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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

120 anpena 12010 romna N[161-D3

POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-P3, 01 22.10.2014 N 313-P3,
oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-P3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-D3, ot 14.12.2015 N 374-D3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,
ot 28.12.2017 N 425-®3 (pex. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
oT 26.07.2019 N 240-P3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
oT 27.12.2019 N 475-®3, ot 27.12.2019 N 478-D3, o1 27.12.2019 N 481-D3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N _105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3)

nasa 1. OBLUUE MNMOJIOXKEHUA
Cratbsa 1. NMpeameT perynupoBaHus HacTosiwero PepgepanbHOro 3akoHa

1. Hactrosmuii ®denepalibHbI 3aKOH PETYJIMPYET OTHOIIEHUS, BOSHUKAIOIINE B CBSA3H C OOpaIleHUEM -
pa3paboTKO#l, JOKIMHUYECKHUMH HUCCICJOBAHHUSIMH, KIMHUYECKUMU HCCIEAOBAHUSAMHU, OSKCIEPTH30M,
rOCYJapCTBEHHON pEerucTpamnueii, co cTraHgapTh3alued M C KOHTPOJEM KayecTBa, IPOU3BOJCTBOM,
W3rOTOBIICHUEM, XPAaHEHUEM, MEPEBO3KOHM, BBO30M B Poccuiickyro denepanuro, BIBO30M U3 Poccuiickon
®degepannu, pekiiaMon, OTIIYCKOM, peau3aliei, nepenadei, MpuMEeHEHUEM, YHUUYTOKEHUEM JIEKapCTBEHHBIX
CPEACTB.

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

2. Hacrosmmii ®denepanbHblii 3aKOH YCTAHABIMBACT MPUOPUTET TOCYAAPCTBEHHOIO PEryIHpOBaHUS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

0e3omacHOCTH, KadecTBa U 3P (PEeKTUBHOCTH JIEKAPCTBEHHBIX CPE/ICTB MPH X OOpaICHUH.
(B pen. denepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHns HacTosiwero PeaepanbHOro 3akoHa

Hacrosmuii ®enepanbHblii 3aKOH NPUMEHSETCSI K OTHOLICHWSIM, BO3HHUKAIOIIMM IIpU OOpallleHUH
JIEKapCTBEHHBIX CPeACTB Ha Teppuropun Poccuiickoit denepanuu.

CraTtba 3. 3akoHOoA4aTeNnbLCTBO 06 OOpaLeHNn NeKapCcTBEeHHbIX CPeacTB

1. 3akoHOAATENHCTBO 00 OOpaleHNH JIEKAPCTBEHHBIX CPEACTB COCTOUT M3 HacTosuero denepanbHOro
3aKOHa, APYruX (erepalbHbIX 3aKOHOB M MHBIX HOPMAaTUBHBIX IPABOBBIX akTOB Poccuiickoit denepariuu.

1.1. 3akoHonmaTenbcTBO 00 OOpalIeHUH JEKAPCTBEHHBIX CPEACTB B OTHOLICHUUW IOPUAWYECKUX UL U
WHJMBHUIyAIbHBIX MPEANPUHUMATENEH, OCYLIECTBISAIOMIUX ACSITEIbHOCTh Ha TEPPUTOPUU MEKTYHAPOIHOTO
MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS ¢ y9eTOM 0COOEHHOCTEH, yCTaHOBICHHBIX DenepanbHbIM 3akoHoM "O
MEXKIyHApOJHOM MEIUIIMHCKOM KJIAaCTEpPEe U BHECEHHH HM3MEHEHHMU B OTIC/IbHBIC 3aKOHOJATEIbHBIC AKTHI
Poccuiickoit denepanun’.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. JleiictBue Hacrosimero denepaqbHOro 3aKOHAa PAaCHpPOCTPaHSETCs Ha OOpalleHHe HAapPKOTHYECKUX
JIEKapCTBEHHBIX CPEACTB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YUETOM 0COOEHHOCTEH, yCTaHOBICHHBIX
3aKOHOJATeabCTBOM Poccuiickoit dexepanyuy 0 HAPKOTHUECKUX CPEJCTBAX, ICUXOTPOIHBIX BEIIECTBAX U 00
HX IPEKypcopax.

3. MewictBue  Hacrosimiero — DeAepadbHOTO  3aKOHA  pacCIpOCTpaHseTcsl Ha  oOpalieHue
paanodapMaleBTHUECKUX  JIGKQPCTBEHHBIX  CPEACTB €  Y4eTOM  OCOOCHHOCTEH, YCTaHOBJIEHHBIX
3akoHonarenscTBOM Poccuiickoit deneparuu B 00nacT o0ecneueHus paiuauoHHON 0e30MacHOCTH.

4. Ecou MCKAYHAPOAHBIM JOTOBOPOM Poccuiickoit (Dez(epaum/l YCTaHOBJICHBI MHBIC IIpaBUJid, YCM TC,
KOTOPLIC NPCAYCMOTPCHBI HACTOAIIUM q)ellepaJIBHHM 3aKOHOM, HNPUMCHAIOTCA IIpaBHJIa MCKIAYHAPOAHOI'O
Z0roBopa.

4.1. PemeHns MeXrocy1apCTBEHHBIX OPTaHOB, IPUHATHIE HA OCHOBAHUU IOJIOKEHUN MEXIYHAPOIHBIX
noroBopoB Poccuiickoit @enepanmd B MX MCTOJKOBAaHMM, NpoTuBopedaiieM Koucturynmu Poccuiickoi
@Oenepanyn, He MOANEXKAT HCMONHEHUI0O B Poccuiickoit @enepanuu. Takoe MpoTUBOpeUYHEe MOXKET OBITh
YCTaHOBJICHO B MOPSIKE, OMpeeIeHHOM (efepatbHbIM KOHCTUTYIITHOHHBIM 3aKOHOM.

(uactsp 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii ®enepanuu B COOTBETCTBUM C MEXIYHAPOAHBIMH Jorosopamu Poccuiickont
®enepanyu v (WIM) Ha OCHOBE MPUHIIUIA B3aUMHOCTH MIPU3HAIOTCS PE3yJIbTaThl KIMHUYECKUX UCCIIeI0BaHUMN
JICKapCTBEHHBIX IIPENapaToB s MEAMLIMHCKOIO NMPUMEHEHHs, IPOBEIEHHBIX 3a IpelenaMu TEPPUTOPUU
Poccuiickoit deneparuu.

CrtaTtbf 4. OCHOBHbIe NOHATUSA, UCNONb3yeMble B HacTosiwem PeaepanbHOM 3aKOHe

s ueneit Hactosiniero denepanbHOro 3aKOHA UCTIOIB3YIOTCS CIICTYIOIINE OCHOBHBIE TTOHSATHS:

1) JICKApCTBEHHBIC CPEACTBA - BEIICCTBA UJIHM UX KOM6I/IHaI_[I/II/I, BCTYIAKOIIHUE B KOHTAKT C OpraHu3MoOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

YCJIOBEKa WJIKM JKHUBOTHOI'O, IMPOHUKAKOIINEC B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKa MWJIM KHUBOTHOTO,
NPpUMCHACMBIC JJIA HpO(I)I/IJIaKTI/IKI/I, JAUArHOCTUKH (38. HUCKIIIOYCHHUEM BCIICCTB HIIN HX KOM6PIH8.LIPII>1, HC
KOHTAKTUPYIOIIHUX C OpPraHnu3MoOM 4YCJIOBCKa WA )KI/IBOTHOI‘O), JICUCHUA 3a6OJICBaHI/I$I, peaGI/IHI/ITaI_[I/II/I, JUIA
COXpPAaHCHUA, NPCAOTBpAlICHUA UJIN IIPECPBIBAHUA 6epeM€HHOCTI/I " MOJIYYCHHBIC U3 KPOBH, IJIa3Mbl KPOBH, U3
OpraHoB, TKaHEH opranu3Ma 4Y€JIOBE€Ka HWJIM KXHUBOTHOTIO, paCTeHHﬁ, MHUHEPAJIOB MCTOAAaMHU CHUHTE3a HJIU C
IIPUMCHCHHUEM Ouojoruyeckux TexHojorui. K JICKAPCTBCHHBIM CpPC€IACTBAM OTHOCATCA (bapMaHeBTI/I‘ICCKI/Ie
CY6CTaHI_II/II/I " JICKAPCTBCHHBIC IIPCIIAPATHI;

2) ¢dapmaneBTHUECKash CYOCTAaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHUJEC OJHOTO MM HECKOJBKUX
oOmagaromux (apMaKkoJIOTHYECKOH aKTUBHOCTBIO JIEHCTBYIONIMX BEUIECTB BHE 3aBUCUMOCTH OT HPUPOIBI
MIPOUCXOXKACHHUS, KOTOPOE MpeaHa3HAuUEHO ISl TIPOU3BOJCTBA, U3TOTOBIICHHS JICKAPCTBEHHBIX MPENapaToB U
ornpezaenseT ux 3pGeKTUBHOCTD;

(. 2 B pen. @enepanbHOTO 3aK0Ha OT 22.12.2014 N 429-D3)

3) BcrOMOTaTENbHBIE BEHIECTBA - BEIIECTBA HEOPTaHWYECKOTO WM OPTaHHMYECKOTO IPOUCXOMKIACHHS,
UCHOJb3yeMble B MpoOIlecce MPOU3BOJCTBA, M3TOTOBICHUS JIEKAPCTBEHHBIX MpenapaToB JUIsl NPUAAHUS UM
HEOOXOIUMBIX (PU3UKO-XHUMUYECKUX CBOICTB;

4) nexapCTBEHHBIE TPETapaTHl - JIKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (HOPM, IPUMEHSIEMbIE
JUIS PO UIIAKTUKY, TUATHOCTHUKY, JIEUeHHsI 3a00s1eBaHMsl, peabUIuTallH, U COXpaHEHUs, TPEA0TBpAaIlleHUs
WIN TIpepbIBaHUs OEPEMEHHOCTH;

5) JICKApCTBCHHAsA (1)0pMa - COCTOSAHHC JICKAPCTBCHHOI'O IIpCIiapaTad, COOTBECTCTBYIOIICC crocobaMm ero
BBCACHHUA U ITPUMCHCHUA U 06ecneqHBa10mee JOCTHXXCHHC HGO6XOI[I/IMOFO Je4eOHOTO B(I)(beKTa;

5.1) no3upoBKa - COAEPKAHUE OJHOTO WJIM HECKOJIBKUX JEHCTBYIOLIMX BELIECTB B KOJIUYECTBEHHOM
BBIPQXEHUH HA €IMHULLY J103bl, UJIU €IUHUILY 00bEeMa, WU €IMHUILY MacChl B COOTBETCTBUU C JIEKaPCTBEHHOMN
¢dbopmoit OO Ui HEKOTOPHIX BHUAOB JIEKAPCTBEHHBIX (OPM KOJIMYECTBO BBICBOOOXKAAEMOIO U3
JIeKapCTBEHHOM (pOpMBI e CTBYIOIIErO BEIECTBA 32 €AMHUILY BPEMEHU;

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

6) mepeveHb KM3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX INPEMapaToB - YTBEP’KAAeMBbIN
IIpaBurensctBOM Poccuiickon @Penepanyuy NEPEYEHb JIEKAPCTBEHHBIX IIPENapaToB Il MEAULMHCKOIO
MPUMEHEHHS, 00ECIIEUNBAIONINX MMPHOPUTETHBIE MOTPEOHOCTH 3/PABOOXPAHEHUS B IENAX MPOPHIAKTHKA U
JedeHusi 3a0ojieBaHUN, B TOM 4YHCIEe MpeoOsajaloniux B CTPYKType 3aboneBaemMocTH B Poccuiickoit
denepanuu;

(B pen. ®enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHBle JEKAPCTBEHHBIE IMperaparhl - JICKApCTBEHHbIE IpemnapaThl, MpeJAHa3HAYeHHBIC
HCKJIIOYUTENIBHO JJIsl JUarHOCTUKYU WX NTaTOr€HETUYECKOIo JICUEeHUs (JIeUeHus], HalpaBJIEHHOIO0 Ha MEXaHU3M
pa3BuTHs 3a00eBaHus) peaKnx (opdaHHBIX) 32001€BAHUN;

(m. 6.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OuosornyYecKue JeKapCTBEHHBIE MPEnapaThl - JIEKapCTBEHHBIE MPenaparhl, IeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TMPOU3BEACHO WU BBIACIEHO W3 OMOJOTHYECKOr0 HMCTOYHHMKA W JUISl OMpEJENICHUs CBOWCTB U
KayecTBa KOTOPBIX HEoO0XoAMMa KOMOMHAIUS OHMOJOrMYeCKMX M (U3UKO-XMMHUYECKHX MeToqoB. K
OMOJIOTUYECKUM  JICKaPCTBEHHBIM  IIperaparaM  OTHOCATCS HMMMYHOOHMOJIOTUYECKHE  JIEKapCTBEHHBIE
MpenapaThl, JEKapCTBEHHbIE IpenapaThl, NOJyUYeHHbIE U3 KPOBH, IUIa3Mbl KPOBU YeJIOBEKa U JKUBOTHBIX (3a
HCKITIOYEHHEM LIEeJTbHOW KpPOBH), OMOTEXHOJOTMYECKHE JIEKapCTBEHHBIE Mpenaparbl, reHOTeparneBTHYECKUe
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

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

7) *MMYHOOHMOJIOTUYECKHE JIEKAPCTBECHHBIC TIPETapaThl - JIEKAPCTBEHHBIC MIPErmapaThl, IpeHa3HAYCHHBIE
U1t POPMHUPOBAHUSI AKTUBHOTO WJIM TTACCUBHOTO UMMYHUTETA JINOO TUArHOCTHKY HAJIMYWS UMMYHHUTETA WIH
JTUATHOCTUKU  CHEIU(UUECKOr0  MPUOOPETEHHOTO  W3MEHEHHS  MMMYHOJIOTMYECKOTO  OTBETa  Ha
ajliepru3upymoire Bemectsa. K ”MMyHOOHOIOTHUECKUM JIEKapCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHBI,
AQHATOKCHHBI, TOKCUHBI, CBIBOPOTKH, UMMYHOTTIOOYJIMHBI U aJlJIePTeHbI,
(n. 7 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

7.1) OMOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIC MpenapaThl - JEKAPCTBEHHbIC IMPENapaTrhl, MPOU3BOJCTBO
KOTOPBIX OCYIIECTBIISIETCS C MCIIOJNIb30BAaHHUEM OHMOTEXHOJIOTMYECKUX MPOIIECCOB U METOAOB (B TOM 4YHCIIE
JIHK-pekoMOMHAHTHON TEXHOJIOTUH, TEXHOJOTUU KOHTPOJIMPYEMOI SKCIPECCHH TEHOB, KOIUPYIOIINX
OMOJIOTMYECKH aKTUBHBbIE O€JIKM B IPOKAPHOTaX M OSyKapuoTax, BKIOYas W3MEHEHHbIE KIETKU
MJIEKOIIMTAIOLINX ), THOPUIIOMHOTO METOAA U METOJ1a MOHOKJIOHAJIbHBIX aHTUTEIT;

(m. 7.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2)  reHOTepaneBTHUYECKUE  JIEKAPCTBEHHBbIE  Mpemaparbl -  JIGKQPCTBEHHBbIE  IIpernapartsl,
(hapmareBTHUECKAsT CYOCTAHIINS KOTOPBIX SIBIISETCS PEKOMOWHAHTHOW HYKJICMHOBON KHUCIOTOM WIIM BKJIFOYAET
B ce0f pEeKOMOWHAHTHYIO HYKIEHHOBYIO KHCJIOTY, TIO3BOJISIFOIIYIO OCYIIECTBISTh PETYIHUPOBAHHE,
penaparuio, 3aMeHy, 100aBJICHUE WU yIaJIeHUEe TeHETHUYECKOM IOCIIeI0BaTEIbHOCTH;

(m. 7.2 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEACTBAa - JIEKAPCTBEHHBbIC Mpenaparbl U (hapMareBTHUECKHE
cyOcTaHLIMM, COAEpIKAIIME HAPKOTUUYECKHE CPEACTBA M BKIIOUEHHBbIC B [lepeueHb HAPKOTUYECKUX CPEICTB,
MCUXOTPONHBIX BEIIECTB W HX MPEKYpCOPOB, MOIEKAIIMX KOHTpoito B Poccuiickon ®Penepaunu, B
COOTBETCTBUM € 3aKOHOJATENBCTBOM Poccuiickoit Penepannn, MeXIyHapOIHBIMU JOroBOpaMu Poccuiickon
®denepanuu, B TOM uKcie EnrMHoM KOHBEHIIMEH 0 HApKOTHYECKUX cpeacTBax 1961 roxa;

9) mncUXOTpOMHBIE NEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHbIE Mpenapathl W (apMaleBTUYECKUE
cyOCTaHIMH, COJEepKaIlie NMCUXOTPOIHBIE BEIIeCTBA M BKIIOUEHHBIC B [lepeueHb HApKOTUYECKUX CPEICTB,
IICUXOTPONHBIX BELIECTB W HUX IMPEKYpPCOPOB, MOICKAIIMX KOHTpouto B Poccuiickon Penepaunu, B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit Penepannn, MeXIyHapOIHBIMU JOroBopaMu Poccuiickon
®enepanuu, B TOM urciie KoHBeHIIMEH 0 MCUXOTPOMHBIX BemiecTBax 1971 roaa;

10) pagnodapmarieBTUYECKHE JICKAPCTBEHHBIE CPEIICTBA - JICKAPCTBEHHBIC CPEJICTBA, KOTOPBIE COJEPKAT
B TOTOBOM IS MCTIOJIb30BaHUsI ()OpME OJTMH PATUOHYKIIU WIIM HECKOJIBKO PATUOHYKIIUIOB (PaliOaKTUBHBIX
H30TOIOB);

10.1) opurvHanabHBIN JIEKAPCTBEHHBIM Mpenapar - JEKapCTBEHHBIN INpenapaT ¢ HOBBIM JAEHCTBYIOLIUM
BEILIECTBOM, KOTOPBIM MEPBBIM 3apeructpupoBaH B Poccuiickoii ®enepaun WIM B HHOCTPAHHBIX
rocy/lapcTBaX Ha OCHOBAaHUU pE3yJIbTATOB JOKIMHUYECKHX HCCIEIOBAaHUM JIEKapCTBEHHBIX CPEACTB U
KJIMHUYECKUX UCCIIEOBAaHUM JIEKApCTBEHHBIX IPENapaToB, MOATBEPKAAIOUIUX €ro KauecTBO, 3(P(PEeKTUBHOCTh
1 0€30MacHOCTb;

