX MPENapaToB ISl MEIUITMHCKOTO MTPUMEHEHUS HH()OPMAITUIO O CEPHUIX U
NapTUSX JIEKAPCTBEHHBIX IPENapaTroB, MPOU3BOAMMBIX MMM W HAXOMSAIIMXCA B TPakKIAHCKOM
obopore B Poccutickoii deneparuu, 6e3B03me3niHo. (B pea. enepanpHoro 3akona ot 28.12.2017 N
425-D3)

11. 3a mpoM3BOACTBO WJIM MPOJAXKY JIEKAPCTBEHHBIX MPEMApaTOB ISl MEAUITUHCKOTO MMPUMECHEHHS
0e3 HaHeCeHUs CPEJICTB UACHTH(HUKAINY, C HAPYIICHHEM YCTaHOBJICHHOTO MOPSIIKA X HAHECCHHS,
a TaK)Ke 3a HECBOCBPEMCHHOE BHECEHHE JaHHBIX B CHCTEMY MOHHUTOPHHTA JIBMDKCHHS
JIEKAPCTBEHHBIX MPENapaToB AJII MEAUIIMHCKOTO TPUMEHEHHUS WK BHECEHUE B HEE HEIOCTOBEPHBIX
JTAHHBIX IOPUIUYECKHE JHIa U UHAUBHUIyallbHbIC MPEANPUHUMATENH, YKa3aHHbIe B yacTsax 4 u 7
HACTOSIICH CTaThU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoit
Deneparun. (B pea. Denepanbaoro 3akona ot 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoit ®enepanyu BOpaBe YCTaHOBUTh OCOOCHHOCTH BHEIPCHUS
CHUCTEMbl MOHUTOPHHTA JBMYKEHHUS JIEKAPCTBEHHBIX IMPENapaTroB JUIsi MEIUIIMHCKOTO MPUMEHEHUs,
BKJIFOYAsi CPOKHM €€ BHEAPEHUs, B OTHOLIEHUM JIEKAPCTBEHHBIX IMpEnaparoB sl MEIULUHCKOTO
MPUMCHCHHUS, BKIIOYCHHBIX B MEPEUCHb JKU3HCHHO HEOOXOAMMBIX M BKHEHUIUX JICKAPCTBEHHBIX
MpernapaToB, JIEKAPCTBEHHBIX IPEMapaToB, MpPeAHA3HAYCHHBIX IJsi oOecredeHus Jiuil, OOJIbHBIX
remMouiIne, MyKOBUCIHI030M, TUIIO(PHU3apHBIM HAHU3MOM, 0oJie3HbI0 ['ollle, 3710KauyeCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JHUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEpO30M, JIMIl TIOCJIE€ TPAHCIUIAHTAIIMM OPraHoB W (WIM) TKAaHEW, HWHBIX JIEKAPCTBEHHBIX
npenaparoB Uil MEAMIIMHCKOro npuMeHeHus. (B pexn. deaepanbHoro 3akoHa ot 28.12.2017 N
425-D3)

I'naBa 14.1. O'PAHHUYEHMUS, HAJIAT'AEMBIE HA
OPI'AHU3AINUU, OCYIIECTBJ/IAIOINUE AEATEJIBHOCTD 110
OBPAIIEHHUIO JTEKAPCTBEHHBIX CPEJCTB (B pea.
denepanbHoro 3akona ot 25.11.2013 N 317-®3)

Crarba 67.1. OrpannveHus, HajlaraemMmbple IPU OCYIECTBJICHUH
NeATeJbHOCTH B cepe o0OpalieHus JJeKAPCTBEHHbIX CPeICTB

1. Opranuzanuy, 3aHUMarOIIMecs pa3pabOTKOW, NPOU3BOACTBOM U (WJIM) peanu3auuen
JIEKapCTBEHHBIX MpernapaToB JUIs MEIUIUHCKOIO TPUMEHEHUs, OpraHu3aluM, o0Jagaonme
npaBaMHd Ha WCIIOJIB30BaHHE TOPTOBOIO HAMMEHOBAHWsS JIEKAPCTBEHHOTO TIpemapara Juis
MEIUIUHCKOTO TNPHUMEHEHUs, OpPraHu3allid ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
AIlITCYHbBIC OpraHu3alvun (I/IX MNpeaACTaBUTCIIN, HWHBIC (I)I/ISI/I‘-IGCKI/Ie n OPpUIUYCCKHUEC JIUIa,
OCYILECTBIISIOLINE CBOIO JIESITEIBHOCTh OT MMEHU 3TUX OpPraHU3alMii) B OTHOILIEHUH MEIULIUHCKUX
pabOTHUKOB U PyKOBOJUTENEH MEAUIIMHCKUX OpraHU3alliil He BIIpaBe:

1) BpyuaTh NOJApKH, BBHIIJIAYMBATH JIEHEKHbBIE CPEJCTBA (32 MCKIIOYEHHEM BO3HArpakJeHUH IO
JIOTOBOpaM IIpU NPOBEJECHUU KIUHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB s


https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483

MEIUIUHCKOrO IMPUMEHEHMs, BO3HArpaKACHUM, CBSI3aHHBIX C OCYIIECTBICHHEM MEIULIUHCKUM
pabOTHUKOM N€AArorn4eckod M (Wiau) HAyYHOW JEATENbHOCTH), B TOM YHCJIE OIIAYUBaTh
pas3BIIeYEeHHUs, OTIBIX, IPOE3]] K MECTY OT/bIXa, & TAK)KE IIPUBJIEKATh K YYaCTHUIO B pPa3BICKaTEIbHBIX
MEPONPUITUSIX, IPOBOJIUMBIX 32 CUET CBOMX CPEJICTB;