(m. 10.1 BBenen denepanbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

11) pedepeHTHBIH JTeKapCTBEHHBIHN Mpenapar - JIeKapcTBEHHBIN IpenapaT, KOTOPBIH HCIONb3yeTCs IS
OLIEHKM OMOSKBHUBAJCHTHOCTH WM TEPANeBTUYECKONH HSKBHUBAJCHTHOCTH, KadecTBa, A(PQPEKTUBHOCTH U
0€30MacHOCTH BOCITPOM3BEICHHOTO JIGKAPCTBEHHOTO TMpenapara Wi OuoaHanoroBoro (O6momogo0HOTO)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JIeKapCTBEHHOr0 mpenapara (O6uoaHasnora). B kadecTBe pedepeHTHOro JEKapCTBEHHOro Ipemnapara Jis
MEIMLMHCKOTO TPUMEHEHHs HCIOJIb3YeTCsl OpPUTHMHANBHBIM JIGKApCTBEHHBIM mpenapar Jubo, eciu
OpPUTMHAIILHBIN JIEKAPCTBEHHBIN Mpemnapar He 3aperucTpupoBaH WIM HE HAaXOAUTCs B obopore B Poccuiickoit
®denepani 1 HE HaXOAUTCS B 00OPOTE B MHOCTPAHHBIX TOCYAApPCTBAX, BOCTIPOU3BEICHHBIN JIEKaPCTBEHHBIN
npenapaT Win OMOaHAJIOTOBbIM (OMOMOJOOHBIN) JIeKapCTBEHHBIM Hpernapar (6HoaHanor), KOTOPbId MEpBbIM
3aperucTpUpOBaH M3 YMCIIA HaxoAsmmxcs B obopore B Poccuiickoit denepanuu, OMOIKBUBAJICHTHOCTh WIN
TepaneBTHYECKasi HIKBUBAJIEHTHOCTb, KaueCTBO, 3((PEKTUBHOCTh U OE30MaCHOCTh KOTOPOTO OLEHUBAIUCH IO
OTHOLICHUIO K OPUIHMHAJIBHOMY JIEKAPCTBEHHOMY THIpenapaTry, a TakkKe KauyecTBO, I(PQPEKTUBHOCTb U
0€30MaCHOCTh KOTOPOTO TOATBEPIKIAIOTCS pe3yibTaTaMu (apMakoOHaa30pa M MPOBEPOK COOTBETCTBUS
JIEKapCTBEHHBIX CPEJCTB, HAXOAALIUXCS B TIPaKIAHCKOM O00OpOTE, YCTaHOBJIEHHBIM TpPeOOBaHHUSIM K HX
KauecTBy. B KkadecTBe pedepeHTHOro JEKapCTBEHHOIO IIpernapaTta JUisi BETEpUHAPHOIO IPUMEHEHUs
UCIIOJIb3YeTCsl JIEKAPCTBEHHBIM Mpemnapar Jjsl BETEepUHAPHOIO IPUMEHEHUs, 3aperMCTPUPOBAHHBIA B
Poccuiickoif @enepaninu Ha OCHOBaHUU PE3yJIbTATOB JOKIMHUYECKUX UCCIIEI0BaHUN JIEKAPCTBEHHBIX CPE/ICTB
U KIMHUYECKUX MCCIEIOBAHMN JIEKapCTBEHHBIX IMPENapaToB, MOJATBEPKIAIOUIMX €ro  KayecTBo,
3¢ (HeKTHBHOCTH U 0€30MaCHOCTS;

(n. 11 B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocmpou3BeICHHBIN JIEKApPCTBEHHBIM IMpenapar - JIGKApCTBEHHBIM INpenapar i METUIMHCKOTO
IPUMEHEHHUs, KOTOPhIH MMEET HKBUBAIECHTHBINH peepeHTHOMY JEKapCTBEHHOMY IIpenapaTy KadeCTBEHHbIN
COCTaB M KOJINYECTBEHHBIN COCTaB JECWCTBYIOIIMX BELIECTB B HKBUBAJICHTHOMN JEKapCTBEHHOH ¢opme, 1100
JIeKapCTBEHHBIN IpenapaT /Ui BETEPUHAPHOTO MPUMEHEHHs, KOTOPBIA UMEET TaKue *ke, 4To U pedepeHTHbIN
JIEKapCTBEHHBIN IIpenapar, Ka4YeCTBEHHBIM COCTAaB U KOJIMYECTBEHHBIN COCTAaB JCHCTBYIOIIUX BEUIECTB B TAKOU
e JIEKapCTBEHHOW (Qopme, OMOIKBHBAJICHTHOCTh WJIM TepaleBTUYECKass AKBUBAICHTHOCTh KOTOPBIX
COOTBETCTBYIOIIEMY pe(epeHTHOMY JIEKapCTBEHHOMY IpenapaTy MOATBEPXKICHA COOTBETCTBYIOLIUMU
UCCIICJOBAHMSMY;

(m. 12 B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepameBTHUYECKas SKBHBAJCHTHOCTb JIGKAPCTBEHHBIX IPENapaToB - JOCTHKEHHUE KIMHUYECKU
COIIOCTAaBUMBIX ~TepaneBTHUecKoro »¢dexrta M Tnokazarened HPPeKTHBHOCTH U 0€30MacHOCTU TpHU
MPUMEHEHHH JICKAPCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO IIPUMEHEHUS, UMEIOIINX OHO MEXKIyHApOIHOE
HENaTeHTOBaHHOE (WM XMMHUYECKOE, WU TPYIITUPOBOYHOE) HANMEHOBAHUE, B YKBUBAIICHTHBIX O3HPOBKAX
10 OJHUM M TE€M JK€ IOKa3aHMSAM K MPUMEHEHHUIO U TPH OJMHAKOBOM CIIOCOOE BBEICHHUS Y OIHOM M TOH ke
rpymmnbl OOJBHBIX;

(m. 12.1 B pea. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

12.2) OwuoaHanoroBelii (OMOMOMOOHBIN) JEKAapCTBEHHBIH mpenapar (OmoaHANOT) - OHOJOTHYCCKUI
JIEKapCTBEHHBIM TMpermapar, CXOXHH 10 TmapaMeTpaMm KadecTBa, d3(dexktnBHOCTH U 0€30macHOCTH ¢
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM ITPETIapaToM B TaKOH K€ JICKApCTBEHHOH (OopMe M UMEIOTIHIA
WJICHTUYHBINA CIIOCOO BBE/ICHUS;

(m. 12.2 BBenen ®enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

12.3) B3auMo3aMeHsIEMbIN JIEKAPCTBEHHBIN Npemapar - JEKapCTBEHHBIM mpemnapar ¢ JO0Ka3aHHOU
TEPANeBTHYECKON  DKBUBAJIEHTHOCTHIO WM OWOIKBUBAJCHTHOCTHIO B  OTHOIICHHH pedepeHTHOTO
JIEKapCTBEHHOTO TIpenapara, WMEIOIINI SKBHUBAJICHTHBIE €My KadyeCTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN
COCTaB JICUCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOTATEIbHBIX BEIIECTB, JIEKAPCTBEHHYIO (HOpMYy U CIOCOO
BBEJICHU,

(m. 12.3 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

124) OMO’KBUBAJICHTHOCTh JICKAPCTBCHHBIX IIPCIIAPATOB - JOCTUIKCHHUC COIIOCTABUMBIX nokazareinei
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

CKOpPOCTH BCACBIBaHUS, CTCNCHH TOCTYIUICHHUS K MECTy JCHUCTBUS W CKOPOCTH BBIBEJCHHUS OJHOTO WIIU
HECKOJIbKUX o0siamaronux (HpapMakoIOrHuecKkoil aKTUBHOCTHIO JCHCTBYIOIIMX BEIIECTB NMPU MPUMEHEHUU
JICKapCTBEHHBIX TIPEMapaToB I MEAUIMHCKOTO TPUMEHEHUS, HWMEIOIUX OJHO MEXIYHApOIHOE
HEMaTEeHTOBAHHOE (MM XMMHYECKOE, WU TPYTIITHPOBOYHOE) HANMEHOBAHKE, B SKBUBAJICHTHBIX JIO3UPOBKAX U
TP OJIMHAKOBOM CIIOCOOE BBEJICHUS;

(. 12.4 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PACTHUTENHHOE CHIPhE - CBEXKHE WIM BBICYLICHHBIE pPACTEHHS JTUOO HMX YacTH,
WCIIONb3yEMbIE I TMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3alUsIMH - TPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB WM H3TOTOBJICHUS JICKAPCTBEHHBIX MPENapaToB alTEYHBIMU OPTraHU3alUsSIMH,
BETCPUHAPHBIMH ANTEYHBIMU OpPraHU3ALMIMH, WHIUBUIYAIbHBIMU TPEANPUHUMATEISIMUA, HMEIOITUMU
JMIIEH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCTb;

14) nexapCTBEHHBIM pACTUTEIBHBIN MpernapaT - JEKAPCTBEHHBIA IIpenapar, MPOW3BEICHHBIN WIH
U3TOTOBJICHHBIN M3 OJHOTO BHUJAA JIEKAPCTBEHHOTO PACTHUTENHHOTO CHIPbS WJIM HECKOJIBKHX BHUAOB TaKOTO
CBIPBS ¥ peaTn3yeMblil B pachacOBaHHOM BHUJIE BO BTOPUYHOU (TIOTPEOUTENBCKOI) YITaKOBKE;

15) romeonaTuueckuil JEKapCTBEHHBIN IpenapaT - JIEKapCTBEHHBIM IpenapaT, MPOU3BEACHHBIN WU
W3TOTOBJICHHBIN M3 (hapMaleBTHUECKOW CyOCTaHIIMH WiH (apMaleBTHUECKUX CYOCTaHIIMI B COOTBETCTBUH C
TpeOoBaHUAMHU 00IIMX (hapMaKOMEeHHBIX CTaTe K IOMEONaTUYECKUM JIEKapCTBEHHBIM IMpernaparaMm WId B
COOTBETCTBUM € TPeOOBaHUAMHU (hapMaKOIeH CTPaHbl IPOU3BOJUTENS TAKOTO JIEKAPCTBEHHOI'O Mpenapara;

(m. 15 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapoAHOE HEMAaTEHTOBAHHOE HAWMEHOBAHHE JIEKAPCTBEHHOTO CPEJCTBA - HANMEHOBAHUE
JICMCTBYIOIIEr0 BellecTBa (papMalleBTUYECKON CyOCTaHIIMM, PEeKOMEHIOBaHHOE BcemMupHol opraHuzamuen
3/1paBOOXPaHEHUS;

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

17) ToproBoe HaMMEHOBAaHHUE JIEKAPCTBEHHOI'O CPEJCTBA - HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA,
NPUCBOCHHOE €ro pa3pabOTYMKOM, JepKaTeleM WM BIaJelblieM PEerucTPalMOHHOIO YAO0CTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara;

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

17.1) rpynmupoBOYHOEC HAUMEHOBAHHE JICKAPCTBEHHOTO Tperapara - HaMMEHOBaHUE JICKAPCTBEHHOTO
mpernapata, HE HMMEIOIIET0 MEXIYHAPOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHMS, WM KOMOHWHAIINN
JICKApPCTBCHHBIX TIpENapaTroB, HCIOJIb3yeMOEe B LEIIX OOBCIWHEHUS HUX B TPYIINy TMOJ CIUHBIM
HAaMMEHOBAHUEM MCXOJISl U3 OJIMHAKOBOT'O COCTAaBa JICHCTBYIOIINX BEIICCTB;

(m. 17.1 BBenen ®@enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas ¢dapmakoneiiHas craThsi - JOKYMEHT, YTBEP)KICHHBIM YIIOJTHOMOUYEHHBIM (heaeparbHbIM
OpPraHOM HCIIOJIHUTENIFHOW BJACTH WM COJEpKAIIU TepedYeHb IoKa3aTeNel kadecTBa W (WJIM) METOJIOB
KOHTPOJISI Ka4eCTBa KOHKPETHOM JIEKapCTBEHHON (POPMBI, JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS, OMUCAHUS
OMONIOTHYECKNX, OMOXUMHYECKHX, MUKPOOUOJIOTHYECKUX, (PU3NKO-XUMUUECKHUX, PU3HYECKUX, XUMUIECKUX U
JIPYTHX METO/OB aHajHM3a JIEKApCTBEHHOTO CPEIACTBA, a Takke TPeOOBaHHS K HCHOJNB3YEMBIM B LENSX
MIPOBEICHUS IaHHOTO aHaJIM3a peakTUBaM, THTPOBAHHBIM PAaCTBOPAM, HHIUKATOPAM;

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

19) dapmaxomeiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIA YIOJTHOMOYEHHBIM (ellepaibHbBIM OpPraHOM
WCIIOJTHUTENIBHON BJIACTU M COJAEPIKAUIUN NEPEYeHb MOKA3aTeNel KayecTBa M METOAOB KOHTPOJIS KayecTBa
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JIEKapCTBEHHOT'O CPEJICTBA;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) cranpaptHble 00pa3ibl - BEIIECTBA, MOCPEACTBOM CPABHEHHUS C KOTOPBIMU OCYILIECTBISECTCS
KOHTPOJIb KAuecTBa HCCIIEAYEMBIX JICKAPCTBEHHBIX CpPEACTB C TOMOUIBIO (PH3HKO-XHUMHUYECKHX U
OHMOJIOTHYECKUX METOJIOB B IEJISIX MOJTBEPIKICHHS COOTBETCTBHS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSM
HOPMAaTUBHOW JOKYMEHTAllMM, YCTAaHOBJIEHHBIM IIPHU OCYILECTBIEHHUHM T'OCYJapCTBEHHOH PpErucTpanuu, U
KOTOpbIE MPUMEHSIOTCS JUIsl KATUOPOBKM CTaHIAPTHBIX 00pa3lloB MPOU3BOAUTENS JICKAPCTBEHHBIX CPENICTB,
UCIOJIb3YEMBIX JUIsI KOHTPOJISl KaueCTBa U UHBIX 1eJIel MPU 0OpallleHNH JIeKapCTBEHHbBIX CPE/ICTB;

(n. 19.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

19.2) (<apmakomelHbIii CTaHTApTHBIM O00paszel - CTaHIAPTHBIM o0pasen, MPOU3BEICHHBIM B
COOTBETCTBUH C (papMaKoNeitHON CTaThei;
(. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HopMaTHBHAsA JOKYMEHTALHs - TIOKYMEHT, COJIepKallliuil epeyeHb ONpeAessieMbIX M0 pe3ybTaTam
COOTBETCTBYIOIIUX JKCIEPTU3 IIOKA3aTeJed KadecTBa JIEKAPCTBEHHOIO CpEACTBA I MEIUIMHCKOrO
IIPUMEHEHHUS, METOJIOB KOHTPOJISl €r0 Ka4eCTBA U YCTAHOBJIEHHBIN €ro MIPOU3BOIUTENIEM;

21) HOpMaTHBHBIH JOKYMEHT - JOKYMEHT, COJEp Kallluii MepeueHb OINpeAesieMbIX IO pe3yJibTaTaM
COOTBETCTBYIOIIMX JKCIIEPTHU3 MOKa3aTeeil kauecTBa U (WJIM) METOJOB KOHTPOJISI KayecTBa JE€KapCTBEHHOMN
¢dopmbl, omnucaHusg OHOJOIMYECKUX, OMOXMMHUYECKHUX, MHUKPOOHOIOIMYECKHX, (U3UKO-XMMHUUYECKHUX,
¢u3n4ecKkux, XMMHUYECKMX M JAPYTrUX METOAOB aHajlM3a JIeKapCTBEHHBIX CPEACTB MAJS BETEPUHAPHOTO
NpPUMEHEHHs, TpeOOBaHUS K UCIOJb3YeMbIM B IENAX MPOBEJACHHUS JaHHOTO aHaliM3a peaKTHBaM,
TUTPOBAHHBIM PacTBOpPaM, MHAMKATOPAaM U YCTAaHOBJICHHBIN €r0 IPOU3BOJUTENIEM;

21.1) oOmuil TEXHUYECKHI [TOKyMEHT - KOMIUIEKT JIOKyMEHTOB W MAaTepuajoB, COCTOSLIMN H3
HECKOJIbKUX Pa3/eioB - TIOKyMEHTAllUK aJIMUHUCTPATUBHOIO XapakTepa, XUMUYECKOH, papMalieBTUYECKO 1
OMOJIOTNYECKON JTOKyMEHTAaluH, (hPapMaKoJIOTHYeCKOH, TOKCHUKOJOTMYECKOM ITOKYMEHTAallUU, KIMHUYECKOH
JOKYMEHTAllUM W TPEACTaBIsIEeMbli OJHOBPEMEHHO C 3asBI€HHMEM O TOCYJapCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO Ipernapara JJisi MEAMIMHCKOT0 IPUMEHEHHUs B popmare, yCTaHOBICHHOM YIOJIHOMOYEHHBIM
(beneparbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH;

(m. 21.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

22) KauecTBO JIGKAPCTBEHHOTO CPEICTBA - COOTBETCTBHE JICKAPCTBEHHOTO CpEACTBA TPEOOBAHHSIM
(apmaxormneiiHoil cTaTb JMOO B CilIy4yae €€ OTCYTCTBHSI HOPMATHUBHOW TOKyMEHTALlUW WU HOPMATHUBHOTO
JTIOKYMEHTA;

23) 6e30macHOCTb JIEKAPCTBEHHOI'O CPEJICTBA - XapaKTEPUCTUKA JICKAPCTBEHHOT'O CPEJCTBA, OCHOBAHHAS
Ha CPaBHHUTEIBHOM aHaM3€e ero 3()(HEeKTUBHOCTH U pHCKa MPUYMHEHUS Bpea 310pOBbIO;

24) >pPeKTHBHOCTH JIEKAPCTBEHHOTO TpenapaTa - XapaKTepUCTHKA CTETIEHHU MOJOKUTEIHHOTO BIUSHHS
JIEKapCTBEHHOI'0 Ipernapara Ha TEYEHHUe, NPOJOJDKUTEIbHOCTh 3a00J€BaHUS WINM €ro IpeJoTBpallieHHe,
peadmInTaIuio, Ha COXpaHEHUE, IPEJOTBPALLCHUE WIN IPEepbIBAaHUE OEPEMEHHOCTH;