2) 3akioyaTh COIJIAIIEHWs O HA3HAUYEHUM WM PEKOMEHJAlUU IalueHTaM JIEKapCTBEHHBIX
IpenapaToB JUisi MEIUIUHCKOrO IpUMEHEHHs (32 MCKIIOYEHHEM JOrOBOPOB O IIPOBEACHUHU
KJIIMHUYECKUX UCCIIEJOBAaHUN JIEKAPCTBEHHBIX IIPENAPATOB ISl MEULIMHCKOTO IPUMEHEHUS);

3) npeaoCTaBIIATb o6pasu1;1 JICKAPCTBCHHBIX IIPCIapaToB A MCAUIIMHCKOI'O MPUMCHCHUSA B LEIAX
BPpYUYCHHA TMMAllUCHTaAM (33, HUCKIIIOYCHHUEM CJIy4acB, CBA3aHHLBIX C IMPOBCACHUCM KIIMHUYCCKUX
I/ICCJ'IC,I[OBaHI/Iﬁ JICKAPCTBCHHLIX IIpCIIapaToB AJId MCIUIUHCKOI'O HpI/IMCHCHI/Iﬂ);

4) npeaoCTaBIATh HEIOCTOBEPHYIO U (MJIM) HETIONHYIO0 HH(OPMALIHIO O JIEKAPCTBEHHBIX Mpernaparax
JUTSL MEAUITUHCKOTO PUMEHEHUS,

5) mocemars ux B pabouee Bpemsi Ha pabodux MeECTax, 3a MCKJIIOUCHMEM CIy4yaeB, CBSI3aHHBIX C
IIPOBEICHUEM KJIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX MPENapaToB I MEIULHUHCKOTO
IIPUMEHEHHUS, C yYaCTUEM B IIOPAJKE, YCTAHOBICHHOM PYKOBOAMTEIEM MEIULIMHCKON OpraHu3alui,
B COOpaHUSAX MEIUIIMHCKUX PAOOTHUKOB U MHBIX MEPOIPUATHUSIX, HAIIPABICHHBIX HA MOBBIIICHUE UX
po¢eCCHOHATIBHOIO YPOBHS WM Ha MPEAOCTaBIeHHE HH(OPMALIUU, CBA3aHHOMN C OCYIIECTBICHUEM
MOHMTOpPHHTa 0€30M1aCHOCTH JIEKAPCTBEHHBIX IIPENapaTos;

6) HO6y>KI[aTI) K BBIIIKMCBIBAHUIO JICKAPCTBCHHBIX MNPCIapaToB A MCIUIMHCKOTO IMPUMCHCHHA Ha
6J'IaHKaX, CoACpIKAIUX I/IH(i)OpMaI_II/IIO PCKIIaMHOT'0 XapaKTEepa, a TaKKC Ha PCUCITYPHbIX 6J'IaHKaX,
Ha KOTOPBIX 3apaHCC HAIlCYaTaHO HAMMCHOBAHUC JICKAPCTBCHHOI'O IIpf€riapara M MCAUIHUHCKOI'O
IMPUMCHCHMUA.

2. Opranuzanuu, yKa3aHHble B a03aile 1mepBoM 4acTu | HacTOAIIeH CTaThU, U UX MPEACTABUTEIH B
OTHONIEHUU (hapMarleBTHUECKUX paOOTHUKOB U PYKOBOAUTENEH allTeYHbIX OpraHU3aIuii He BIIpaBe:

1) Bpy4aTh NOAApKH, BBIINIAYMUBATHL ACHCKHBIC CPEACTBA, B TOM YUCJIIC OIUIAYUBATH PA3BJICUCHUA,
OTAbIX, IPOC3J] K MCCTY OTAbIXa, W HNPHUBJICKATH K YYAaCTHIO B PaA3BJICKATCIIBHBIX MCPOIIPHUATHAX,
MMPOBOAUMEBIX 3a CYCT CBOUX CPCHACTB;

2) mpenocTaBisATh OOpa3lbl JIEKAPCTBEHHBIX IpPENapaTroB JUIsi MEAMIIMHCKOIO NPUMEHEHHS IJis
BpY4YEHHUs HACEIICHHUIO;

3) 3aKJII04YaTh COIJIalICHUSA O MNPCHJIOKCHHUU HACCIICHUIO OIPCEACIICHHBIX JICKAPCTBCHHBIX
npemnaparoB AJid MEAUIUHCKOTO ITPUMCHCHU S,

4) nmpenocTaBIATh HEJOCTOBEPHYIO M (WJIM) HEMOJIHYI0 MH(MOPMAIIUIO O JIEKapCTBEHHBIX MTperaparax
JUISl MEIUIUHCKOTO TIPUMEHEHHUs, B TOM 4HCI€ HMEIOIIMX OJIMHAKOBOE MEXIyHapOaHOe
HEMaTeHTOBaHHOE HAaMMEHOBAHUE.