25) cepus JICKAPpCTBECHHOI'O CPEACTBA - KOJHUYCCTBO JICKAPCTBCHHOI'O CpPCEACTBA, IPOU3BCACHHOC B
PE3YIbTATC OAHOTO TCXHOJOTUYCCKOI'0 IHUKJIIa €Tro MPOU3BOAUTCIICM,

26) perucTpaMoHHOE Y0CTOBEPEHUE JICKAPCTBEHHOTO Mpernapara - TOKyMEHT, TTOITBEPKIAIONTNI (aKT
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

rOCyJJapCTBEHHOHN perucTpaliy JeKapCTBEHHOTO Mpenapara;

26.1) pepxaTenb WIM BIaAeNel] PETHCTPAIMOHHOTO YIOCTOBEPEHHS JEKapCTBEHHOTO Mperapara -
pa3paboTUYMK JEKApCTBEHHOTO CPEJCTBA, MPOU3BOJAUTENb JEKAPCTBEHHBIX CPEICTB MM WHOE IOPUIMYECKOE
M0, 00JIa1at0IIee MPaBOM BIIQJICHUS PETHCTPALMOHHBIM yIOCTOBEPEHHEM, KOTOPhIE HECYT OTBETCTBEHHOCTh
3a Ka4eCTBO, Y(PPEKTUBHOCTH U O€30MIaCHOCTH JICKAPCTBEHHOTO Mpernapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpaloHHbIIl HOMep - KO/10BO€ 0003HAYEHHE, IPUCBOEHHOE JIEKAPCTBEHHOMY Ipenapary Mpu
€ro TOCYJIJapCTBEHHOM perucTpanumy;

28) oOpalieHre JICKApCTBEHHBIX CPEACTB - pa3paboTKa, TOKIMHUYECKUE HCCICIOBaHUS, KIMHUICCKUE
WCCIIEZIOBAHMs, OKCIIEPTH3a, TOCYIApCTBEHHAsl PETHCTpAlMs, CTaHJAPTH3alMs W KOHTPOJIb KadyecTBa,
MIPOU3BOJICTBO, U3rOTOBIICHNE, XPaHEHHE, ITIEPEBO3Ka, BBO3 B Poccuiickyro denepanuro, BbIBO3 U3 Poccuiickon
®eneparnuu, pekiama, OTIyCK, peaau3aius, nepeaaya, IpUMEeHEHHE, YHUYTOKEHUE JIEKAPCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyOBbeKThl OOpallIeHus JICKApCTBCHHBIX CPEICTB - (PM3UUCCKUE JINIA, B TOM YUCIIC WHIAUBUYaTbHbIC
HpeﬂHpHHI/IMaTeHH, nu IOpI/II[I/I‘-IeCKI/Ie Jquna, OCYH.[CCTBJ'ISIIOH_[I/IC ACATCIIBHOCTD HpI/I O6paH_[eHI/II/I JICKapCTBeHHBIX
CpPE/CTB;

30) pa3paboTYMK JEKAPCTBEHHOT'O CPEACTBA - OpPTaHM3allvsA, 00Jajmaromias MpaBaMH Ha PeE3yJIbTaThI
JOKJIIMHUYECKUX HCCIEAOBaHUN JIEKAPCTBEHHOI'O CPEJICTBA, KIMHUYECKUX MCCIEAOBAHUN JIEKapCTBEHHOI'O
npemnaparta v (HI1) Ha TEXHOJIOTHIO POM3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA;

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

31) npou3BOJCTBO JEKAPCTBEHHBIX CPEICTB - ACSATEIBLHOCTh IO IPOU3BOCTBY JIEKAPCTBEHHBIX CPEICTB
OpraHu3alMAMHU - IMPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPEJICTB HA OJHOM CTaJuHu, HECKOJIbKHX WM BCEX
CTaJUAX TEXHOJIOTHYECKOTO MPOIIeCcca, a TAKKe IO XPAaHEHHIO U PeaIn3alliy TPOU3BEICHHBIX JIEKAPCTBEHHBIX
CPEICTB;

31.1) mpousBoACTBEHHasl IUIOLIAJIKa - TEPPUTOPHAIBLHO O0OCOOJIEHHBIM KOMIUIEKC IMPOU3BOAUTENS
JEKapCTBEHHBIX  CpPEACTB, NPEJHA3HAYCHHBI JUId  BBIIOJIHEHHS BCEr0 IIpolecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB MIIM €r0 ONPEEIIEHHON CTaauy;

(m. 31.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

32) npou3BOAMTENL JEKApPCTBEHHBIX CPEACTB - OpraHu3als, OCYUIECTBISIONIAs IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM € TpeOOBaHUIMU HacTosero deaepaibHOro 3akoHa;

33) dapmaneBTHUecKas IESATENBHOCTh - AEATENBHOCTh, BKIIOYAIOMIasi B Ce0s ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMHM CPEJICTBAMHU, MX XpaHEHHE, MEPEeBO3KY M (WMJIM) PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamMu, B TOM YHUCJIC JUCTAHIIMOHHBIM CHOCO6OM, X OTIIYCK, XpPaHCHUC, NCPCBO3KY, U3IOTOBJICHUC
JIEKapCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-03)

34) OopraHu3anus OIITOBOM TOProBJIHU JICKAPCTBECHHBIMU CPEACTBAMU - OPraHu3alus, OCYIICCTBIIAIOIIAA
OIITOBYKO TOPIOBJIO JICKAPCTBEHHBIMU CpPCACTBAMHU, HX XpPAaHCHHUEC, IICPCBO3KY B COOTBCTCTBUU C
Tpe60BaHI/I$IMI/I HaCTOAIICTO Gbe;[epaJILHoro 3aKOHa,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

35) anTeuHas opraHu3zalys - OpraHu3alus, CTPYKTYpHOE MOJpa3/ielleHue MEeIUIIMHCKON OpraHu3alui,
OCYILIECTBIISIOIIME PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IpEnaparaMy, B TOM YHUCIIE€ JUCTAaHIUOHHBIM
CHOCO0OM, XpaHEHHE, EPEBO3KY, U3TOTOBJICHUE U OTITYCK JIGKAPCTBEHHBIX MPENapaToB Ui METUIIMHCKOTO
MIPUMEHEHUS B COOTBETCTBUU C TpeOOBaHUAMHU HacTosiero denepanbHoro 3aKoHa;

(B pen. denepanbHbix 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N_105-D3)

36) BeTepuHapHas anTeyHas OpPraHMU3aIMs - OPTaHU3ALUs, CTPYKTYPHOE HOJApa3/ieieHie BeTepUHApHON
OpraHM3aliH, OCYIIECTBIAIONINE PO3HHYHYIO TOPrOBJIIO JICKAPCTBEHHBIMH IIpernaparaMd, B TOM YHCIIE
JMCTAHIIMOHHBIM ~ CIIOCOOOM, XpaHEHHE, W3rOTOBJICHME U OTIYCK JIEKapCTBEHHBIX NpenapaToB JUis
BETEPUHAPHOT'O IPUMEHEHHUSI B COOTBETCTBHUH ¢ TpeOoBaHUAMHU HacTosimero deaepaibHOro 3aK0Ha,

(B pen. ®enepanbHoro 3akona ot 03.04.2020 N 105-03)

37) dampcudunupoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOXKIAEMOE
J0XHOM nH(pOpMaLKet 0 ero coctaBe U (Un) MPOU3BOIUTEIE;

38) HenoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeboBaHUsAM (apMakonelHol crTaTbu MO0 B clyyae €€ OTCYTCTBUS TpPeOOBaHUSM HOPMATUBHOU
JOKYMEHTAlMU WJIM HOPMATUBHOT'O JOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPENICTBO - JIGKAPCTBEHHOE CPEJCTBO, HAXOSIIEECs B 000OpOTe C
HapyIIeHHEeM TPakJaHCKOTO 3aKOHOIATEbCTBA;

40) TOKIMHUYECKOE UCCIICIOBAHUE JICKAPCTBEHHOI'O CPE/ICTBA - OMOJIOTHUECKHE, MUKPOOHOIOTHYECKHE,
UMMYHOJIOTHYECKHE, TOKCHUKOJIOTHYECKHe, (apMakogorndeckue, QGU3MYECKHE, XHMHUYCCKHE U JApYyTrHe
HCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTBA MyTEM IPUMEHECHHUSI HAyYHBIX METOJIOB OIICHOK B IENSAX MOJTYUYCHUS
JI0Ka3aTeNIbCTB OE30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA;

41) KITMHAYECKOE MCCIIEIOBAHUE JICKAPCTBEHHOTO IMperapara - H3y4eHne TUarHOCTUIECKUX, JIeUeOHBIX,
MpOoPMIAKTHIECKHX, (hapMaKOJIOTHIECKUX CBOMCTB JIEKAPCTBEHHOTO Mperapara B MPOIecce ero NpuMeHEHHUs
y 4YeJOBeKa, )KUBOTHOTO, B TOM YHCIIC MPOIECCOB BCACHIBAHMSA, pacIpeeICHUsl, U3MCHEHHUS U BBIBEICHUS,
IyTeM NPUMEHEHHS Hay4YHBIX METOJOB OIEHOK B IIEJISX IOJyYeHHUS I0Ka3aTeNbCTB 0€30MaCHOCTH, Ka4eCTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTta, JaHHBIX O HEXeJIaTelbHbIX pEeakIUsIX OpraHu3Ma 4YeJoBeKa,
KMBOTHOTO Ha NMPUMEHEHHUE JIEKAPCTBEHHOro mpemnapata U 00 3¢ddekre ero B3auMoJecTBUS C IPYTHMHU
JIEKapCTBEHHBIMH TIperapaTaMy 1 (WMJIH) THIIEBBIMU MPOTYKTaMHU, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEJOBaHHE JIEKapCTBEHHOTO Ipenapara A MeIULUHCKOTO
NPUMEHEHUS - KIMHUYECKOE HCCIIEIOBAHME JIEKAPCTBEHHOIO TMpernapara Uil MEAUIMHCKOrO MpUMEHEHUS,
IPOBOAMMOE pa3paboTYUKOM JIEKAPCTBEHHOTO MperapaTa B ABYX U Oojiee MEAULMHCKUX OPraHU3alUsAX IO
€IMHOMY MPOTOKOJY KIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHOTO Mpernapara;

43) MexAyHapoJHOE MHOTOIEHTPOBOE KIMHUYECKOE HUCCIIEIOBAHME JIEKAPCTBEHHOIO Ipemapara Jyist
MEJIMIIMHCKOTO MPUMEHEHHUSI - KIMHUYECKOE MCCIIEIOBAHKE JIEKapCTBEHHOIO Mperapara s MEAUITTHCKOTO
IPUMEHCHUA, ITPOBOJNMOC p33pa6OT‘II/IKOM JICKApCTBCHHOT'O IIpfIiapaTa B Pa3IMYHbLIX CTpaHax IO €AWHOMY
IPOTOKOIY KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO Mpernapara;

44) MOCTPETUCTPAIIMOHHOE KIMHUYECKOE UCCIIEIOBAaHHE JICKAPCTBEHHOTO Mpernapara Juisi MEAUIUHCKOTO
MPUMEHEHUS - KIMHHYECKOE HCCIEIOBaHHE JICKAPCTBEHHOTO Mperapara A METUIIMHCKOTO MPUMEHEHUs,
MIPOBOJIMMOE MTPOU3BOIUTENIEM JIEKAPCTBEHHOTO IpenapaTa, rpaKIaHnCKuii 000pOT KOTOPOTO OCYLIECTBISETCS
Mocjie TOCYAapCTBEHHOW PETHUCTPAINH, B HEJSAX JOMOJHUTEIHHOrO cOOpa MaHHBIX O €ro 0e30macHOCTH U
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Sq)(beKTI/IBHOCTI/I, pacInpeHuAd MOKa3aHuil K NPUMCHCHUIO NAHHOT'O JICKAPCTBCHHOT'O IpfliapaTra, a TaKiKe
BBISIBJICHHUA HCXKCIATCIbHBIX peaKI_[I/Iﬁ MalMCHTOB Ha €10 HeﬁCTBHC;

45) wuccnenoBanue OMOSKBHUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpemapara - BUA  KIMHHYECKOTO
HCCIIEIOBAaHMsI JIEKAaPCTBEHHOI'O IIperapara, IPOBEJCHHE KOTOPOTO OCYIIECTBISIETCS Ui ONpEAeTIeHHS
CKOpOCTH BCAChIBAaHUA W BBIBCACHUA OAHOIO MM HECKOJBKHX 06J'IallaIOHII/IX q)apMaKOHOFquCKOﬁ
aKTHBHOCTBIO JICWCTBYIOIINX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO MperapaTa, JOCTHTAIOIIET0 CHCTEMHOTO
KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO MO3BOJISIOT C/IENATh BBIBOJ O OMOIKBHBAIEHTHOCTH BOCIPOHM3BEICHHOTO
JIEKapCTBEHHOTO Mpernapara B ONpe/IeICHHBIX JIEKApCTBEHHOU (hopMe U JO3HUPOBKE, COOTBETCTBYIOIIUX (popme
U JI03UPOBKE peepeHTHOr0 JICKApCTBEHHOTO IIpernapara;

(1. 45 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccreOoBaHME TEPaNeBTHMYECKON SKBUBAJCHTHOCTH JIEKAPCTBEHHBIX INPErapatoB - BUJ
KJIIMHUYECKOIO0 HCCIENOBaHUA JICKAPCTBEHHBIX IIPENapaToB, MPOBEAECHUE KOTOPOIO OCYILECTBIIACTCS I
BBISIBJICHHSI OJIMHAKOBBIX CBOMCTB JIEKApPCTBEHHBIX IpPENapaToB OINpPEIEICHHON JeKapCTBEHHOH (opMsl, a
TaKXKe HaJM4YUs OJMHAKOBBIX IMOKa3aTeneil O6e3omacHOCTH U 3((EKTUBHOCTH JIEKAPCTBEHHBIX MpenapaTos,
OJIMHAKOBBIX KIMHUYECKHUX 3()()EKTOB MPH UX NPHUMEHEHHH;

47) TpOTOKOJ KJIMHUYECKOTO MCCIEAOBaHUs JIEKapCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
onpeAesnsoTcs Lenu, (OopMbl OpraHM3alii U METOJOJIOTHSI MPOBEACHUS KIMHUYECKOrOo HCCIeI0BaHUS,
CTaTUCTHYECKHE METOAbl 00pabOTKM pe3yJbTaTOB TaKOIO HCCIENIOBaHUA U Mepbl 10 00eCHeueHHIO
0€301acHOCTH (PU3NYECKUX JIUL], YYACTBYIOUIMX B KIMHUYECKOM HUCCIIEJOBAaHUM JIEKApCTBEHHOI'O Mpenapara;

48) 6p0unopa HuccjaeaoBareiisl - CBOAHOC HM3JIOKCHHUC PC3YJIbTATOB HOKIMHUYCCKOTO HUCCICAOBAHUA
JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOTO HCCICAOBAHHA JICKAPCTBCHHOTO IIpfriapara AJid MCIUIIHUHCKOI'O
IIPHUMCHCHUS

49) mHbOpMallMOHHBIN JHCTOK IMAallMEeHTa - JOKYMEHT, B KOTOPOM COJEpKaTcsi B JIOCTYIMHOW (opme
CBEJICHUs, KacarolMecss MPOBOAMMOIO KIMHMYECKOrO HCCIEIOBaHMs JIEKAPCTBEHHOrO Ipenapara, U B
nUCbMEHHOH (opMe H00pOBOJIBHOE cOrjlacHe MalUeHTa Ha Yy4yacThe B KIMHUYECKOM MCCIIEOBAHUU
JIEKapCTBEHHOT0 Ipernapara I0cCjieé O3HAKOMIIEHHS € OCOOEHHOCTSIMH KIMHMYECKOTO HCCIIeIOBaHMA,
HMMEIOLUMU 3HAYEHUE JJIs1 BBIPAKEHUS TAKOTO COTJIACHS;

50) moOo4YHOE NCHCTBHE - PEeaKIys OpraHM3Ma, BO3HUKIIAS B CBS3M C NMPUMEHEHHEM JICKAPCTBEHHOTO
rpenapara B J103aX, pEKOMEHyeMbIX B HHCTPYKITUH 10 €r0 MPUMEHEHUIO, M1 MPOPUIAKTUKH, THATHOCTUKH,
JedeHus 3a00JeBaHuUs WK JJi peaOuInTaluu;

50.1) HexxenarenbHas peaklusi - HENpeJIHAMEpeHHass HeOJaronpusITHAs peakius OpraHu3Ma, KOTopas
MOJKET OBITh CBSI3aHA C IPUMEHEHHUEM JIEKAPCTBEHHOTO Mpernapara;
(. 50.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexenaTeNbHas pEakUMsl - HEXKeNaTelbHas peaklMs OpraHu3Ma, CBs3aHHas C
MIPUMEHEHHUEM JIEKapCTBEHHOTO Ipernapara, MpUBeAlas K CMEPTH, BPOKICHHBIM aHOMAIMSIM WM MOPOKaM
pa3BUTHA JIMOO TPEACTaBIAIOMIAs COO00M Yrpo3y KU3HHU, TpeOylomas TOCHUTAIM3AlMKU WIA MpUBEIIIas K
CTOUKOMN yTpaTe TPYJ0CTIOCOOHOCTH U (UJTM) UHBATUAHOCTH;

52) HCMPCABUACHHASA HCKCIIATCIIbHAA PCAKIIUA - HCIKCIIATCIIbHAA PCAKIUA OpraHru3Ma, KOTOpPAasa CBsA3daHa
C MPUMCHCHHUEM JICKAPCTBCHHOI'O IIpC€riapara B A03aX, PEKOMCHAYCMLIX B IHNPOTOKOJIC €TI0 KIMHHUYCCKOI'O
HUCCJICA0BaHUsI, 6pOIHIOpC HCCIICOOBATCIIsA, MW C MNPHUMCHCHUCM JICKAPCTBCHHOI'O IIp€rapara B 034X,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