Crarbs 67.2. TpeOoBaHUS K OPraHU3allMy U MPOBEACHUI0 HAYYHbBIX
MEpPONPHUATHIT, HHBIX MEPONIPUATHI, HATIPABJICHHBIX HA MOBbINICHUE
Nnpo¢eCcCHOHAIBHOI0 YPOBHA MEIUIMHCKUX PA0OTHUKOB UJIM HA
NnpeaocTaBJIeHue HH(POPMALUN, CBA3AHHOM € OCYIeCTBJICHUEM
MOHHUTOPHHIA 0€30MACHOCTH JIEKAPCTBEHHBIX NPENapaToB



1. ITpn mpoBeaeHUN HAYYHBIX MEPONPUSITUH, UHBIX MEPONPHUATHI, HAITPABICHHBIX HA MOBBIIICHUE
npoeCCHOHATBPHOTO YPOBHS MEIUIMHCKMX PAOOTHUKOB WM HA NPEAOCTABICHHE CBA3aHHOW C
OCYIIECTBJICHUEM MOHHUTOPHHra O€30MacHOCTH JIEKapCTBEHHBIX IIPernapaToB HH(pOpMAaIUH,
OpraHu3yeMbIX OpraHM3alUsAMH, YKa3aHHBIMU B a03are mepBoM dacT 1 cratbu 67.1 HacTosIero
@enepalibHOTO 3aKOHA, UX MPEACTaBUTEISIMU U (Wiu) (UHAHCHPYEMbIX 32 CUET CPEICTB ATHX
OpraHM3alMii W HUX I[peICTaBUTENIECH, 3alpeniaeTcs MpPeNnsTCTBOBAaTh YYaCTUIO B YKa3aHHBIX
MEPONPUATHIX HWHBIX OpraHM3alfii, KOTOpble MPOU3BOAAT WM PEATU3YIOT JIEKapCTBEHHBIC
npenaparsl Ul MEIWIUHCKOTO TPUMEHEHHUS CO CXOKUM MEXaHM3MOM (hapMaKoJIOrHYecKOro
JeicTBus, TM0O0 cO3/1aBaTh JUCKPUMHUHALIMOHHBIE YCIOBUS Ul OJHUX YYaCTHUKOB [0 CPABHEHHUIO C
JPYTMMH Y4aCTHUKAMHU, @ UMEHHO:

1) npenocTaBiasTh pa3aIM4yHOE KOJUYECTBO BPEMEHU /ISl BBICTYIUIEHUN YYaCTHUKOB, pa3jIMYHbIE 110
pasmepy 3aHMMaeMOM IJIOLIAJM MecTa Ul JIEMOHCTpaluy 00pa3lioB JIEKAPCTBEHHBIX IPENapaToB
JUISL MEJULMHCKOTO IIPUMEHEHUS MM PEKIIAMHBIX MAaTEPHUAJIOB O JIEKAPCTBEHHBIX IIpenaparax Iuist
MEJULUHCKOIO NPUMEHEHHS HA JKCIO3MLUAX, CTEHIAX, 3a HUCKIIYCHUEM CIIy4acB, €CIIM TaKHE
YCIJIOBUS 3aKPEIUIEHbl B COIVIALIEHUSX ITUX OpraHM3alfil, UX MpeAcTaBUTEIEH O (UHAHCUPOBAHUU
YKa3aHHBIX MEpPONPUATHA M OOyCIOBJICHBI pa3IMYHBIMU 3aTpaTaMd yYacTHUKOB Ha UX
OpraHMU3aLuIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYaCTHUKOB MEPOIPHUATUH, YKa3aHHBIX B ab3ale MepBOM
HACTOSIIEN 4acTH, MPEBBIIAIINN CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHBIX MEPONPUATHH U
BeAyIIUH K HEOOOCHOBAHHOMY OTPaHUUYEHUIO YHCIIa UX YYaCTHUKOB.

2. Opranuzanuy, yka3zaHHble B ab3aue nepBoM yactu 1 crateu 67.1 Hactosimero denepanbHoro
3aKOHA, WX MPEICTABUTENH, OCYIIECTBISIONIAE OpraHu3amuio u (Wwin) (UHAHCHPOBAHHE
MEpONpUATHHA, yKa3aHHbIX B yacTh | Hacrtosmied craTbM, 00s3aHbl OOecnednBaTh AOCTYH K
uHpopMalMu O Jare, MECTe€ M BPEMEHM IPOBEACHUS YKa3aHHBIX MEpOINPUATUH, IIJIaHaX,
IIporpaMMax IMpOBEACHUS YKa3aHHBIX MEPONPUATHH M T€Max, IUIAHUPYEMBIX AJII PACCMOTPEHHS,
COCTaB€ HX YYaCTHMKOB IIyT€M pa3MEIIeHUs COOTBETCTBYIOIIEH MHQOpMAIMM Ha CBOUX
opunmanbHeIX caiitax B cetu "MHTepHeT" He mo3/1HEe JBYX MeECSLEB O Hadaja IMPOBEACHUS
YKa3aHHbBIX MEPOIIPUSATHI.

3. Undopmanus o mpoBeACHUU MEPONPUATHH, yKa3aHHBIX B 4acTH | HacTosllel cTaThH, B CPOK,
YCTAHOBJICHHBIN YacThIO 2 HACTOSIEH CTaThH, AOJKHA ObITH HalpaBiieHa B (enepaibHbId opraH
UCTIOJIHUTENIBHOW BJIACTH, OCYLIECTBISIIOIMN (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
3/IpaBOOXPAHEHMs, AJIS MOCIEAYIOUIEr0 pa3MeLIeHUs €€ Ha O(UIMAIBHOM caiiTe 3TOro opraHa B
cetu "HMHTepHeT".