PEKOMEHIyeMbIX B HWHCTPYKLUMU MO €ro MPUMEHEHUIO0 [Uisi NPOPUIAKTHKH, AUATHOCTUKU, JICUEHUs
3a00JIeBaHUs WU MEAMIIMHCKOW peaOuIUTalMK MaldeHTa, U CYIIHOCTh, TSHKECTh WM HCXOJ KOTOpPOW He
COOTBETCTBYET MH(POPMALIMU O JICKAPCTBEHHOM IIpenapate, COIeprKalleicsi B IPOTOKOJIE €ro KIMHUYECKOTO
WCCIIeIOBAHMsI, OPOIITIOpE UCCIIEAOBATENS I B MHCTPYKIIMH IO TPUMEHEHHUIO JIEKApCTBEHHOTO MTPeTapara;
(1. 52 B pen. @eaepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) dapmakoHaa30p - BHUA ACATEIBHOCTH 1O MOHHUTOPHHTY 3(QeKkTUBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHBIX TMpENnapaTroB, HAMPABICHHBIM Ha BBISBICHUE, OICHKY M MPENOTBpAlIeHHE HeXeTaTelbHbIX
MOCIIJICTBUI MPUMEHEHHSI JIEKAPCTBEHHBIX MPENapaTOoB;

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

52.2) mnaH ynpaBlIeHHWS pPHCKaAMHU - MOJAPOOHOE OINHMCAaHWE MEPONPHUATHH 10 ¢dapMaKOHAI30DY,
HalpaBJIEHHbIX HA BBISBJICHHUE, OLCHKY W TMPEIOTBPAICHUE WJIM MHHHUMH3AIHMIO PHCKOB, CBS3aHHBIX C
JICKapCTBEHHBIMU TIpenapaTamu, BKI0Uas OIeHKY 3(()EKTUBHOCTH JTaHHBIX MEPOIIPHUATHI;

(m. 52.2 BBeneHn PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

53) peuent Ha JEKapCTBEHHBIH Mpemapar - MEIUIUHCKHNA JIOKYMEHT YCTAHOBICHHOH (HOpMBI,
CoJlep/Kalluii Ha3HAa4YeHHE JIEKapCTBEHHOrO IIpernapaTa Julsi MEAMIMHCKOIO IPUMEHEHUS, BbIJIAHHBIN
MEIUIIMHCKUM pa0OTHUKOM B II€JIIX OTITyCKa JIEKAPCTBEHHOTO IpernapaTa WK €ro U3roTOBJIEHUS U OTITyCKa
Ha OyMa)XHOM HOCHTENEe WJIM C COIJacus MAaIMeHTa WIM €ro 3aKOHHOrO HpeicTaBuTelss B (opme
JIEKTPOHHOI'0 JOKYMEHTA, MOANNUCAHHOIO C MCII0JIb30BaHUEM YCUICHHOW KBaIM(UIIMPOBAHHON 3JI€KTPOHHON
HOJMNMCH MEIUIMHCKOro paboTHHKA, JMOO JOKYMEHT YCTAHOBJIEHHOH (OpMBbl, coaepxaliuil Ha3HaueHue
JIEKapCTBEHHOTO TMpernapara il BETEPUHAPHOTO NPUMEHEHHs, BBIIAHHBIA CIEIHAIUCTOM B 00JacTu
BETEpUHAPHUH B IIEIIAX OTIYCKA JIEKAPCTBEHHOTO MpenapaTa WM ero U3roTOBICHHUS M OTIyCKa Ha OyMa)KHOM
HOCUTEIIE;

(B pen. ®enepanbHbIX 3aKOHOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHNEe MEIUIMHCKON OpraHU3alny, BETEPUHAPHON OpraHU3alMU - JTOKYMEHT YCTaHOBJICHHOMN
(OpMBI, KOTOpBI BBINMHMCAH MEAWIMHCKAM pPAOOTHUKOM WM CHEIUATUCTOM B O0JAacTH BETEpPUHAPHH,
UMEIOIIMMHU Ha 3TO MpPaBO, U COJCPXKHUT B MUCbMEHHOW (QopMe yKa3aHHWE aNTeYHON OpraHM3alUU WIN
BETEpUHAPHON alTeYHOH OpraHu3anuu 00 OTIYCKe JEKapCTBEHHOTO Mpernapara Wil O €ro U3rOTOBICHHH U 00
OTITyCKe JUIsi 00ecTiedeHus1 JIedeOHOro poIiecca B MEJUIIMHCKOM OpraHu3allii, BETEpUHAPHOW OpraHU3aIluig;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

55) KOMIUTIEKCHAsI OIICHKA JICKAPCTBEHHOTO IperapaTa - OIEHKa 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpernapara, BKIItouaromas B ce0s aHanu3 MHpOpMalMU O CPAaBHUTENIBHON KIMHUYECKOH 3((eKTUBHOCTH U
0€30MacHOCTH JIGKAPCTBEHHOTO TIperapara, OIEHKY JKOHOMHUYECKUX TOCIEICTBUNA €ro TMpUMEHEHUS,
M3y4Y€HHUE JOTOJHUTEIBHBIX IOCICACTBUN MPUMEHEHUs JIEKAPCTBEHHOrO Mpernapara B ILENSX MPUHATUS
pelieHuit 0 BO3MOKHOCTH BKJIFOUEHHS JIGKAPCTBEHHOTO Tpernapara B MEpPeUYeHb KU3HEHHO HEOOXOAMMBIX U
BOKHEWININX JICKAPCTBEHHBIX TMpEMapaTOB, HOPMATUBHBIC TMPABOBBICE aKThl W WHBIC JOKYMEHTHI,
OTIPEICTISAIONINE TOPAIOK OKA3aHHWS MEIUIIMHCKON ITOMOIIM, WU HCKIIOYEHUS €r0 M3 YKa3aHHBIX MEepeyHSs,
aKTOB M IOKyMEHTOB;

(m. 55 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

56) cucremMa MOHUTOPWHTA JIBMDKEHUS JICKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS -
denepanpHas TOCymapcTBeHHass WH(POPMAIMOHHAS CHCTEMa MOHUTOPWHTA JBWKCHUS JIEKAPCTBEHHBIX
MpernapaToB IS MEJWIWHCKOTO TMPUMEHEHUS OT TMPOWU3BOJTUTENA JIO KOHEYHOrO TIOTpeOUTEeNsl ¢
UCIIOJIb30BAHUEM B OTHOUIICHHH JICKAPCTBCHHBIX IPEHApaToB JUIA MEIUIIMHCKOTO IMPUMEHCHHS CpEICTB
UACHTU(DUKAIIIH.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(. 56 BBenen denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

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

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

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

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

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

3) ocyuiecTBIIeHHE LOCYJapCTBEHHOIO KOHTpOId (Haazopa) B cdepe oOpallleHHs JEeKapCTBEHHBIX
CPENCTB;
(B pen. denepanbhoro 3akoHa ot 25.06.2012 N 93-D3)

4) NUICH3UPOBAaHWE MPOM3BOJICTBA JIGKAPCTBEHHBIX CPEICTB M (apMalEeBTUUYECKON NEATEIHHOCTH B
COOTBETCTBUU C 3aKOHONATENLCTBOM Poccuiickon denepanny;

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

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

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

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

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

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

8) opranm3anus u (WIK) POBEICHIE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIeHHs JIEKAPCTBEHHBIX CPE/ICTB Ha
COOTBETCTBHUE MPABWJIAM HAJIJICXKAIICH JTaO0paTOpHON MPAKTUKH, IPABIIIAM HaJJIe)KAIIeH KIIMHUIECKOU
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

NPaKTUKH, IPABUIIAM HAJUICKAIICH MPAKTUKH XPAaHSHUS U MIEPEBO3KH JICKAPCTBEHHBIX NPENapaToB, MpaBUIaM
HaJIexalenl AUCTPUOBIOTOPCKOM MPaKTUKU, TIPaBUIIaM HaIJIeKaIel anTeqYHON PaKTHKY;
(n. 8 B pen. @enepasibHoro 3akona ot 22.12.2014 N 429-03)

8.1) opranmszaumsi U (MJaU) MPOBEIEHUE HHCIEKTUPOBAHMS CYyOBEKTOB OOpalleHHs JEKApPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TpEOOBAaHMSAM [IPABUJI HaJUIeKaIled MPOU3BOJICTBEHHOM TPAKTUKH, BbLIaya
3aKJIIOYEHUH O COOTBETCTBMM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMIM IpPaBUJ HaAJexallen
HPOM3BOJICTBEHHOM MPAKTUKH;

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

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

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

9) rocyaapcTBeHHasi perucTpanus NpeAesbHBIX OTIYCKHBIX LI€H MPOM3BOIUTENECH Ha JIEKapCTBEHHBIE
Ipernaparel, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MpEnapaTos,
U BEJCHHE T'OCYJIApCTBEHHOTO PEECTpa IMpENeNbHBIX OTIYCKHBIX IIEH MPOU3BOAWTENICH Ha JIEKAPCTBEHHBIC
npenaparbl, BKIOYCHHBIC B IICPCUCHDb ) KU3HCHHO H€O6XO)II/IMI)IX ¥ BaKHEHIIIMX JICKAPCTBCHHLBIX IIPCIIapaToOB;
(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

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

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

10) BbIIa4a, ycTaHOBJICHUE TTOPSIIKA BBIIAYM pa3pelieHUs Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOTO
cpenctsa B Poccuiickyro denepanuio;
(m. 10 B pen. denepanbhoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbImava, ycTaHOBIIEHHE TOpPsIKAa BBIAAYUM U (POPMBI JOKYMEHTA, KOTOPBIH MOATBEPXKIAET, UTO
MIPOM3BOJICTBO JIEKAPCTBEHHOIO MpernapaTa A MEAUIMHCKOTO IPUMEHEHHSI OCYILIECTBICHO B COOTBETCTBUU C
TpeOOBaHUSAMU IMpaBWJI HaJJIeKalleil MPOM3BOJCTBEHHONW MPAKTUKH WJIM YTO JIEKAPCTBEHHBIM Iperapar ass
BETEpUHAPHOI'O MPUMEHEHUs JomnymeH K oOpamenuto B Poccuiickoit denepanyuu, MU MNOAJISKUT
NPEeACTaBICHUIO 0 TPeOOBAHUIO YIOJHOMOUYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3MTCS JIEKAPCTBEHHBIN
Ipenapar;

(n. 10.1 BBemen denepanpHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbInaya, ycTaHOBJICHUE MOPS/IKA BBIJAYU U QOPMEI TOKYMEHTA, COAEPIKAILET0 CBEACHUS O CTaIUsAX
TEXHOJIOTUYECKOr0 IpoLecca MPOU3BOACTBA JEKAPCTBEHHOIO CPEACTBA A MEAULUHCKOIO IPUMEHEHHMS,
OCYILECTBIIIEMBIX Ha TeppuTOpuH EBpa3uiickoro 3KOHOMUYECKOT0 COI03a;

(m. 10.2 BBemen DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pen. depepanbHOro 3aKoHa OT
13.07.2015 N 241-93)

11) co3ganue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpAIeHUEM JICKAPCTBEHHBIX CPE/ICTB;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

12) arrectanus U cepTUQHUKALUS CHIEIUAINCTOB,;
13) yrpatun cuiy ¢ 1 centsiops 2013 roga. - @enepanbhblii 3akod ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMakoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOAHOM COTPYIHHUYECTBE;

16) momydeHue Mo 3amnpocam YIOJHOMOUYEHHOIo (hefiepalbHOro opraHa HMCIOJHUTEIbHOM BJIACTH OT
OpPraHOB HCIIOJIHUTENIbHOW BiIacTH cyObekToB Poccuiickoit deneparun, a Takke OT CyOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJCTB U MEJUIIMHCKOTO NpUMEHEHHs HMH(OpMAIMM 1O BONPOCAM YCTaHOBJICHUS WU
MPUMEHEHHS [IEH Ha JIEKAPCTBEHHBIE TpenapaTsl 1 Ha10aBOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapylIeHUe 3aKoHOoaTenbcTBa Poccuiickont denepannu;

18) yTBepxaeHue MpaBuil Haalexaueld 1a00paTopHON MPAKTHKU, OIPABUI HaJJIeKaIled KIMHUYECKON
NPaKTUKHU, IPaBUI HaJylexkKallell Mponu3BOACTBEHHON MPAKTUKH, IPABUI HaJUIekKAleH MPaKTUKU XpaHEHUs U
NepeBO3KM JIEKAPCTBEHHBIX IpernapaTroB, MpaBWJ HaJUIeKalleld JUCTPUOBIOTOPCKON MpaKTHKH, IPaBHUI
HQ/JIeKaIIed anTeyHOW TMpaKTHKH, MPaBWJ HAJJEXKalled MNpakTUKH (papMaKoOHaI30pa JIEKapCTBEHHBIX
IIpenapaToB JUIsl MEAULUHCKOTO IPUMEHEHUS;

(n. 18 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue mopsiika (GopMUPOBAHUS PETHCTPAIMOHHOTO JTOChE Ha JIGKAPCTBEHHBIM Tpermapar u
TpeOOBaHMI K JOKYMEHTAaM B €T0 COCTAaBE;
(m. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBep)KIeHHME MPaBUJ paIMOHAIBFHOIO BBIOOpA HAMMEHOBAHUHM JIEKAPCTBEHHBIX IMPEMapaToB JUIS
MEUIIMHCKOTO IPUMEHEHMUS],
(m. 20 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepkIeHUE IEPEYHs] HAMMEHOBAHHM JIEKapCTBEHHBIX (PopM;
(. 21 BBenen dPeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3akoH ot 27.12.2019 N 475-D3;

23) yTBepxkJeHHE TpeOOBaHUN K MHCTPYKIHMM MO MEAULIMHCKOMY IPHUMEHEHHIO JICKapCTBEHHBIX
IIpenapaToB U K UHCTPYKIIUU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENapaToB;
(m. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) TNpUHATHE PEIICHUM, SBJSIOMIAXCS OCHOBAHUSAMH ISl BKIFOYCHHS JTOMEHHBIX MMEH W (WJIH)
yKazaTeJel CTpaHWIl CalTOB B HMH(POPMAIMOHHO-TEIICKOMMYHHKAIIMOHHOW cetn "HHTepHeT", a Takxke
CETEBBIX aPECOB B €AUHYIO aBTOMATH3UPOBAHHYIO HH(OpMaLMOHHYIO cuctemy "EQuHbBIN peecTp JOMEHHBIX
WMMEH, yKa3aTellel CTpaHUIl CAlTOB B MH(GOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTh "VIHTepHEeT" U CeTeBBIX
aJpecoB, TIO3BOJISIONUX HACHTU(UIIMPOBATh CAUTHI B HH(DOPMAIMOHHO-TEICKOMMYHUKAITMOHHON CETH
"Unrtepuet", cogeprkamiue nHbopMaIuio, pacupocTpaHeHue Kotopoit B Poccuiickoii @enepanuu 3ampenieHo",
B OTHOIIEHWHW WHPOPMAIMH, COJACpXKAIICH TMPEeIIOKEHUE O PO3HUYHON TOPTOBJIE JIEKAPCTBCHHBIMU
npernapaTtaMi, B TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, PO3HHUYHAsI TOPrOBII KOTOPHIMU OTpaHUYEHA WU
3ampenieHa B COOTBETCTBUU C HacTosimuM DenepalbHbIM 3aKOHOM, M (WiH) WHGOpPMAIUU, coaepk alien
MpEeIJIOKEHUE O PO3HUYHOM TOProBji€ JEKapCTBEHHBIMHU IpernapaTaMyd, B TOM YHUCIE JUCTAaHIIMOHHBIM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

CIIocCOO0M, JTUIIaMH, HE MMEIOIIMMH JIMIICH3UU U pa3pelleHus Ha OCYIIECTBICHNE TaKOW JESITENbHOCTH, €CIIH
MOJTyYeHHUE JIMLEH3UN U Pa3pelIeHus] MPEeayCMOTPEHO 3aKOHOJATeIbCTBOM 00 O0OpalieHHH JIEKapCTBEHHBIX
CPECTB;

(. 24 B pen. ®enepanpHoro 3akoHa ot 03.04.2020 N 105-D3)

25) BbIaYa paspernieHui Ha BBOJ B TPaXAAHCKUNA 0OOPOT MMMYHOOHOJOTHUECKHX JIEKAPCTBEHHBIX
Ipenaparos.
(m. 25 BBenen denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

Koncynbrantllntoc: npumeuanwue.

Cr. 5.1 pacmpocTpaHsieTcss Ha TIOJHOMOYHsSI, KOTOpbIE HE MEpeJaHbl JJIs OCYIISCTBICHHS OpraHaM
roCy/apCTBEHHOW BiacTu CyObekTOB P M opranamMm MECTHOrO CaMOYIPABIICHUS COOTBETCTBYIOIIUMU
denepanpabivMu 3akoHamMu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [llepepa4ya ocywecTBNeHUs MNONMHOMOYMK eaepanbHbIX OpraHoB
MCNONIHUTENIbHOW  BNacTu nNpu  obpaweHMM NeKapCTBEHHbIX CpeacTB  oOpraHam
MCNOJNIHUTENIbHOM BracTn cy6bekToB Poccunckon ®egepaumm

(BBengena ®exnepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TomHOMOUMS (enepanbHBIX OPraHOB HCIHOJIHUTENBHOM BIACTH MpH OOpallleHUM JIEKapCTBEHHBIX
CPEICTB, IPEAYCMOTPEHHbIE HAacTOSIIIUM DenepanbHbIM 3aKOHOM, MOTYT IEepeaaBaThCsl I OCYIIECTBICHUS
opraHaMm HCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit dexepanuu nocraHoBieHusMu I[IpaBurenbcrBa
Poccuiickoit @enepannu B mopsaake, ycTaHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 okTs0ps 1999 roga N
184-®3 "OO6 oOumx npuHIMIAX OPraHU3alMM 3aKOHOJAATENbHBIX (IMPEICTABUTENbHBIX) U HCIIOIHUTEIbHBIX
OpraHOB TOCYAApCTBEHHOM BiacTh cyOobekToB Poccuiickoit denepanun'.