I'masa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE
3AKOHOJATEJbCTBA POCCUMCKON ®EJEPALIMUA ITPU
OBPAIIEHUU JIEKAPCTBEHHbBIX CPEJACTB U
BOSMEIIEHHUE BPEJA, IPUMUHEHHOI'O 31OPOBbBIO
I'PAXKJIAH BCJIEACTBUE IPUMEHEHUA JIEKAPCTBEHHbBIX
IHPEITAPATOB

Crartbs 68. OTBEeTCTBEHHOCTH 32 HAPYLIEHHE 3AKOHOIATeJIbCTBA
Poccuiickon @enepanuu npu o0OpalieHnM JIEKAPCTBEHHbIX CPEACTB
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1. Hapymenune 3akonomarenbctBa Poccuiickoit deneparmyu mpu oOpamieHUH JIEKapCTBEHHBIX
CPEICTB BIIeYEeT 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEIHLCTBOM Poccuiickoii
Ddeneparun. (B pea. Denepanbaoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. 3a Hempe/aCTaBJICHUE UM HECBOEBPEMEHHOE MpeCcTaBlIeHne HH(GOpMaluu U (UJIH) TOKYMEHTOB
nub0 TPENCTaBICHHE HEJOCTOBEPHBIX HH(POpPMANUU M (WIU) JOKYMEHTOB, MPEIYCMOTPEHHBIX
HacToAM DenepanbHBIM 3aKOHOM, CyOBEKThl OOpallleHus JIEKapCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3akoHogaTesnbcTBoM Poccuiickoit ®enepamuu. (B pen.
denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-D3)

CraTbs 69. Bosmenenune Bpeaa, NPUYUHEHHOT0 3[I0POBbI0 IPAKIAH
BCJIEICTBUE IPUMEHEHUsI JIEKAPCTBEHHBIX MpenapaToB

1. HpOI/I3BO,Z[I/ITeJ'IB JICKAPCTBCHHOT'O IIpfIiapara 00513aH BO3MECTUTh Bpca, HpH‘lHHCHHHﬁ 3A0pPOBBIO
TpaXxJaaH BCJICACTBUEC IIPUMCHCHUA JICKAPCTBCHHOT'O IIpIiapara, €CJIn A0Ka3aHo, YTO:

1) nexapcTBEHHbIN IpenapaT MPUMEHSICS IO HAa3HAYEHUIO B COOTBETCTBUM C MHCTPYKIHUEH IO
IIPUMEHEHHUIO JIEKapCTBEHHOTO Npenapara U NIpUYMHON Bpeia sIBUICS BBOJ B IPakJaHCKUN 000poT
He100pOKaYeCTBEHHOI O JIEKAPCTBEHHOTO MIpernapara;

2) Bpen 3J0pPOBBIO MPHYMHEH BCIEACTBHEC HEIOCTOBEpHOW WH(GOpPMAIIUU, COJACpIKAIICHCS B
WHCTPYKLUMU 1O TMPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara, H3AaHHONH IMPOU3BOJUTEIIEM
JIEKapCTBEHHOTI'O IIpernapara.

2. B cnmyuae, ecnu Bpea 3A0POBBIO I'pa)klaH NPUYMHEH BCIIEJICTBHE NMPUMEHEHHS JIEKapCTBEHHOTO
npenapara, HNpPULIEIIIEr0 B HErOAHOCTb B  pe3ysibTaTe HapyLIeHWs NpaBWl XpaHEHUs
JICKapCTBEHHBIX CPEACTB, NPaBWJI ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTamu, MpPaBUI
OTIIyCKa JIEKapCTBEHHBIX IIpenapaToB, MpPaBUI M3rOTOBICHUS M OTIYCKa JICKApCTBEHHBIX
IpenapaToB, BO3MEIICHHWE Bpela OCYIIECTBISIETCS COOTBETCTBEHHO OpraHHW3alMeld ONTOBOM
TOPrOBIM  JIEKAPCTBEHHBIMH  CpPEACTBAMH,  alTE€YHOH  oOpraHuzalnuei, WHAUBUIYaIbHBIM
npenpUHIMATEIEM, UMEIOIIMMH JIUIICH3HIO Ha (papMaleBTUIECKYIO e TebHOCTh MU JIUIICH3HIO
Ha MEIUIUHCKYI0 JIeSTeNbHOCTh, MEIUIMHCKON OpraHu3anuei, HMeromel JHMIEH3UI0 Ha
(dapMalleBTUYECKYIO0 JESTENIbHOCTh (€€ 000COOJIEHHBIM ToJpa3zenieHueM (amOynaTtopuen,
denpamepckuM U (QenapALIepCKO-aKyIIepCKUM IYHKTaMH, LEHTpoM (OTxaeneHueM) oOriei
BpaueOHON (CeMeWHOM) PAKTUKH), PACTIOJIOKEHHBIM B CEJIbCKOM HACEJIEHHOM ITYHKTE, B KOTOPOM
OTCYTCTBYET amnTeyHas OpraHu3anus), JOMyCTUBIIMMM MPOAAXy HIM OTIYCK TaKoro
JIEKapCTBEHHOTO Tpemnapara. (B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3Mmemenue Bpena, NPUYMHEHHOTO 3J0POBbIO Tpa)kJaH BCJIEACTBUE IPUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB UM COBEPIICHUS TPOTUBONPABHBIX JEHCTBUI CyObEeKTaMH 0OpaIeHUs
JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBIISIETCS B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoi
denepanuu.