Cratba 6. lMonHoOMo4YMA opraHoB MWCNONHUTENbLHOW BnNacTu cybbekra Poccunckoun
degepaumm npu obpaweHUmn NNeKapcTBEeHHbIX CPeacTB

K noiaHoMouusiM opraHoB HCIIOJHUTENBHOM BiIacTu cyobekTa Poccuiickoit deneparuu npu oOpamieHuu
JIEKapPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalids PETHOHAIBHBIX MPOTPaMM OOECTIEUEHUS] HACENICHUs JIEKapCTBEHHBIMU
npemnapaTamu,

2) ycTaHOBJEHHE NPEACTbHBIX Pa3MEpOB ONTOBBIX HAA0ABOK M TPEAETbHBIX Pa3MEpPOB PO3HUYHBIX
Han0aBOK K (DaKTHYECKMM OTITyCKHBIM II€HaM, YCTAHOBJICHHBIM IPOW3BOAMTENSIMUA JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B [E€PEYEHb JKU3HEHHO HEOOXOAMMBIX U
BaXHEHINX JIEKAPCTBEHHBIX IIPENApaTOB;

3) OCyIIECTBICHHE PETHOHAIBHOTO TOCYIAapCTBEHHOTO KOHTPOJSl 3a MPHUMEHEHHEM IIeH Ha
JICKapCTBEHHbIE TMpemapaThl, BKIIOUEHHBIE B TMEPEUCHb JKU3HEHHO HEOOXOIMMBIX U  BaKHEHIINX
JICKapCTBEHHBIX MPENapaToB, OPraHU3alUsIMHA ONITOBOW TOPTOBIH JIEKAPCTBEHHBIMHU CPEICTBAMHU, AITEYHBIMU
OpTaHHU3AIMAMH, WHIUBUAYATHHBIMU TPEANPUHAMATEIISIMHA, UMEIONIMMH JUICH3UIO0 Ha (apMaIeBTUICCKYIO
NEeSATCNIbHOCTh, MEIWIMHCKAMH  OpPTaHW3alWsSIMH, WMCIOIIMMH  JIUICH3WI0 Ha  (apMaleBTHYECKYIO
NEeATeTbHOCTh, M WX OO0OCOOJICHHBIMU TOApA3ACICHUsIMU  (amMOynaTopusMu, (QENbpAMEPCKUMHA |
(henmpaIepCcKo-aKymepcCKUMHA ~ TTyHKTaMU, I[eHTpaMH  (OTIENCHUSAMHU) o0Omeld BpadeOHOH (CeMEHOM)
MPAKTUKH), PACIOJIOKECHHBIMU B CEIIbCKMX HACEICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT amlTE€4YHbIC
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

OpraHu3aIumy;
(B pen. denepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3; o1 27.12.2019 N 475-D3)

4) npuHsATHE pemeHust 00 UCIOIb30BAaHUN Ha TeppuTOpuu cyobekTa Poccuiickoit denepanun Hapsgy ¢
penenTaMu Ha JEKapCTBEHHblE mpenapaTsl, OQOPMJIEHHBIMM Ha OyMa)KHOM HOCHTENE, pELENTOB Ha
JIeKapCTBEHHBIE Mpenapathl, CGOPMUPOBAHHBIX B (POpPME 3IEKTPOHHBIX TOKYMEHTOB.

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

naea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

CraTtba 7. PaspaboTtka n nsgaHme rocyaapctBeHHon cpapmakonen, pasmelleHne AaHHbIX
O HeWn

1. Tlon rocymapcTBeHHOH (apmakomneeil MmoHMMaeTcs CBOA OOHmMX (apMaKONEeWHbIX CcTaTed u
(apMakonelHbIX cTaTeil.

2. Pazpaborka oOmmx ¢apMakoneiHex crTated W (papmMakonmeiHBIX cTaTeil, B TOM 4HCIE
(dapMakonelHpIX cTaTeil Ha (papmakoreiiHple cTaHAapTHBIE 00pa3ibl, M BKIIOUYEHHE HX B TOCYAAPCTBEHHYIO
(hapMakonero OCYIIECTBISIOTCS B IIOPSJIKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM (penepanibHbBIM OpraHoM
VICTIOJTHUTEJIHOMN BIIACTH.

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

3. Pazpabotka ¢apmakorneiiHoil ctaTbi Ha peepeHTHBIN JeKapCTBEHHBIN Mpenapar u BKIIOYCHHUE €€ B
TrOCYy/IapCTBEHHYIO (apMaKkolerd B TEUYCHHE CpOKa JICHCTBUS 3allUThl HMCKIIOYHUTEIHHOTO TIpaBa,
YJIOCTOBEPEHHOTO TIATEHTOM Ha pedepeHTHBIN JICKapCTBEHHBIN IMpermapaT, OCYIIECTBISIOTCS C COTIIACHUs €ro
pa3paboTuuka.

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

4. TocymapcTBeHHass  (papmakomess  M3JaeTcsd  YNOJHOMOYEHHBIM  (peiepalbHbIM  OpPraHOM
WCTIOJHUTEJIBHOM BJIACTH 3a CUET CPEACTB (peliepaibHOTo OO/KETa M MOJUICKUT MEPEU3IaHUsIM He pexe 4eM
OJIMH pa3 B IATH JIET, B MEPUOJI MEXITY KOTOPHIMHU M3JAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHON (apmakoriee,
conepxame oomme (apMakoneiHble cTaTbd W (WiM) QapMakolelHbIe CTAaThH, YTBEP)KICHHBIE IOCIE
W3JIaHus WIK NIEPEeU3IaHus TOCy1apCcTBEHHON (hapMaKoIeu.

5. YmnonHOMOYEHHBIM (QeAepalbHbIi OpraH MCHOJHUTEILHON BJIACTH pa3MeniaeT JaHHbIE O
rocyapcTBEHHOU (hapmakoree U MPUIOKEHUAX K Hell Ha cBoeM OQUIMaIbHOM caiite B cetu "MHTepHer" B
YCTaHOBJICHHOM UM TOPSAKE.

agea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueH3upoBaHMe nNpPOU3BOACTBA  JIeKapCTBEHHbIX CpeaAcTB W
cdrapmMaLeBTUYECKON AeATENbLHOCTHU

1. JluueHsupoBaHHE NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (papMaleBTUUECKON N€ATEIbHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOIATeabcTBOM Poccuiickoit denepanun.

2. O0s3aTenbLHBIM YCIOBUEM IPEAOCTABIICHUA JIUICH3WMHN Ha IPOU3BOACTBO JICKAPCTBECHHBIX CPEACTB
SABJBICTCS MPUIIOKCHUC K 3asBJICHUIO COUCKATCIA JIMICH3UHN INICPEUYHA JICKAPCTBCHHBIX (1)0pM n (I/IJ'II/I) BHUI0B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(I)apMaI_ICBTI/I‘IeCKI/IX CY6CTaHHHﬁ, KOTOPBIC ITPOU3BOAUTEIIb JICKAPCTBCHHBIX CPECACTB HAMEPCH ITPOU3BOANUTD.

3. B ciydae HEOOXOIUMOCTH paCIIUPEHHUs MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB 3a CYET HOBBIX
JICKApCTBEHHBIX ()OPM U BHIOB (hapMaIleBTHUECKHX CyOCTaHIIUN MPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEICTB
TOJDKEH TepeoOpPMUTH JTULEH3HIO Ha TPOM3BOJICTBO JEKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

4. JluueH3usi Ha TMPOU3BOJACTBO JICKAPCTBEHHBIX CPEICTB ((papmaneBTHUECKOW CyOCTaHIIMM CHHpTA
STHJIOBOTO (STaHONAa) BBIAAETCS MPH YCIOBUM HAJIM4YUs Yy OpraHu3allid Ha TMpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOTO BEACHUS WIJIH OTIEPATUBHOTO yIMPABICHUS OCHOBHOTO TEXHOJIOTUYECKOTO 000pYAOBaHUS IS
MPOU3BOJICTBA 3TUJIOBOTO CIUPTA, 3aPErMCTPUPOBAHHOTO B COOTBETCTBUM cO cTaThed 14.1 denepaiibHOTO
3akoHa oT 22 HoaAOps 1995 roma N 171-®3 "O rocynapCTBEHHOM pPETyJIMPOBAHUU MPOU3BOICTBA U 000pOTa
STUJIOBOTO CIUPTa, AJIKOTOJIHHOM M CIUPTOCOACPKAIIECH MPOAYKIIMH W 00 OTpaHUYEHUU TMOTPEOICHUS
(pactiuTHsI) aTKOTOJILHON IPOYKIIUN".

(uacts 4 BBenena denepanbHbiM 3aK0HOM 0T 27.12.2019 N 481-D3)

Cratba 8.1. OCOOEHHOCTN NULUEH3NPOBaHUA NMPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeacTB
(dbapmaueBTuyeckon cybcraHumm cnupTa 3TUNOBOro (3TaHona)
(BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JMIEH3UM Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB ((papmaneBTHUECKOM cyOcTaHIMU
CIMpTa STHIOBOTO (3TaHOJIA) MPHOCTAHABIMBAETCS B YacTW INpaBa Ha MPOU3BOJCTBO (papMaleBTUUECKON
cyOCTaHIIMM CIIUPTA 3TUIIOBOTO (3TaHOJA) JUIEH3UPYIOIIMM OPraHOM B ClIydasiX, ONpe/IeJIeHHbIX cTaThbel 20
®enepanbHoro 3akoHa oT 4 mMas 2011 roga N 99-03 "O nuneH3upoBaHUN OTAEIBHBIX BUJIOB JESTEIBHOCTH",
a TaKke Ha CpPOK NPUOCTAHOBJICHMS JEWUCTBUS JIMIIEH3MH Ha MPOM3BOJACTBO ATUJIOBOTO CIUPTa IS
IPOM3BOJICTBA (hapMalleBTUUECKON CyOCTaHLIMU CIUPTA TUIOBOIO (3TaHOJA), BBIIAHHOW B COOTBETCTBHUM C
@enepanbHbIM 3aKOHOM OT 22 HosiOps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pEryJIMpOBAHUU
MPOU3BOJICTBA U 00OpPOTa STHJIOBOIO CIHPTA, AaKOTOJBHOW M CHUPTOCOJAEpKalled NpOayKIMH H 00
OTpaHHYEHUU MOTPEOICHUS (PACTIUTHS) ATKOTOJIHHON IPOAYKIIHH'".

2. JleficTBMe NMIIEH3MM Ha MPOM3BOJACTBO JEKApPCTBEHHBIX CpeACTB ((papmareBTHUECKON CyOCTaHIIUU
CIupTa 3TWIOBOrO (3TaHOJAa) B YacTHU IpaBa Ha MPOU3BOACTBO (papmaleBTHUECKOW CyOCTaHIIMM CHHpTa
STWJIOBOTO (3TaHOJA) MPEKpallaeTcsl JMLEH3UPYIOUIMM OpraHoM B ClyyasX, ONpeleleHHBbIX cTarbed 20
®epnepanbHoro 3akoHa ot 4 mas 2011 rona N 99-®3 "O nuueH3upoBaHUU OTIEIbHBIX BUAOB AEATEIBHOCTH",
a TaKXe C JaThl IPEKPALLEHUS WIM aHHYJIMPOBaHUs ACUCTBUS JIMLIEH3UH HA MIPOU3BOJICTBO ATHJIOBOIO CIMPTA
JUISL IPOU3BO/ICTBA (hapMaleBTHUECKON CyOCTaHIIMU CIMPTa 3TUIOBOTO (3TAHOJIA), BEIIAHHOW B COOTBETCTBUU
¢ denepanbHbIM 3aKOHOM OT 22 HOa0ps 1995 roma N 171-®3 "O rocynapCTBEHHOM peryIupOBaHUU
MPOU3BOJICTBA M 000pOTa 3TUIIOBOTO CHUPTA, AJIKOTOJBHOM W CHUpPTOCOAEp X alled NpOAyKIHH U 00
OrpaHUYEHUH NOTPeOIeHUs (PACIUTHUS) AJIKOTOJIBbHON MPOIyKIMU" .

CratbAa 9. N'ocynapcTBeHHbIN KOHTponb (Haa3op) B ccepe obOpalleHus nekapCTBeHHbIX
cpeAacTB
(B pen. @exnepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

1. TocymapcTBeHHBIH KOHTPOJIb (Haa30p) B cdepe oOpallleHUs JCKAPCTBEHHBIX CPEACTB BKJIIOYACT B
ce0s:

1) JMIIEH3MOHHBIH KOHTPOJIb B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPEICTB W B  cdepe
(hapMareBTHYECKON eATEeTHbHOCTH;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2) denepanbHbI rocy1apcTBEHHBIN Ha130p B chepe 0OpalleHus! JIeKapCTBEHHBIX CPEJICTB;

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

2. JluteH3WOHHBIH KOHTPOJIh B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX CPeACTB M B cdepe
(hapManeBTHUECKOM  JIEATETLHOCTH  OCYIIECTBIISETCS  yIMOJHOMOYCHHBIMH  (ellepaibHBIM  OpPTraHOM
WCITOJIHUTEJILHON BJIACTH U OpraHaMH MCTIOJHUTEIBHOM BIacTH cyObekToB Poccuiickoit denepainu coriiacHO
UX KOMIIETEHIIMU B MOpsAJKe, ycTaHOBICHHOM DenepalbHbIM 3akoHOM OT 26 aexabps 2008 roma N 294-D3
"O 3amure mpaB IOPUAMYECKUX JIMII U HWHJIMBUAYAJIbHBIX NpPEANPUHUMATENEH TPH OCYLIECTBICHUU
rOCYy/IapCTBEHHOTO KOHTPOJs (HaA30pa) W MYHHIMIIAJBHOTO KOHTPOJNA", C Yy4eToM ocoOeHHOoCTel
OpraHM3alli U TPOBENEHUS MPOBEPOK, yCTaHOBIEHHBIX PDenepanbHbIM 3akoHOM oT 4 mast 2011 roma N
99-®3 "O nuuEeH3UpPOBAHUM OTICIIBHBIX BUAOB JACATEILHOCTH' .

3. @enepanbHblii TroCylapCTBEHHbI Hag30p B cdepe oOOpalleHusi JIEKApCTBEHHBIX CPE/ICTB
OCYILECTBIISICTCS] YIIOJIHOMOYEHHBIMU (pe/lepaibHbIMM OpraHaMHU HCIOJIHUTENBbHOM BiacTu (fajee - OpraHbl
rOCy/JapCTBEHHOTO HAJ30pa) COIJacHO HX KOMIIETEHLMH B IOpPSJIKE, ycTaHOBJIEeHHOM IlpaBurenbcTBoM
Poccuiickoit denepanuu.

4. @enepanbHBIA TOCYIAPCTBCHHBIN HAIB30D B cdepe oOpalieHus JeKapCTBEHHBIX CPEJICTB BKIIFOYACT B
ceos:

1) opraHm3anuio W TPOBEICHUE IPOBEPOK COONIOJCHUS CYyOBEKTaMH OOpalIeHUs JIEKapCTBEHHBIX
CPE/ICTB YCTaHOBJEHHBIX HacTosAmmM (denepaabHBIM 3aKOHOM U TMPHHSATHIMH B COOTBETCTBUU C HUM WHBIMHU
HOpPMaTHUBHBIMU IIPaBOBBIMU akTamu Poccuiickoit denepanuu TpeOOBaHUHN K TOKIMHUYECKUM HCCIIeIOBAaHUAM
JEKapCTBEHHBIX CPEACTB, KIWHUYECKUM HCCICIOBAHUSAM JIEKAPCTBEHHBIX IPENapaTroB, XpPaHEHHUIO,
repeBo3ke, BBO3y B Poccuiickyro denepanuro, OTIMyCKy, peain3aliy JIEKapCTBEHHBIX CPEJCTB, IPUMEHEHUIO
JICKapCTBEHHBIX IPETapaToB, YHUYTOXKEHHUIO JICKAPCTBEHHBIX CPENICTB, YCTAHOBJICHHUIO IMPOWU3BOAMTEISIMA
JIEKapCTBEHHBIX IIPENapaToB IIEH Ha JIEKAPCTBEHHBIE NpEnaparhbl, BKIIOYCHHBIC B I[EPEYCHb >KU3HEHHO
HEOOXOAMMBIX M BAKHEWUIINX JIEKAPCTBEHHBIX IIPENapaToB, a TaKKe COONIOACHUS YIMOJTHOMOYEHHBIMU
OpraHamMH HCIIOJIHUTENIbHOW BIacTH cyObekToB Poccuiickoit denepanu METONUKH YCTaHOBJICHUS
MPEeNIbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK U MPECNIbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM
OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM IPOW3BOJIMTENISIMU JIEKAPCTBEHHBIX TpPENapaToB, Ha JIEKapPCTBEHHBIE
MpernapaTel, BKIIOYCHHBIC B MEPEYCHb KU3HEHHO HEOOXOIMMBIX W BaXHEUIIHNX JIEKAPCTBEHHBIX TPETapaToB
(manee - o0s3aTeNbHBIC TPEOOBAHMS ),

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2) opraHu3zalMio U IpPOBEIEHHE IMPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB, HAXOJSAIIUXCS B
IpaXkITaHCKOM 000pOTE, YCTAaHOBIICHHBIM TPEOOBAaHUAM K UX Ka4ECTBY;

2.1) mpoBefieHWE KOHTPOJBHBIX 3aKYMOK B IEJISIX INPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
MEIUIUHCKOI0 MPUMEHEHUS, ITPABUII OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB Ul MEIUILMHCKOIO NPUMEHEHUS
U (unm) 3anpera NpoJaxu (GambCUPUUUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEA0OpPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEICTB M KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPECTB;

(m. 2.1 BBenen denepanbHbiM 3aK0oHOM OT 27.12.2018 N 511-D3)

2.2) mpoBefieHWE KOHTPOJBHBIX 3aKYMOK B IEJISIX TNPOBEPKH COONOJCHHS CyOBeKTaMH OOpamieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIMIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Mpenaparamu s
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BETEPHHAPHOTO NPUMEHEHHs, NMPaBWJI Ha/UIeXalleld anTeYHOW NMPAaKTUKU JIEKapPCTBEHHBIX IPENapaToB JUIs
BETEpUHAPHOIO NMPUMEHEHUs W (WIK) 3ampera MpoAaXu (anbcu(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE00pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(m. 2.2 BBeneH denepanbHbiM 3aKkoHOM oT 02.08.2019 N 297-03)

3) opraHu3aIMio 1 MpoBeeHne papMakoHaI30pPa;

4) mpUMEHEHHE B TOPSJIKE, YCTAHOBICHHOM 3aKOHOJaTeabCcTBOM Poccuiickoit denepanuu, Mep 1o
MIPECEUCHHIO BBISIBICHHBIX HAPYIICHHUM 00s3aTeIbHBIX TPeOOBAHUMN U (UITH) YCTPAHEHHIO MOCIIEICTBUI TaKUX
HapyIICHHA, B TOM YHCIIE TPUHATHE PEIICHUS O HAXOXKICHUH JIEKAPCTBEHHBIX CPEACTB B OOPAIIEHUH, BBIIATY
MpeAnucanuil 00 yCTpaHCHHWH BBISBICHHBIX HAPYIIEHUH OO0sS3aTeIbHBIX TPEeOOBAHMN W MPHUBICYCHHUE K
OTBETCTBEHHOCTH JIUI], COBEPIIMBIINX TaKU€ HAPYILIECHUS.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. ®enepandbHBIi TOCYAApCTBEHHBIM Haa30p B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEJICTB
OCYIIECTBIISIETCS B OPsAIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM OT 26 nekabps 2008 roga N 294-03 "O
3alUTe TpaB IOPUAMYECKUAX JIMIl W WHAWNBUAYAIbHBIX TMpPEANpPUHUMATENCH TMPU  OCYIIECTBICHUU
rOCYJapCTBEHHOTO KOHTPOJIA (Haa30pa) M MYHHUIMNAIBHOTO KOHTPOJdsA", C Y4YETOM OCOOEHHOCTEH,
YCTaHOBJICHHBIX HAcCTOsIIEH cTartbeil. [IpenBapurenbHOE COTIACOBAaHHME C OpPraHaMH IMPOKYpPaTypbl CPOKOB
MPOBEACHUSI BHEIUIAHOBOM TIPOBEPKH CYOBEKTOB OOpamIeHWs JIEKAPCTBEHHBIX CPEICTB, a TakKke
MpeIBapUTEIIbHOE YBEJAOMJICHHE IOPUIMYECKUX JIMI, HWHAWUBUIYAJIbHBIX MpEIIPUHUMATEICH O Havaie
IPOBEJCHHS 3TOM MpoBepKu He TpeOyerca. OpraHbl MPOKypaTyphl U3BEMIAIOTCA O MPOBEACHUH BHEIIAHOBOM
MPOBEPKU CYOBEKTOB OOpaIlleHHs JICKAPCTBEHHBIX CPEJICTB MOCPEICTBOM HAMpPaBIEHUS COOTBETCTBYIOIIMX
JOKYMEHTOB B T€UCHHE TPeX padOuyMX THEH ¢ MOMEHTa OKOHYAHUS IMPOBEICHUS yKa3aHHOW BHEILIAHOBOU
MIPOBEPKHU.

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

6. JlomKHOCTHBIE JHMIla OpraHa TOCYJapCTBEHHOIO HaJ30pa B MOPSJAKE, YCTAaHOBJICHHOM
3aKoHOJaTenbCcTBOM Poccuniickont denepannu, UMEIOT MPABO:

1) moiy4yarh Ha OCHOBAaHMM MOTHMBHMPOBAaHHBIX IHCBMEHHBIX 3alPOCOB OT CYOBEKTOB OOpalleHHUs
JIEKapCTBEHHBIX CPEJCTB, OPraHOB MCIOJIHUTEIBHONW BiIacTu cyObekToB Poccuiickoit denepanuu u opraHoB
MECTHOTO CaMOYIPaBJICHHUS JOKYMEHTHI U HH()OPMAIIHUIO 110 BOIIpOcaM 00paIeHus JeKapCTBEHHBIX CPE/ICTB;

2) OecHpemsTCTBEHHO IO TPEIbSBICHUU CIYKEOHOrO0 YJOCTOBEpPEHHS M KOMHMHM IpHKa3a
(pacniopsbkeHHs) OpraHa rocyAapCTBEHHOTO Ha/A30pa O HAa3HAYEHHWU IPOBEPKHU IMOCEHIATh HCIOJb3yEeMbIe
IOPUIMYECKUMU JINLIAMHU, UHIWBUIYATbHBIMU MPEANPUHUMATEISIMY, SIBISIOIIUMUCSA CyOBEKTaMU 00paleHus
JIEKapCTBEHHBIX CPEJCTB, NPU OCYIIECTBICHUM CBOEH NEATEIBHOCTH TEPPUTOPHUH, 3/1aHUS, MOMELICHMS U
COOPYKEHHUS B LIEIAX NIPOBEIECHUS MEPOIIPUSTUNA 110 KOHTPOJIIO;

3) npoBoaHUTH OTOOpP OOPA3IOB JIEKAPCTBEHHBIX CPEJCTB, NPETHA3HAYCHHBIX IS peali3alud 1
peann3yeMbIX CyObEKTaMU OOpalleHus JIEKAPCTBEHHBIX CPENICTB, ISl MPOBEPKH MX Ka4eCTBa, MPOBEICHUS
UCCIIC/IOBAaHM, WCIBITAHUA B COOTBETCTBHHM C MpaBWJIAMH OTOOpa 00pasloB, YCTAHOBJICHHBIMHU
YIIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEILHON BJIACTH;

3.1) IpOBOANUTH KOHTPOJIbHBIE 3aKYIIKH JIEKAPCTBEHHBIX MPENapaToB UIsi MEAUIIMHCKOIO IIPUMEHEHUS B
LENAX TPOBEPKU COOMOJCHHUA CyOBEKTaMH OOpalIeHUsl JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMU
PO3HHYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpenaparamMu JUisi MEIULHUHCKOTO NMPUMEHEHHUs, MPaBWI OTIIyCKa
JIeKapCTBEHHBIX  IpenapaToB A  MEAUIMHCKOrO  TMpUMEHeHHs ¢ (WiIM) 3amnpera  IpoAaku
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U
KOHTpa(aKTHBIX JEKapCTBEHHBIX CPE/ICTB;
(m. 3.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2018 N 511-D3)

3.2) npoBOUTH KOHTPOJIbHBIE 3aKYTIKH JIEKAPCTBEHHBIX MPENapaToB AJIsi BETEPUHAPHOTO MPUMEHEHNUS B
[ENSIX TIPOBEPKH COONOJCHUS CyOBEKTaMH OOpAaIIeHUsT JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISIONIMMHA
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH IIperaparamMy Uil BETEPUHAPHOTO NPUMEHEHHS, IPAaBUI
HaJUIe)Kalled anTeyHOld MpPaKTHKH JICKApCTBEHHBIX IMPENapaToB IS BETEPUHAPHOTO NMPUMEHEHHs W (WJIH)
3ampera MpoAaxu (GaibCUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX JEKAPCTBEHHBIX
CPEACTB M KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPE/ICTB;

(. 3.2 BBeneH denepanbHbiM 3akoHOM oT 02.08.2019 N 297-D3)

4) BBIZaBaTh CyOBEKTaM OOpAIICHHS JIEKAPCTBEHHBIX CPEICTB NPEANMHCAHUS O MpeKpalleHUH
HapyIIeHUH OO0s3aTeNbHBIX TPeOOBaHWH M 00 YCTPAaHCHWH BBIABICHHBIX HApyIICHUH 00s3aTeNbHBIX
TpeOoBaHMIA;

5) HampaBiATh B YHNOJHOMOYEHHbBIE OpraHbl MaTepHalibl, CBS3aHHBIE C HAPYIICHUSAMH 00s3aTeIbHbBIX
TpeOOBaHUH, /IS PELICHHUS BOIIPOCOB O BO30YKACHUHU YTOJIOBHBIX J€JT IO PU3HAKAM MPECTYIUICHUH.

7. BLI60pO‘-IHI)II\/'I KOHTPOJIb Ka4Ye€CTBa JICKAPCTBCHHLIX CPCACTB OCYIICCTBIACTCA YIIOJHOMOYCHHBIM
(bellepaHBHBIM opraHomM HCIIOJIHUTEILHOM BIIACTH B YCTaHOBJICHHOM UM IOPAAKE U BKIIFOYACT B cebs:

1) oOpaboTky cBefcHUH, B 00s3aTEIHPHOM TOPSAJIKE IPEIOCTABIACMBIX CyOBEKTaMU OOpaIleHUs
JIEKapPCTBEHHBIX CPEJICTB, O CEPUSX, MAPTUSX JEKAPCTBEHHBIX CPEJICTB, MOCTYMAIOIINUX B TPAXAaHCKUNA 000pOT
B Poccuiickoi @enepanuu;

2) oTO0op 00pa3IoB JEKAPCTBEHHBIX CPEACTB y CYOBEKTOB 0OpalleHus IEKaPCTBEHHBIX CPEJCTB B IICIIAX
IIPOBCACHUA HCHBITAHUN HAa UX COOTBETCTBHE Tpe6OBaHI/IflM HOpMaTI/IBHOI\/JI JOKYMCHTAIIUU WJIM HOPMATUBHBIX
JIOKYMEHTOB;

3) mpuHATHE MO pe3yJbTaTaM MPOBEACHHBIX HCIBITAHUNA pEHIeHUs O JaJlbHEHIIeM TIpakJaHCKOM
000pOTE COOTBETCTBYIONLIETO JIEKAPCTBEHHOTO CPE/ICTBA;

4) mpUHATHE YIOTHOMOYEHHBIM (eZepaTbHbBIM OpPraHOM HCIIOTHUTEIHHON BIIACTH PEIICHUS O EPEBOIE
JIEKApCTBEHHOTO CPEJICTBA HA TOCEPUHHBINA BBHIOOPOYHBIM KOHTPOJb KauecTBa JEKAPCTBEHHBIX CPEACTB B
Cllydae MOBTOPHOTO BBISIBICHUS HECOOTBETCTBUS KauyecTBa JIEKAPCTBEHHOTO CPEICTBA YCTAHOBJIEHHBIM
TpeOOBaHMUAM U (MPU HEOOXOIUMOCTH) O TIPOBEPKE CYOBEKTa OOpAIICHUS JICKAPCTBEHHBIX CPe/ICTB. Pacxosl,
CBS3aHHBIE C NPOBEJACHHEM IOCEPUIHOrO BBIOOPOYHOIO KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB,
OIJIAYMBAIOTCS  MPOM3BOAMTENIEM JIEKAPCTBEHHOTO CpEeACTBa JHOO JAepKaTreleM WM  BIaJeTbIEM
PETUCTPALMOHHOIO YAOCTOBEPEHNUS JIEKApCTBEHHOTO Mpernapara.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Mnasa 5. PASPABOTKA, JOKITMHWYECKUE UCCIIEAQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCJIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMAPATOB A5 BETEPUHAPHOIO NPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3zpaboTka ekapCTBEHHBIX CPEJICTB BKJIIOYAET B C€OS TMOMCK HOBBIX (hapMaKOJOTUYECKH aKTHBHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BCIICCTB, MOCICAYIOMICC N3YUCHUC UX JICKAPCTBCHHBIX CBOP’ICTB, JOKIIMHHUYCCKUEC MCCIICA0OBAaHMA, pa3pa60TKy
TEXHOJIOT Uit IMPpONU3BOACTBA (I)apMaLleBTI/I‘-IeCKI/IX Cy6CT3HI.IPII>i, pa3pa60TKy COCTaBOB H TEXHOJOTHM
IMPOU3BOACTBA JICKAPCTBCHHBIX IIPCIIAPaTOB.

2. dunaHCcoBOE 0OecTeueHnEe Pa3padOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 32 CUET:
1) cpencTB deaepanbHOro OrOIKETa;
2) cpeAcTB pa3pabOTUNKOB JICKAPCTBEHHBIX CPE/ICTB;

3) CpeIcCTB MPOU3BOAMTENCH JICKAPCTBEHHBIX CPEICTB IPHU BBHIMOJHEHUH HAyYHO-HUCCIIEI0BATEIBCKUX
paboT MO JOrOBOPY MEXIY pa3pabOTYMKOM JICKAPCTBEHHBIX CPEJICTB U MPOU3BOIAMTENIEM JICKAPCTBEHHBIX
CPEJCTB;

4) UHBIX HE 3aIPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepanum HCTOYHUKOB.
3. [IpaBa pa3zpaboTunKa JEKapCTBEHHOI'O CPEJICTBA OXPAHAIOTCS IPAKIAHCKUM 3aKOHOIATEIbCTBOM.

Cratbsa 11. [JoknuHu4yeckoe wuccnegoBaHue JIeKapCTBeHHOro cpeacrtBa AnA
MeaANLUUHCKOro npuMmeHeHusA

1. I[OKJ'H/IHI/I‘IGCKOG HUCCIICAOBAHUC JICKAPCTBCHHOI'0O CpeaACTBa MII MCAUIHUHCKOIO0 IIPUMCHCHUA
IPOBOAUTCA IMIMYTEM HNPHUMCHCHHA HAYUYHBIX METOJOB OICHOK B MHECIAX IOJYUCHHUSA J0OKa3aTCJIbCTB
6630HaCHOCTI/I, KadycCTBa U B(b(bCKTI/IBHOCTI/I JICKapCTBCHHOTI'O CPCCTBA.

2. JlokIMHMYECKOE HCCIEeIOBAaHNUE JIEKApCTBEHHOTO CPEICTBA JUISI MEIUIMHCKOIO IMPUMEHEHHS
MPOBOJUTCS B COOTBETCTBMM C TPAaBWIAMU HaaJjexamied 1a0opaTOpHON NpPaKTUKH, YTBEP>KIACHHBIMU
YIIOJIHOMOYEHHBIM (he/IepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

3. Jlnst opraHM3any W TPOBEACHHS JTOKIMHUYECKOTO HCCIICTOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUIMHCKOTO  TNPUMEHEHUS  pa3pabOTYMKM  JIEKAPCTBEHHBIX  CPEACTB  MOTYT  IIPHBIEKAaTh
Hay4YHO-HMCCIIEZOBATEIbCKAE OpraHW3aly, o0pa30oBaTelbHBIE OPraHM3allMM  BBHICIIETO 00pa30BaHMA,
UMEIoIIMe HEOOXOIMMYI0 MaTepUaTbHO-TEXHUYECKYI0 0azy M KBaIM(UUUPOBAHHBIX CIELUAINCTOB B
COOTBETCTBYIOILIEH 00JIACTH UCCIIEIOBAHUSL.

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

4. HOKJ’IHHH‘I@CKOG HCCIICOOBAHUEC JICKAPCTBCHHOI'0 CpEaACTBa I MCAUIOHUHCKOI0 IIPUMCHCHUA
IIPOBOJUTCA IIO YTBCPKIACHHOMY paBpa60T‘lI/IKOM JICKAPCTBECHHOT'O CpEACTBa IIaHYy C BCACHUCM IIPOTOKOJIA
9TOr0 UCCJICAOBAHUA U COCTABJIICHUCM OTYECT4, B KOTOPOM COACPIKATCA PE3YJIbTATBI 3TOTO HCCICAOBAHUA U
3aKIIIOYCHHUEC O BO3MOXHOCTH IMPOBCACHUA KIIMHUYCCKOI'O HCCICAOBAHUWA JICKAPCTBCHHOI'O IIpCriapara IJId
MCIUIIUHCKOI'O IPUMCHCHUS.

5. IlpoBeneHne MpOBEPOK COOIOACHUS MPaBHJ HajJekamield JabopaTOpPHON NPAaKTUKKA W TPABOBBIX
HOPM HCITIOJIb30BAHUS JKUBOTHBIX MPHU MPOBEIECHUHU JAOKIMHUYECKUX HCCIIEIOBAaHUH JIEKAPCTBEHHBIX CPEJCTB
JUIs  MEIUMUMHCKOIO  IPUMEHEHHUS  OCYLIECTBISETCS  YINOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
UCTIOJIHUTENILHON BJIACTH.

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

6. Pe3yanaTH AOKJIMHHUYECKOI'0 HCCJICAOBAHUA JICKAPCTBCHHOI'O CpeACTBa i MCIUIHUHCKOI'O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

IIPUMCHCHUS MOTYT OBITh MMpEaACTaBJICHBI B ynOHHOMO‘lGHHLIfI q)eﬂepaHLHHﬁ OopraH HUCIOJIHUTEILHON BIACTU
B YCTAaHOBJICHHOM TIOPAIKE B LCIAX FOC}’II&pCTBGHHOﬁ perucTtpanuu JICKapCTBCHHOI'O IIpCriapara.

Cratba 12. [loknuHu4yeckoe uccrieqoBaHue NeKapCcTBEHHOro cpeaAcTBa U KIMHUYecKoe
uccrnegoBaHue fieKapCcTBEHHOro npenapara AnsA BeTepMHapHOro NnpuMeHeHus

1. I[OKJII/IHI/ILIGCKOC HCCIICAOBAHUEC JICKAPCTBCHHOI'0 CpPEACTBAa JUII BETCPUHAPHOIO IIPUMCHCHUS
OpoBOAUTCA MYTEM HNPUMCHCHHA HAYYHBIX MCTOJOB OICHOK B MCIAX TMOJYUYCHHUSA [JOKa3aTCIILCTB
6630HaCHOCTI/I, KadyeCTBa U Bq)(beKTI/IBHOCTI/I JICKApCTBCHHOI'O CpCACTBA, B TOM YHCJIC OIIPCACIICHUA CpOKa €Iro
BBIBCACHUA H3 OpraHu3Ma >XWUBOTHOro, B MLEIAX oOecnedyeHnss 0e30IIaCHOCTH npoaAyKuMu KUBOTHOI'O
MPOUCXOKACHUA MTOCJIC TPUMECHCHUSA COOTBCTCTBYIOLICTO JICKAPCTBECHHOI'O ITpeIIapara.

2. JIOKJIMHHYECKOE HCCIECNOBAHUE JIEKAPCTBEHHOIO CpPEACTBA M KIMHUYECKOE HCCIICIOBAaHUE
JIEKapCTBEHHOTO IMperapara [uis BETEpUHAPHOIO IPUMEHEHUs, UCCle0oBaHe OHO3KBUBAJICHTHOCTH
YKa3aHHOI'O JIEKapCTBEHHOI'O IIperapara IpOBOAATCS B COOTBETCTBUM C [PABWIAMH, YTBEPXKICHHBIMU
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

3. JIOKIMHUYECKOE HCCIIEJOBAaHUE JICKAPCTBEHHOIO CPEACTBA M KIMHMYECKOE HCCIEI0BaHHE
JIEKapCTBEHHOI'O IIpernapaTta Ui BETEPUHAPHOTO IPUMEHEHUs TIPOBOAATCS 1O  YTBEPKIACHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpEJICTBA IUIAaHy C BEAEHUEM IPOTOKOJIOB OSTHX HCCIEAOBAaHUA U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAECPIKATCA PE3YIbTaThl 3TUX UCCIIEIOBAHUN.