I'masa 16. SAK/TIOUYUTEJIBHBIE ITOJOKEHUA

Crarbs 70. O npu3HAHUU YTPATUBIIUMH CHJLY OTAEJIbHBIX
3aKOHOJATEJbHBIX AKTOB (I0JI0KEHUH 3aKOHOAATEIbHbIX AKTOB)
Poccuiickoiit @eaepanuu
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[Tpu3HaTh yTPaTUBILIUMU CHITY:

1) ®enepanbupliii 3aK0H oT 22 uroHs 1998 roga N 86-D3 "O nexapcTBeHHbIX cpeacTBax’ (CoOpaHue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbHblii 3akoH OT 2 ssHBaps 2000 roga N 5-®3 "O BHeceHMHM M3MEHEHUS M JOTIOJHEHUN B
@enepanbubliii 3akoH "O nexapcTBeHHBIX cpencTBax” (CoOpanue 3akoHOAarenbcTBa Poccuiickoit
®denepanun, 2000, N 2, cT. 126);

3) crarpio 40 denepanpHoro 3akona ot 10 saBaps 2003 roga N 15-®3 "O BHeCeHWH U3MEHCHHN U
JIOTIOJIHEHUH B HEKOTOpPBIE 3aKOHOJAATENbHbIE aKkThl Poccuiickon denepanuu B CBSI3U € IPUHATUEM
®enepanpHoro 3akoHa "O JHMIICH3UPOBAHWU OTHCNBHBIX BHAOB jAesaTenbHocTH" (CobOpaHue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) cratpio 31 ®denepanshoro 3akoHa oT 30 urons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUI M
JIOTIOJIHEHUA B HEKOTOpBIE 3aKOHOJATelbHbIE akThl Poccuiickoi @Penepanuu, NIpU3HAHUU
YTPAaTUBLUIMMHU  CHJIY  OTHCNbHBIX  3aKOHOJATENbHBIX  akTOB  Poccuiickoit ~ denepanumy,
MPEIOCTABICHUU OTHACIBHBIX TApaHTHH COTPYJHUKAM OpPraHOB BHYTPEHHHUX [IEJI, OPTraHOB II0
KOHTPOJIIO 32 O0OpPOTOM HApKOTUYECKUX CPEACTB U IMCUXOTPOIHBIX BEHIECTB U YIPa3JIHIEMBIX
denepanbHBIX  OpPraHOB HAJOTOBOW TOJWIMM B CBSA3M C  OCYIISCTBICHHEM MeEp IO
COBEpIICHCTBOBAHUIO TOCyaapcTBeHHOTO yrpasieHus" (CobOpanue 3akoHomaTenscTBa Poccuiickoii
®epnepanun, 2003, N 27, ct. 2700);

5) crateio 101 ®denepansHoro 3akona ot 22 aprycra 2004 roga N 122-®3 "O BHeCeHUH W3MEHCHHMA
B 3aKOHOJaTeNlbHble aKThl Poccuiickoit denepanui U MpU3HAHUKM YTPATHBIIUMH CHIIY HEKOTOPBIX
3aKOHOJATENLHBIX akTOB Poccuiickoii Denepauu B CBSA3H C MPHHITHEM (eepaibHbIX 3aKoHOB "O
BHECEHUH M3MEHEHUH u aononHeHuil B denepanbHblil 3akoH "OO0 00X MPUHIUIAX OPTaHU3AlNUN
3aKOHO/IATENbHBIX (TIPEICTABUTENIbHBIX) U MCIOJHUTEIBHBIX OPraHOB TOCYAApCTBEHHOM BIIACTH
cyorekToB Poccuiickoit ®enepauuu” u "OO6 00muUX NOPUHIMIIAX OPraHU3aldd MECTHOTO
camoymnpasnenuss B Poccuiickoit ®enepanun" (CoOpanue 3akoHOmaTenbcTBAa Poccuiickoit
®eneparnun, 2004, N 35, ct. 3607);

6) cratbio 28 deaepanbHoro 3akona ot 18 gexadps 2006 roga N 231-d3 "O BBefcHUU B ICHCTBHE
yactu yetBepToii ['paxmanckoro kogekca Poccuiickoit denepanun" (Cobpanue 3aKOHOIATENBCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Crarps 71. Berymiienue B cuity HacTosimero @eaepajabLHOro 3aKk0Ha
1. Hacrosiuit denepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 ceHtssOpst 2010 roaa.

2. JlekapcTBeHHBIE CpEICTBA, 3apETUCTPUPOBAHHBIC 10 JHS BCTYIUICHUS B CHIIy HACTOSIIETO
@denepanbHOr0 3aKOHA, MOMAJIEKAT BKJIIOYEHHUIO B TOCYAAPCTBEHHBIE PEECTPbI JIEKAPCTBEHHBIX
CpPEICTB C BHECEHHMEM YKa3aHHbIX B 4acTu 1 crarbum 33 Hacrosmero denepaibHOro 3akoHa
CBeIeHH 00 OTHX JIEKapCTBEHHBIX CpEACTBaX 0€3 MPOXOXKIEHUS BHOBb MPOLETYPHI
rOCyJJapCTBEHHOM pPETUCTPAIH JIEKAPCTBEHHBIX MIPENApaToB.