4. Jlnsg opraHuM3allMd M TPOBENEHUS JOKIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOIO CPEACTBA U
KIMHMYECKOTO HMCCIIeIOBAaHMS JIGKAPCTBEHHOTO Mpernaparta Uil BETepUHAPHOTO NMPUMEHEHHUs pa3paboTyuK
JEKapCTBEHHOT'O CpeICTBA  MOXET  IpHUBJIEKATh OpraHu3alui, UMEIoUIe  HEoOXOAUMYIO
MaTepHUaTbHO-TEXHUYECKYI0 0a3y W KBaIU(DUIMPOBAHHBIX CHEIMAIUCTOB B COOTBETCTBYIOIIEH oOmactu
UCCIIEI0BaHMUS.

5. Knuangeckue HUCCIICAOBaHUA JICKAPCTBCHHBIX IPCIApaTOB JII BETCPUHAPHOTO MIPHUMCHCHUA
OpoOBOAATCA B BCTCPHUHAPHBIX OpraHU3alUAaAX W B OpraHu3anugx, OCYUICCTBIIAOINNUX Pa3BCACHUC,
BbIpalllUBaHUC U COACPIKAHUC )KUBOTHBIX, B LICIIAX!

1) ycTaHOBIIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPENapaToB 3I0POBbIMU KUBOTHBIMU;

2) monbopa ONTHUMANIbHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMpPENapaToB U Kypca JIEYeHHs] Ha KOHKPETHOM
IpyMIie )KUBOTHBIX C OIPEEICHHBIM 3a00J1€BaHUEM;

3) yctanoBneHHs 6€30MacHOCTH U YPPEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara, mpeIHa3HauYeHHOTO JIIs
JICUCHUsl OMPEIEICHHBIX 3a00JIeBaHMI >KUBOTHBIX, WINM 3(()EKTHBHOCTH JEKApCTBEHHOTO IpemapaTa s
npodunakTuku 3a00JIeBaHNN 3JOPOBBIX JKUBOTHBIX;

4) wu3ydyeHHs BO3MOXXHOCTEH pacHIMpeHHUsl T[OKa3aHUM K TNPUMEHEHHIO 3aperUCTPHUPOBAHHOIO
JIEKapCTBEHHOT'O Tpernapara 1 BbISIBICHUS pPaHEe HEU3BECTHBIX MOOOYHBIX JEHCTBHIMA.

6. Kimnnueckoe HCCICAOBAHUE JICKAPCTBCHHOI'O IIpfriapara JIA BCTCPHHAPHOI'0 IIPHMCEHCHUA
OCYHICCTBJIACTCS 3a CHET CPEACTB p33pa60T‘lI/IKa JICKAPCTBCHHOI'O CPCACTBA.

7. OT4eTnl O pe3yjibTaTax AOKIIMHUYCCKOI'0 MCCICAOBAHUSA JICKAPCTBCHHOI'O CPCACTBA U KIIMHUYCCKOI'O
HUCCIICA0OBaHUA JICKAPCTBCHHOI'O IIpCIiapaTa IJid BETCPHUHAPHOI'O IMPUMCHCHUA COCTABJISANOTCA pa3p2160T‘-II/IKOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JICKAPCTBCHHOTO CPEACTBA C YUCTOM 3aKJIIOYCHU U OpFaHHSaHI/Iﬁ, INPUHHUMABIIUX YYACTUC B OpraHU3allud U
NPOBCACHUHN ITUX HCCIIeIOBaHUM.

8. KoHTpomb 3a mpoBeeHUEM JOKIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX
HCCIENOBAaHUN  JIEKAPCTBEHHBIX IPENapaToB Ul  BETEPUHAPHOTO  IPUMEHEHHsI  OCYILIECTBISETCA
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

Maga 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOWU PETMCTPALIUU
NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 13. NlocyaapcTBeHHasi permcrtpauuvs nekapcTBeHHbIX npenapaTtos
(B pen. ®eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynwsrantllntoc: mpuMedanue.

JlomyckaeTcsi MPUMEHEHHE B MEIMIIMHCKUX LEIAX HE 3aperuCTPpUpPOBaHHBIX B P® jekapcTBEHHBIX
MpernaparoB, COACPKAIMMX HAPKOTHUUYECKHUE CPEACTBA MJIM TMCUXOTPOIHbIC BEIIECTBA, BBE3CHHBIX B PD B
COOTBETCTBUH C 4. 3.1 cT. 47 manHoro qokymeHTa (m. 8 cr. 3 @3 o1 27.12.2019 N 475-D3).

1. B Poccuiickoiit denepanuu JOMyCKalOTCA MPOU3BOACTBO, U3TOTOBIICHHE, XPAaHEHHUE, TIEPEBO3KA, BBO3 B
Poccuiickyto ®enepanuto, BbiBo3 u3 Poccuiickoit denepanuu, pekiama, OTHYCK, pealu3alus, Nepenaya,
IIPUMEHEHHE, YHUUTOXKECHHUE JIEKAPCTBEHHBIX MPENaparoB, €CIM OHM 3apErMCTPUPOBAHBbl COOTBETCTBYIOIUM
YHOOJHOMOYCHHBIM q)ellepaJIBHBIM OpraHomMm HUCIOJIHUTEIBHOMN BIIACTH.

(uactp 1 B pen. @enepanbroro 3akoHa ot 13.07.2015 N 241-D3)

2. T'ocyrapCTBEHHOM perucTpanuu moiexar:

1) Bce nekapCTBEHHBbIE Npemaparhl, BIEPBBIC IMOJICKANIME BBOAY B oOpameHue B Poccuiickoii
®enepannu;

2) J5eKkapCTBEHHbIE IpemnapaTbl, 3aperuCTpPUPOBAaHHbIE paHee, HO IPOU3BEJACHHbIE B JAPYTUX
JIEKapCTBEHHBIX (OPMAaX B COOTBETCTBUU C IEPEYHEM HAUMEHOBAHHMH JIEKAPCTBEHHBIX (OpPM, B HOBOMU
JI03UPOBKE IMPH JOKA3aTENbCTBE €€ KIMHUYECKON 3HAaUNMOCTH 1 3 (EKTUBHOCTH;

3) HOBBIE KOMOMHALIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHbIX MTPENapaToB.

3. T'ocynmapcTBeHHass perucTpanusi JIEKapCTBEHHBIX IPENapaToB OCYILECTBIIAETCS IO pe3yJsibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, a TIOCYJapCTBEHHAs perucrpauus Op(aHHBIX JEKapCTBEHHBIX
IIPENapaToB OCYLIECTBIIAECTCS IO Pe3yJbTaTaM dKCIIEPTU3bl JOKYMEHTOB, IIPEICTABICHHBIX Ul ONPECIICHUS
BO3MOXXHOCTH  paccMaTpuBaTh JIEKAPCTBEHHBIM I@pemnapar Uisli MEIULUHCKOrO IPUMEHEHMSI IpU
OCYIIECTBIICHUH TOCYJapCTBEHHON pEerucTpaly B KadyecTBe Op(aHHOIO JIEKAPCTBEHHOTO Mpemnapara, U 1o
pe3ysbTaTaM 3KCIEePTU3bI JIEKAPCTBEHHBIX CPECTB.

4. TocynapcTBeHHasi perucTpanus JeKapCTBEHHOTO IpernapaTa OCYLIECTBIISETCS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH B CPOK, HE MPEBBINIAIONIMIA CTa
HIeCTUAECATH paboyux JHEH €O [JHS MPUHATUS COOTBETCTBYIOIIETO 3asBICHUS O TOCYAapCTBEHHOU
perucTpanyy JIeKapcTBEHHOTrO Ipenapara. B ykazaHHBIH CpPOK BKIIOYAeTCs BpeMs, HEoOXoaumoe JUis
MIOBTOPHOTO TPOBEJICHHS KCIIEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHU CO CTaThel 25 HACTOSIIETO
®enepanbHOoro 3akoHa. Cpok rocyJapCTBEHHOM perucTpanyy JEKapCTBEHHOIO IperapaTa HCUUCISIETCS CO
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

THS TPUHATHUS COOTBETCTBYIOUIMM YIIOJTHOMOUYEHHBIM (peilepalibHbIM OpPraHOM HUCHOTHUTENBHON BIAacTH
COOTBETCTBYIOIIETO 3asBJICHUS O TOCYJApCTBEHHON pEruCTpallMM JIEKAPCTBEHHOIO Ipemapara ¢
MPUJIOKCHUEM HEOOXOMUMBIX JOKYMEHTOB [0 JCHb BBIJAYM PETUCTPAIMOHHOTO  YAOCTOBEPEHUS
JICKapCTBEHHOTO TIpermapaTta. Bpewms, HeoOXoauMoe i HaIlpaBJICHUS YIOJHOMOYECHHBIM (eaepaabHbIM
OpraHOM HCIIOJTHUTEIILHOW BJIACTH 3alpoca O MPEACTABICHUH HEOOXOJIMMBIX MAaTEpPUATIOB W MPEJCTaBICHUS
3asBUTEJIEM OTBETA Ha JJAHHBIM 3alpOC B COOTBETCTBUU CO cTaThbsiMu 16, 19 u 23 Hacrosmero denepanbHOro
3aKOHA, HE YYUTHIBAETCS MPU UCUUCICHUH CPOKA FOCYAapCTBEHHOM PErUCTPAlUY JIEKapCTBEHHOTO Mpemnapara.

5. 'ocyiapcTBEHHOH perucTpanuu He MOIJIeKar:

1) JnekapcTBeHHbIE TIpenaparbl, HW3TOTOBJICHHBIE AaNTEYHBIMU OpraHU3alUsAMH, BETEPUHAPHBIMU
anNTeYHbIMH OpTraHMU3ALMSIMM, WHIUBUIYaJbHBIMU TPEANPUHUMATENSIMU, KOTOpPbIE HMEIOT JIMIIEH3HIO Ha
(hapMalleBTUUECKYIO JIeATeNbHOCTh, IO pELEeNTaM Ha JIeKapCTBEHHbIE IpenapaTthl H TpeOOBaHUIM
MEIUIUHCKUX OpraHu3ali, BETEpUHAPHBIX OpraHU3aIHii;

2) nexkapCTBEHHbIE Ipenaparthbl, MpUOOpeTeHHble (U3NYECKUMHU JHMLAMHU 3a mpeaenamu Poccuiickoit
®denepalnyy U MpeIHa3HAYEHHBIE AJIS1 JJMYHOTO UCIIOJIb30BAHMS;

3) nexkapcTBEHHbIE MpernapaThl, BBo3UMble B Poccuiickyro ®denepanuio sl OKazaHUS MEIULIMHCKOU
MOMOIIY M0 W3HEHHBIM I[IOKa3aHUSIM KOHKPETHOrO MNalHWEeHTa Ha OCHOBAaHHWM Pa3PEIICHUs, BBIIAHHOTO
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOJTHUTEIILHON BIIACTH;

4) nexapcTBEHHBIE CpelCcTBa, BBO3uUMble B Poccuiickyro @Penepanuio Ha OCHOBAHHUU BBIAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTENBHON BJIACTH pa3pellieHHs] U MpeaHa3HaueHHbIe IS
MIPOBEJICHUS] KIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX IpPENapaToB W (WMJIM) MPOBEIEHUS DKCIEPTU3BI
JIEKaPCTBEHHBIX CPEJCTB JJIs OCYIIECTBIIEHUS TOCYIaPCTBEHHON pPEerucTpaliy JIEKapCTBEHHBIX IIPENapaToB;

5) dbapmarneBTHUECKHE CYOCTaHIINH;

6) pamuodapManeBTHUECKUE JIEKAPCTBEHHBIC IIpemaparhl, H3TOTOBJIECHHBIE HEMOCPEACTBEHHO B
MEAMIIMHCKUX OpraHMU3alMsIX B M[OPSJKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (efepaibHbIM OpPraHoM
UCTIOTHUTENbHO BIIACTH;

7) nekapCTBEHHBIE MPemapaThl, IPOU3BOAUMBIE TSl IKCTIOPTA.
6. He nonyckaercs rocy1apcTBeHHasi perucTparysi:

1) nexapcTBEHHBIX NPENapaToB, OTIIMYAIOLUIUXCA IPYT OT APyra KaueCTBEHHBIM COCTABOM JE€HCTBYIOIINX
BEILIECTB, 10 OJUHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM,;

2) omHOTO JIEKapCTBEHHOTO Npemnapara, HpPEACTaBICHHOTO Ha TOCYJapCTBEHHYIO PETHCTPALMIO B
OTHOIIEHHMH OJHOTO M TOTO JK€ JepXKaTels WM BIAAeiblla PETHCTPAMOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOTO Mperapara B BUJIE JIByX U 0oJiee JeKapCTBEHHBIX NMPENapaToB MO/ pa3IMuyHbIMU TOPTOBBIMU
HanMMCHOBaHUAMU.

(n. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 2JIeKTpOHHOW (QopMe Wi Ha OyMaXHOM HOCUTEJE) CyObeKTa OOpaleHus
JICKApCTBEHHBIX CPEJICTB COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (hefiepalibHbIM OPTraHOM HCIIOJIHUTEILHOU
BJIACTH, OCYIIECTBIISIONINM TOCYJAPCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX MPENapaToB, B yCTAHOBICHHOM
UM MOPSJIKE OCYIIECTBISETCS HAYyYHOE KOHCYJIBTHPOBAHHE IO BOIPOCaM, CBS3aHHBIM C IMPOBEJACHUEM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JTOKJIIMHUYECKUX HCCIICJIOBAHUN, KIMHUYECKUX HCCICOBAHUI JIEKAPCTBEHHBIX MPENapaToB, AKCIEPTU3HI
KauecTBa JEKApPCTBEHHBIX CPeACTB, 3(pPeKkTUBHOCTU U 0E30MaCHOCTH, C OCYIIECTBICHHEM TOCYAapCTBEHHON
perucTpaiu  JICKAPpCTBCHHBLIX  IIPCIIApaToOB. KOHCy.TILTHpOBaHI/Ie OCYHCCTBIAACTCA C  IMPUBJIICUCHUCM
(enepaTbHBIX TOCYJApCTBEHHBIX OO/DKETHBIX YUPEXKICHUH, TOIBEIOMCTBEHHBIX JaHHOMY (enepanbHOMY
oprany HACIIOTHUTENbHON BIAcTH W HE YHaCTBYIOIIMX B OpraHu3alyvi IPOBCACHUSA SKCIICPTU3BI KAa4YCCTBaA
JICKapCTBEHHBIX CPEACTB B LIESAX OCYIIECTBICHHS] MX TOCYJapCTBEHHOM pPErucTpaluud B COOTBETCTBUU CO
ctatbeil 16 Hacrosimero denepanpbHOro 3akoHa, B BUAE OTBETAa B MUCHMEHHOHN (opMe YIMOTHOMOUYEHHOTO
(deneparpbHOrO OpraHa HCIOJHUTENBHOW BJIACTM Ha 3ampoc. PasMep B3uMaeMoO#l ¢ 3asBUTENs IUIAaThI
OTpeseIsIeTCS B COOTBETCTBUH C 3aKOHOAATeNbcTBOM Poccuiickoit ®Denepanmu 00 opraHU3anuu
MIPEIOCTABJIEHUS] TOCYJAPCTBEHHBIX U MYHHLMMAJIbHBIX yciyr. MHpopmanus 06 ocyllecTBIEHUN HAay4HOTO
KOHCYJIbTHUPOBAHHA, B TOM 4YHCIJIC CTaTbH, 0630131)1, CIIPpaBOYHBIC MATCpHAJIBI WU HWHaA I/IH(l)OpMaHI/Iﬂ 00
OCYIIECTBJICHUM HAYYHOTO KOHCYJbTHUPOBAHUS, pa3MellacTcss Ha OQUIMAIBHOM CaiiTe YIMOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HWCIONHUTENBbHON BracTh B ceTd "MHTepHeT" ¢ coONMoeHneM OrpaHHuYeHUH,
YCTaHOBJICHHBIX 3aKOHOJIATEIIbCTBOM O TMEPCOHANBHBIX TAHHBIX, KOMMEpPUYECKOW U (WJIHM) TOCyAapCTBEHHOU
TaliHe.

8. TocymapcTBeHHass perucTpauys JIEKapCTBEHHBIX IIpenapaToB, KOTOpbIE TNpeJHa3HAUYEHbl IS
IIPUMEHEHHUsI B YCJIOBHUSX BOCHHBIX JIEHCTBMM, YPE3BBIYANHBIX CUTYALMH, MPEAYNPEKACHUS YpPE3BbIUYANHBIX
CUTyalluid, NpO(UIAKTUKM M JedyeHHsl 3a00JeBaHMM, MPEICTABISAIONIMX OMACHOCTh JUISl OKPY>KaIOLIMX,
3a007€BaHUN U MOPAKEHUH, IOJyYeHHBIX B pe3yJbTaTe BO3JAEHCTBHS HEOJArONpUATHBIX XUMHUYECKHUX,
OMOJIOTUYECKUX, paJIUAIIIOHHBIX (PAKTOPOB, M KOTOPBIE pa3paboTaHbl B TOM YHCIIE M0 3aJaHuI0 (peepanbHbIX
OpPTraHOB HCIIOJIHUTEIBHON BJACTH, YIIOJHOMOUYEHHBIX B OOJIACTH OOOpOHBI CTpaHbl M OE€30MaCHOCTH
roCyIapcTBa, OCYLIECTBISAETCS B HOPSAAKE, yCTaHOBIEHHOM [IpaButenscTBoM Poccuiickoit @enepanuu.