3.T OCYydapCTBCHHAA PErucTpatus JICKAapCTBCHHBIX MPCHIAapaTOB, 3d UCKITOYCHHUEM JICKAPCTBCHHBIX
npenaparoB A MCAUIHUHCKOrO MPHUMCEHCHUSA, NPCACTABICHHBIX Ha YKa3aHHYIO PETHUCTpaluio a0
AHSA BCTYIUUICHHA B CHUJIY HACTOALICTO qDCI(Cp&J'ILHOFO 3aKOHa, OCYHICCTBIISICTCA B COOTBCTCTBHUU C
HaCTOsSIINM q)ejlepaJ'H)HBIM 3aKOHOM Ha OCHOBAHMHW AOKYMCHTOB W AaHHBIX, IMMPCACTABJICHHBIX 10
AHSA BCTYIUICHUS B CHUJIY HACTOAMICTO d)e;[epanbﬁoro 3aKOHa. (B pea. GbeﬂepanLHoro 3aKOHa OT
11.10.2010 N 271-®3)
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3.1. T'ocymapcTBeHHass peructpanus JEKapCTBEHHBIX MTPENapaToB JUisl MEAULIUHCKOTO PUMEHEHMS,
IIPEJICTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPALMIO 10 JHS BCTYIUIEHUS B CHJIy HACTOSILErO
@denepanbHOrO0 3aKOHAa, M TOCYJAPCTBEHHAs PETHCTpalus JIEKapCTBEHHBIX MPENapaToB IS
MEAMIMHCKOTO NPUMEHEHHUS, MPEJCTABICHHBIX Ha 3KCIEPTH3Yy JEKAPCTBEHHBIX CPEJICTB A0 JHS
BCTYIUIEHUSI B Cuiy Hacrosumero @enepaJbHOrO 3akOHa B LEIAX MX  IOCIEIyIOLIEn
rOCYy/JapCTBEHHOW PETUCTpPALlUU, OCYIIECTBIISIIOTCS HAa OCHOBAaHUU JIOKYMEHTOB U JIaHHBIX,
MPEACTABICHHBIX [0 [JHSA BCTYIUIGHMS B CHJIy Hactosmero ®denepajbHOro 3aKkoHa, a TaKkKe
3asBJICHUS O TOCYJApCTBEHHOM pPETUCTPALUU JIEKAPCTBEHHOI'O IIpernapaTa, IpeicTaBIEHHOIO
MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX NIPENApaToOB WA YIIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUU C
HactosmuM DenepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN (enepaiabHbIil OpraH HCIOJIHUTEIbHON
Bractu a0 1 wmapra 2011 roma, 6e3 TpeboBaHHS yIUIATBI TOCYJAAPCTBEHHOW IOIUIMHEI,
IPeIyCMOTPEHHOM 3aKoHOnaTenbCcTBOM Poccuiickoit ®Penepanuu o Hamorax u cOopax. (B pen.
denepanpaoro 3akona or 29.11.2010 N 313-D3)

3.2. TloarBepkaeHWe TOCYIAapCTBEHHOW PETHCTPAllMM  JICKAPCTBEHHBIX  IPEMapaTroB  JUIS
MEIUIUHCKOTO  TPUMEHEHUS, MPEACTaBICHHBIX JJS  IMOATBEPXKACHUS  TOCYAapCTBEHHOU
pErHCTpaly 10 JHS BCTYIUICHHS B CHIIy HacTosimero denepaqbHOro 3akOHa, W MOJITBEPIKICHUE
TOCYJTApCTBEHHON PETUCTPAllMN JICKAPCTBEHHBIX NpPENapaToB IS METUIIMHCKOTO NPUMEHEHUS,
IPE/ICTaBICHHBIX Ha KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JHS BCTYIUICHUS B CHIIY HACTOSILETO
QdenepanbHOTO 3aKOHa B IENAX IOCICAYIONETO IOATBEPXKICHHA HX T'OCYIapCTBEHHOM
PETHCTpPAIMH, OCYIIECTBIISIFOTCS HAa OCHOBAaHMM JOKYMEHTOB U JIAHHBIX, HPEICTABICHHBIX 1O THS
BCTYIUICHUSI B CHJIy Hacrosimero denepaibHOTO 3aKOHA, a TaKXKe 3asABJICHUS O TOATBEPKICHUU
TOCYAapCTBEHHOW PErucTpanyy JEKapCTBEHHOTO IIperapara, MPEACTaBICHHOIO MPOM3BOAMTEIIEM
JICKApCTBEHHBIX MPENapaToB WM YHOJHOMOYEHHBIM WM JIMIIOM B COOTBETCTBUU C HACTOSIINM
denepanbHBIM 3aKOHOM B YIIOJHOMOYEHHBIH (eepaibHblil OpraH MCIOJHUTENFHON BiIacTH 10 1
mapta 2011 roma, 6e3 TpeOOBaHUS yIUIATBl TOCYNAPCTBEHHOW MONILIMHBI, MPEAYCMOTPEHHON
3aKoHO/aTeIbcTBOM Poccuiickoit @enepanmu o Hamorax u coopax. (B pex. dexepanbHOro 3akoHa
o1 29.11.2010 N 313-®3)

3.3. llpuHATHMe pelmieHus O BHECEHWHM W3MEHEHUH B JIOKYMEHTBI, COJEpKaluecs B
PEruCTPaIlMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAaHHBIN JIEKApCTBEHHBIN IMpernapaT Uisl MEAUIIMHCKOTO
IIPUMEHEHHUS U IIPEJICTaBICHHbBIE O AHS BCTYIUIEHUS B cuily Hacrosiero denepaabHOro 3akoHa, u
NPUHITHE PEIICHUS O BHECEHUWM W3MEHEHUN B JIOKYMEHTBI, COJEprKalleecss B PErMCTPalliOHHOM
JI0OCbE€ Ha 3aperMCTPUPOBAHHBIM JIEKApCTBEHHBIM Ipernapar Uil MEAMIMHCKOIO IPHUMEHEHUs H
IIPE/ICTABJICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JHS BCTYIUICHHS B CHIIy HACTOSIIErO
@denepallbHOTO 3aKOHA, OCYIECTBIISIIOTCS HA OCHOBAaHUM JIOKYMEHTOB U JAHHBIX, ITPEICTaBICHHBIX
JI0 THA BCTYIUIEHMS B CHJIy Hactosmero denepanbHOro 3aK0HA, a TaKKe 3asBJICHHUS O BHECEHUU
WU3MEHEHUN B JIOKyMEHTHI, COAEP)KAIMECS B PETMCTPALMOHHOM JOChE Ha 3aperucTpUpPOBAaHHBIN
JIEKapCTBEHHBIN Ipenapar A MEIUIUHCKOTO MPUMEHEHMsI, IPEICTaBICHHOTO MPOU3BOIUTEIEM
JIEKapCTBEHHBIX IPENAapaTOB WJIM YIOJHOMOYEHHBIM MM JIMLIOM B COOTBETCTBHHM C HACTOSIIMM
@®enepalibHBIM 3aKOHOM B YIOJHOMOYEHHBIN (elepalbHblii OpraH MCHOJHUTENbHOM BiIacTH 10 1
mapta 2011 roma, 6e3 TpeOGOBaHUS yIUIAThl TOCYAApPCTBEHHOW MOILIMHBI, MPEIYCMOTPEHHOM
3akoHoaarenbcTBOM Poccuiickoit ®enepanuu o Hanorax u coopax. (B pen. denepaibHOrO 3aKOHa
01 29.11.2010 N 313-®3)

34, Brigaua pa3pemeHI/H”4 Ha IMPOBCACHUEC KIIMHUYCCKUX HCCIeIOBaHUM JICKApPCTBCHHBIX MIPCIIapaToB
AJ1 MEAWIUHCKOTO IMPUMCHCHHUA 110 3asABJICHUAM, IIOJAaHHBIM JO0 JHS BCTYIUICHUA B CHITY
HaCTOAIICTO qDCI[Cp&J'ILHOFO 3dKOHa, a TAKXKC I10 3asABJICHUAM, IMIOAAHHLIM IIOCJIC JHS BCTYIIJICHUS B
CUJIy HaCTOALIETO dbeglepa.HLHoro 3aKOHa Ha OCHOBAHMHU OKCIIEPTHU3, NPOBCACHHBLIX 10 OHA
BCTYIUICHHA B CUJIY HACTOAMICTO (DCI[CpaJ'IBHOF O 34aKOHa4, OCYHICCTBIIACTCA B COOTBCTCTBHU C
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HacTosAnmM DenepanbHbIM 3aKOHOM Ha OCHOBAHWHU JOKYMEHTOB M JIaHHBIX, MPEJCTABICHHBIX WIH
NOJIyYEHHBIX J10 JHS BCTYIUIEHHS B cuily Hacrosmero @®enepaJbHOro 3aKkoHa, a TakKe Ha
OCHOBaHUHU KOMHUH IPEABAPUTEIHHOIO JOrOBOpa 00SI3aTENILHOTO CTPAXOBaHUS KU3HU, 3J0POBbS
NAIUEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Jyis
MEAMIIMHCKOTO MPUMEHEHHUSI, UM KOIHUU JIOTOBOpa 005S3aTeIbHOI0 CTPAXOBAHUS JKU3HH, 310POBbS
NAIUEHTOB, YYacTBYIOIIMX B KJIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Jyis
MEAMIIMHCKOTO MPUMEHEHUS, JIN0O MPECTABICHHON KOIMUH JOTOBOpa 0053aTeIbHOI0 CTpaxoBaHus,
3aKJIFOYEHHOT'O B COOTBETCTBUU C TUIIOBBIMH IPAaBUIAMH 0053aTEIbHOIO CTPAXOBAHMS, C YKa3aHUEM
NpelelbHOM  YHMCIEHHOCTHM  MNAIMeHTOB, YYacTBYIOIIMX B  KIMHUYECKOM  HCCIIEOBAaHHUU
JEKapCTBEHHOTO Tpenapara i MEAWIUHCKOrO TpHUMEHEHHUs, O0e3 TpeOOoBaHMs YIUIATHI
rOCYIapCTBEHHOW TMOUUIMHBI, MPEIyCMOTPEHHOM 3aKOHOJaTeNnbcTBOM Poccuiickoit denepanuu o
Hayorax u coopax. (B pen. ®enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAaHHON BajJlOTE€ [0 JHS BCTYIUICHHS B CHUJIy HACTOSILETO
@denepanbHOrO 3aKOHAa MpPEJENbHbIE OTIYCKHbIE LE€Hbl HMHOCTPAaHHBIX IPOU3BOAUTENIEH Ha
JICKApPCTBCHHLIC ITpC€HapaThl, BKIIOUYCHHLIC B IHCPCUYCHb KXKU3HCHHO HGO6XOI[I/IMI)IX M BaXKHEHIIMX
JIeKapCTBEHHBIX IpenapaToB, HOJuIeXaT mepecdyery B pyomu mo kypcy LleHTpanbHOro OaHka
Poccuiickoit @enepanuu Ha gary, ycrtaHoBieHHYo [IpaButenbctBoMm Poccuiickoit denepaunu, 6e3
IpPECTaBICHUs 3asBJICHUS O IepecyeTe LIeHbl C BHECEHMEM COOTBETCTBYIOUIMX HM3MEHEHHH B
TOCYIAPCTBEHHBIA PEECTp MPENEIbHBIX OTHYCKHBIX LIEH NPOU3BOJUTENCH Ha JIEKAPCTBEHHBIE
npenaparhl, BKJIIOUEHHbIE B IEpEUeHb JKU3HEHHO HEOOXOAMMBIX M BAaKHEHIIMX JIEKapCTBEHHBIX
npenaparos. (B pen. PenepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

3.6. 3aperucTpupoBaHHbIE 10 JAHA BCTYIUIGHHs B cuily Hacrosiuero ®enepajbHOro 3akoHa
npeliebHbIE OTIYCKHBIE ILIEHbl POCCUNCKHMX IPOU3BOAUTENEH Ha JIEKAPCTBEHHbIE Iperaparhl,
BKJIIOYECHHBIE B ME€PEUCHb >KU3HEHHO HEOOXOAMMBIX M BA)KHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
nouiexar uHaekcauu ¢ 1 HosOps 2010 roga MCxois U3 MPOTHO3UPYEMOTO YPOBHS MHOISAIMH,
ycraHoBneHHOro ®denepanbHbiM 3akoHOM OT 2 nekadbps 2009 roma N 308-03 "O denepanbHoM
oromxkere Ha 2010 rox m Ha tuaHoBbi nmepuon 2011 m 2012 romo" Ha 2011 rox. (B pen.
denepanbroro 3akora ot 11.10.2010 N 271-®3)

3.7. ITocne 1 mapra 2011 rona He gomycKarTCs MPOU3BOACTBO U BBO3 B Poccuiickyro ®eneparuo
JIEKapCTBEHHBIX IpEenapaToB B YIAaKOBKaX € MapKUPOBKOW, KOTopas Obula HaHeceHa [0 JHS
BCTYIUIEHUS B CUIy Hacrosero denepalbHOro 3akoHa. 11o ucreuenun ykasaHHOro cpoka JaHHbIE
JIEKapCTBEHHBIE IperapaThl MOTYT OTIYCKaThCs, PEaIM30BbIBATHCS, MepeaaBaTbCsl U MPUMEHSTHCS

JI0 MCTEYEHUsl UX cpoka roxHoctu. (B pen. degepanbhbix 3akoHoB oT 29.11.2010 N 313-P3, ot
06.12.2011 N 409-®3)

4. Co gua BcTymueHus B cuiny Hacrosimero ®enepanpHoro 3akoHa u no 30 ampens 2011 roga
BKJIIOUUTENBHO JIONMYCKAeTCSd IPOBEIEHUE OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SKCIEPTaMU
DKCIEPTHOTO YUPEKICHHUSI [0 IPOXOXKIAEHHS MMM aTTECTAlMM B TOPAAKE, YCTaHOBJIEHHOM
YIOJTHOMOYEHHBIM (pe/IepalIbHbIM OPraHOM MCTIOTHUTEIbHON BIACTH.

5. Co musa BcrymieHus B cuity Hactosmero denepanpHoro 3akona u mo 31 gexabpst 2013 roma
BKJIFOYUTENIBHO  OCYIIECTBIISIETCS TEpPEXO0Jl K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUHU C TMPaBHJIAMHU OpPTaHU3AIMU TPOU3BOJICTBA W KOHTPOJIS KauecTBa JIEKApCTBEHHBIX
CPEICTB, yKa3aHHBIMH B 4acT 1 ctaTthu 45 Hacrosmero denepansHOro 3aKOHa, B IOTHOM O00BEME.
Cpoku mepexo/ia MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX MPOU3BOJCTBY B COOTBETCTBHH C
KOHKPETHBIMU TPEOOBAHHUSAMH JaHHBIX MPABUII, BKIIFOYAs CPOKH aTTECTAI[UU YIIOJTHOMOYEHHBIX JIHII,
YKa3aHHBIX B 4YacTsaX 6 wm 7 crarbm 45 Hacrosmiero ®deaepaabHOro 3aKOHA, YCTAaHABIMBAOTCS
IIpaBurensctBOoM Poccutickon denepanum.
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6. JIuneH3un Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, BblAaHHbIe 10 | suBaps 2014 ropa,
neiictBytor mnocine 1 sHBaps 2014 roma A0 ucTedeHMsT cpoka MX JEMCTBUSL NPU  YCIOBHU
COOTBETCTBUS JIMIIGH3MaTa IIpaBUJIaM OpraHU3alMM IPOMU3BOJCTBA M KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTH 1 cratbu 45 Hactosero denepanbHoro 3aKoHa.

7. ®dopmupoBaHHE TOCYJApCTBEHHOTO 3a/JaHMsI Ha TMPOBEJACHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX
cpeactB  (denepambHOMY TOCYAapCTBEHHOMY OIOKETHOMY YUPEKACHHUIO IO TPOBEACHUIO
OKCIIEPTHU3BI JICKAPCTBEHHBIX CPEIACTB M (PMHAHCOBOE O0OECIEYCHHE BBHITIOJHEHHS JTOTO 3aJaHUs
OCYIIECTBIISIIOTCA B MOpsaKe, ycTaHOBIeHHOM DenepanbHbIM 3aKk0oHOM OT 12 siHBaps 1996 roma N
[-®3 "O nexkommepueckux opranuzanusax". (B pen. dexpepanpHoro 3akona ot 29.11.2010 N
313-d3)

IIpesuoenm Poccutickou @edepayuu

J1. MEJJBEJIEB

MockBa, Kpemiib
12 anpens 2010 roga
N 61-03
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