(uactp 8 B pen. @enepanbHoro 3akoHa ot 01.04.2020 N 98-03)

Crtatbsa 14. MMpUHUMNbI 3KCNEepPTU3bl NIeKapCTBEHHbIX CPeaACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCHCpTI/IBa JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCA HA NPUHIOHUIIAX 3aKOHHOCTH, CO6J'[IOI[CHI/I$I npaB u
CBO60,ZI YCJIOBCKA U TpaxJaHWHA, IpaB HOPpUAXYCCKOro JIMla, HE3aBUCHUMOCTHU OKCIIEpTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTHU H II0JIHOTBI I/ICCJIG,Z[OBaHI/Iﬁ, IIPOBOAMMBIX C HCIIOJIB30BAHHEM COBPEMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ
HAaYKH MW TCEXHUKH, OTBETCTBCHHOCTU q)eﬂepaanoro rocyaapCTBEHHOT'O 6I-O,Z[)KCTHOF 0 YUYpPCKICHHUA 110
MIPOBCACHUTIO DKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB U SKCIICPTOB 3a MPOBCACHUC U KAYCCTBO SKCIICPTU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO IIPUMEHEHHS BKIIFOYAET B CEOsI:

1) skcnepTu3y MAOKYMEHTOB, MPEACTAaBIECHHBIX IJIsi ONpEAeNieHHWs BO3MOXXHOCTH pacCMaTpUBAThH
JICKapCTBEHHBIA TIpemapar Jyisi MEAWIIMHCKOTO TPUMEHEHHUS TPH OCYIIECTBICHUU TOCYAapCTBEHHOU
perucrpaiuu B kauecTse ophaHHOro JIEKAPCTBEHHOT'O IIPernapara;

2) OKCIICPTU3Y MNPCIJIOKCHHBIX MCETOJOB KOHTPOJIS KadeCTBaA JICKAPCTBCHHOI'O CPEACTBA W KadeCTBa
IpEeACTaBJICHHBIX O6p8.31_[0B JICKAPpCTBCHHOT'O CPCACTBA C UCIIOJIB30BAHUECM OTUX MCTOAOB (ﬂaﬂee - OKCIICpTU3a
KaueCTBa JICKAPCTBCHHOT' O CpeI[CTBa);

3) aKcnepTHU3y OTHOIICHHS 0XKMJAEeMOW IMOJIb3bl K BO3MOXXHOMY PUCKY HPHUMEHEHUS JIEKapCTBEHHOTO
npenapara;

4) HSKCHepTHU3y PpEerucTpPaliOHHOTO [O0Ch€ Ha JIEKAPCTBEHHBIN IpenapaT B LEISIX ONpeaeseHUs
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MPEMapaToB JJIsl MEIUIIMHCKOTO MPUMEHEHUSI.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(. 4 BBenen PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

3. DxcmepTH3a JIEKapCTBEHHBIX MpPENapaToB /s BETEPUHAPHOTO NPUMEHEHHUS BKIOYaeT B cels
9KCIIEPTU3Y KayecTBa JIEKAPCTBEHHOI'O CPEACTBA U OKCIEPTU3y OTHOILIEHUS O0XXKHUJIAEMOW TMOJb3bl K
BO3MO>KHOMY PUCKY NPUMEHEHMSI JIEKAPCTBEHHOI'O IIpernapara.

Cratbsa 15. Cbenepaanoe rocyaapcrtBeHHoe oroaKeTHOE yypexaeHune no npoeeneHuIo
JKCNepTu3bl NeKapCcTtBeHHbIX CpeacTB

DKcnepTrsa JIEKApCTBEHHBIX CPEACTB MPOBOAUTCA (eAepalbHbIM TOCYAAPCTBEHHBIM OIO/IKETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIErO YIMOJIHOMOUYEHHOIO (peepalbHOIO OpraHa HCIIOJHUTENBHON BJACTH,
CO3/IaHHBIM I OOecTeueHus] HCIIOJIHEHUSI TIOJIHOMOYUN 3Toro (¢eAepaibHOro0 Opra€a IO Bblaaye
paspelieHuii Ha IPOBEJCHME KIMHUYECKUX HCCIEN0BaHUM JIEKapCTBEHHBIX IIpenapatoB U (Wid) 1o
rOCyJapCTBEHHOMN perucTpaliy JeKapCTBEHHBIX MpenapaToB (Jlanee - SKCIepTHOEe YUPEKICHHE).

Cratbsa 16. OpraHu3auums npoBeAeHUs1 IKCNEepPTU3bl JIeKapCTBEHHbIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. :‘)KCHepTI/ISa JICKApCTBEHHBIX CPCACTB IIPOBOJUTCA KOMHCCHEH OKCIICPTOB OKCIICPTHOI'O0 YUPECIKACHUA,
Ha3HAYEeHHOMN €ero PYKOBOOUTCIICM, HAa OCHOBAaHHU 3aJaHHAd HaA IMPOBCACHUC SKCIICPTU3LI JICKAPCTBECHHOI'O
CpcacTBa, BBIJAHHOI'O YIIOJIHOMOYCHHBIM (I)C,HepaHBHBIM OopraHoM HCIIOJIHUTEILHOM BIACTH. PYKOBO,I[I/ITGJIB
OKCIICPTHOI'0 YUPCIKACHUA o0ecrieynBaeT HaajaexKamee NpoBCACHUC SKCIICPTHU3bI JICKAPCTBCHHBIX CPCIACTB B
COOTBCTCTBUH C 3aJaHUECM, BbIJAHHBIM YIIOJTHOMOYCHHBIM @enepam)HmM OopraHomM HUCIIOJIHUTEILHOMN BJIaCTH,
U OpPraHu3ye€T MOATOTOBKY CBOAHOI'O 3aKJIHOUCHUA 9TON KOMHCCHH. B coCcTaB 3TOM KOMHUCCHM IO PEIICHHUIO
PYKOBOOUTCIIA OKCIICPTHOIO VYUYPCIKIACHHUA MOTYT OBITH BKJIIOYEHBI B KayeCTBE OKCIICPTOB JiMld, HE
pa60TanmI/Ie B JaHHOM OKCIICPTHOM YYPCKIACHUH, CCIIM HUX CICHUAIIbHBIC 3HAHUWA HeO6XOJII/IMLI JIA
IPOBCACHUA SKCIICPTU3BI U TAKHUEC SKCIICPTHI OTCYTCTBYIOT B JaHHOM JKCIICPTHOM YUPCIKIACHUH.

2. DKCHepToM IO TMPOBEACHHUIO 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJACTB SIBJISETCS ATTECTOBAHHBIN
pabOTHHK SKCHEPTHOTO YUPEKACHHUS, KOTOPBIM UMEET BBICIIEE MEAUIIMHCKOEe, (apMareBTUYECKOE,
OMOJIOTHUYECKOe, BETEPHUHAPHOE WM XUMHUYECKOE€ OOpa3oBaHHWE W TMPOBOJHUT HKCIEPTHU3Y JIEKAPCTBEHHBIX
CPEIICTB B MOPSAKE UCIIOTHEHHS CBOMX JOJIKHOCTHBIX 00SI3aHHOCTEH (alee - HKCIepT).

3. HpI/I MMPOBEACHUU IKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB SKCIIEPT HE MOKET HAXOAUTHCA B KaKoii-mu0o
3aBUCHUMOCTH OT JIMIIa, HA3HAYHUBUICTO 3Ty 3KCIICPTUSY, pa3pa60TqHKa JICKAPCTBCHHOT'O CPCACTBA UK APYTUX
3aNMHTCPCCOBAHHBIX B PC3YyJIbTAaTaX 3KCIICPTU3BI JIUII.

4. Ilpu npoBeNEHUH SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB HE JIOMYCKAETCs MCTPeOOBaTh Yy 3asBUTENS
MO0 HHBIX JIuL MaTcpualibl, H€O6XO)II/IMI;I€ AJId MIPOBEACHUA OKCIICPTHUSHI. B ciIyda€c HCAOCTAaTOYHOCTHU
IIPEJICTaBICHHBIX JKCIIEPTY MAaTEPUAJIOB Ul a4y 3aKI0YECHHs SKCIIEPT CTABUT BOIIPOC O MPEACTABICHUY EMY
HEOOXOJIMMBIX MAaTepUaoB Meped PYKOBOAUTENIEM OHKCIEPTHOIO YUpPEXKIEHHs, KOTOpbIH oOpariaercs c
COOTBETCTBYIOIUM 3aIPOCOM B YIIOJIHOMOUEHHBIH (heiepalbHbII OpraH UCTIONHUTEFHON BIACTH, BhIJABIINN
3aJaHMe Ha TPOBEJICHHE OSKCIEPTU3bl JICKAPCTBEHHOTO CPEACTBA. YKAa3aHHBIA QenepaiabHblii Opraxn
WCTIOJTHUTEIBHON BIIACTH B TEUYCHHWE IATH pabodmx IHEH cO JHS TMOCTYIUICHHS 3ampoca PYKOBOIUTEIS
OKCIICPTHOI'O0 YUPCIKACHHUA HAIPaBJIACT 3aABUTCIIIO 3aIllpoC O HIPCACTaBJICHUU HGO6XOJII/IMI)IX MaTCpHraIoB.
JlaHHBIH 3a1IpOC MOKET OBITh NEpeJaH YIOJIHOMOYEHHOMY MPEICTABUTENIO 3assBUTEIIS JIMYHO MO/ PACHUCKY,
HalpaBJIeH 110 10YTe 3aKa3HbIM MMCbMOM WJIM Tepe/aH B 3JIEKTPOHHOU (opMe IO TeIeKOMMYHHUKAIIMOHHBIM
KaHaJlaM CBs3U. B ciydae HampaBieHUs JAaHHOIO 3amlpoca II0 I0YTe 3aKa3HbIM IHMCbMOM OH CUMUTAETCA
MOJIYUYCHHBIM 110 UCTCUCHUH IICCTH I[Hefl C JaThl HAIIPABJICHUSA 3aKa3HOI'O MMUChbMaA.

(dactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

4.1. 3agBuTens o00s3aH MNPEJCTaBUTh OTBET Ha 3alpoOC YIOJHOMOUYEHHOIo (heAepabHOrO OpraHa
WCTIOJHUTENILHOM BJACTH B CPOK, HE NPEBBIIIAIOIIMN JIeBiHOCTAa pabouux MHEH CO JIHSA €ero MOJYy4YeHHS.
YnoaHoMOYeHHBIH (efepanbHbId OpraH HMCIOJHUTENBFHONW BJIACTH, BBLIABIIMKA 3aJaHHE Ha IPOBEJCHHE
9KCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, B T€UEHHE NATH pabouMX JHEH CO JHS MOCTYIUIEHUS OT 3asBUTENs
OTBETAa HA JAHHBIN 3aIIpOC HAIPaBJISAET TAKOM OTBET B HKCIIEPTHOE yupekaeHue. B ciiyyae HenpencraBieHus
[0 HCTEYCHHMM JEBSIHOCTa pabouux JHEHW 3asBUTENEM OTBETa Ha JAaHHBIM 3alpoc YNOJHOMOYEHHBIH
(denepanbHBIi  OpraH HUCIHOJHUTENBHOW BJIACTH, BBIJABIIMKA 33/JaHUE HA MPOBEJECHHUE DSKCIEPTU3I
JIEKapCTBEHHOTO CpEJACTBA, B TEUEHHE MATH pPadOYMX JHEW HampaBisieT B SKCIEPTHOE YUPEKICHHE
YBEJAOMIJICHHE O HENPEACTABICHUU 3asiBUTEIEM OTBETAa HA 3alpoC YKa3aHHOro oprana. Bpemsa co nus
HaIpaBJICHUs 3aIpoca SKCIEPTHOTO YUPESKICHHUS B YIIOJIHOMOYEHHBIN (hesiepabHblid OpraH UCTIOHUTETLHON
BJIACTH JO [JHS IIOJIyYEHUs OHKCIIEPTHBIM YUPEXKJICHHEM OTBETa Ha 3alpoC WIH YBEIOMIICHHS O
HENPEJCTABICHUN OTBETA HA 3alpOC HE YUYUTHIBACTCA IPU HMCUUCICHHH CpPOKa IPOBEICHMS SKCIIEPTU3bI
JIEKapCTBEHHOI'O CPEICTBA.

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

4.2. Ecnu B cocTaBe pPETrUMCTPALMOHHOIO JOChE€ Ha JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOIO
IIPUMEHEHHUsI COJIEPKUTCS MpeaycMOoTpeHHas ctatbed 18, gacTero 1.1 crarem 30 u crateelr 34 HacTOsAIIErO
®denepanbHOro 3aKOHA KOMHUS PEIICHHs YITOJHOMOUYEHHOI 0 (hefiepaIbHOrO OpraHa UCIOJIHUTEIbHON BIACTH O
IPOBEICHUM WHCIEKTHUPOBAHUSA HPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, 3KCIEpTy [0 0(hOpMIIEHUS
pE3yJIBTaTOB AKCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA MPENOCTABIIAETCA B MOPALKE M Ha YCIOBUSAX, KOTOPBIE
MIPENYCMOTPEHBI YacTsAMU 4 1 4.3 HACTOALIEH CTaThbM, KOMMS 3aKJIIOYEHUS O COOTBETCTBMM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUAM IMPaBUI HAIJIEXKaLEH NPOU3BOACTBEHHON NPAKTUKH, BBIAAHHOIO
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIACTH.

(uactp 4.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.3. 3asBHUTENb 0053aH PEICTABUTh B YIIOJTHOMOYCHHBIN (eiepaIbHbIN OpraH UCTIOJHUTEILHOW BIACTH
KONUIO 3aKIIOYEHHUS O COOTBETCTBUU TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABUI
Ha/IJIeKaIlel MPOU3BOJACTBEHHON MPAKTUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUECIATH pabovux JHEH co
JHSI TIOJTyYEHHsI 3arpoca O ee MPEJOCTaBICHUH. YTOJHOMOYEHHBIH (pefepanbHblii OpraH MCIOIHUTEILHON
BJIACTH, BBIIABIINI 3a/laHIE HA IPOBEICHUE SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE IATH pabOINX
THEH Cco JHA TOCTYIUIEHUS OT 3asBUTENs KOMHUU 3aKIOYEHHs] O COOTBETCTBUHM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUSAM MpaBUIJ HaJJIeXKalllel MPOU3BOICTBEHHON MPAKTUKH, HAIIPABIIAET €€ B
JKCIEPTHOE yupexaeHue. B ciiyyae HenpeacTaBiaeHus 3asiBUTEIEM B YKA3aHHBIA CPOK KOIUU 3aKIFOUYEHUS O
COOTBETCTBUM  NPOM3BOJIUTENS  JIGKAPCTBEHHBIX  CPEJICTB  TpeOOBaHUSAM  NpaBWiI  HaJUlexKalneil
MIPOU3BOJICTBEHHOHN MPAKTUKU YIOJHOMOYEHHBIN (efepanbHblii OpraH MCHOIHUTEIBHOW BIACTH, BBIIABIIMN
3aJlaHue Ha MPOBEACHHUE IKCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEJICTBA, B TEUEHUE MATH pabouux JTHEH HalpaBiseT B
9KCIIEPTHOE YUPEXKJICHUE YBEAOMIICHHE O HETIPEACTABICHUH 3assBUTENIEM KOIUU 3aKJIIOUYEHUS O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPABUJ HAAJEKAIEH MPOU3BOJACTBEHHON MPAKTHKU.
BpeMmsi co nHs HampaBieHHs 3ampoca SKCIEPTHOTO YUPEKIEHHUS B YIMOIHOMOYEHHBIN (eaepanbHbIl opran
HCIIOJIHUTEJILHOM BIIACTH /10 JHS MOJIyYEHUS SKCIIEPTHBIM YUPEXKIECHUEM KOINU 3aKJII0UYEHUs O COOTBETCTBUU
IIPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM IpaBWII HajJeXkallleld MPOU3BOJACTBEHHOMN MPaKTUKU
WM yBEJAOMJIEHHSI O €€ HENPEACTAaBIEHUN HE YUYUTHIBAETCS MPU HUCUUCICHUU CPOKA MPOBEACHUS IKCIEPTU3BI
JIEKapCTBEHHOT'O CPE/ICTBA.

(dactp 4.3 BBeneHa OenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. DKkcnepT NnpH NpOBEAECHUH MOPYUYEHHON eMy PYKOBOJIUTEIEM SKCHEPTHOTO YUPEXKICHHUS IKCIEPTH3bI
JIEKapCTBEHHOTO CPeJICTBa 00s3aH:

1) mpoBecTu MOTHOE UCCIIEIOBAHUE MPEACTABICHHBIX €My O0OBEKTOB, MaTEpPHAJIOB, JaThb 0OOCHOBAHHOE
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

1 OOBEKTHUBHOE 3aKJIFOUYEHHE MO ITOCTABICHHBLIM nepea HUM BOIIpOCaM HJIM MOTHBHUPOBAHHOC 3aKIIFOYCHHUE O
HCBO3MOXHOCTH MPOBCACHUA HM 3SKCHCPTU3bI JICKAPCTBCHHOI'O CPCACTBA, C€CJIM ITOCTABJICHHBLIC BOIIPOCHI
BBIXOJAT 3a IMPCACIIbl CIICHHUAJIBbHBIX 3HAHUM 9KCIICPTa, O00BEKTEI I/ICCJIC,ZLOBaHI/II\/JI U MaTcpualibl HCIIPHUI'OJHBI
WM HEAOCTATOYHBLI IJId HNPOBCACHUSA I/ICCJ'ICI[OBaHI/Iﬁ N agadu 3aKIFOYCHUA B4 (e0) COBpCMeHHBII\/JI YPOBCHDb
Pa3BUTHA HAYKH HE IMO3BOJIACT OTBCTUTH HAa ITOCTABJICHHBIC BOIIPOCHI;

2) He pasrjamiaTh CBEICHMs, KOTOPbIE CTaJd €My HM3BECTHBI B CBS3M C IPOBEIECHUEM 3SKCIEPTHU3BI
JIEKapCTBEHHOT'O CPEZCTBA, & TAaKXKe CBEJIEHHs, COCTABISAIONINE FOCY1apCTBEHHYI0, KOMMEPYECKYIO UM UHYIO
OXpaHsSEMYIO 3aKOHOM TaliHy;

3) obecnedunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIEIOBAHUN U MATEPUAIIOB.
6. DKCIIepT HE BIIpaBe:

1) mpoBOIUTH 3KCHEPTH3Y JIEKApPCTBEHHOIO CPEACTBAa IO OOPAIIEHUI0 HENOCPEICTBEHHO K HEMY
OopraHu3anuii win GU3N4YEeCKUX JIL;

2) CaMOCTOATCIIBHO CO6I/IpaTL MaTepHraJibl AJId IMPOBEACHUA SKCIICPTUSLI JICKAPCTBECHHOI'O CPEACTBA,
3) MMPOBOAUTD SKCICPTUIY JICKAPCTBCHHOI'O CPCACTBA B KAUCCTBC HCIOCYJAPpCTBCHHOT'O 3KCIICPTA.

7. B cinydyae HE0OXOIMMOCTH 3KCIEPT BIPaBE XOAATalCTBOBATh INEpe] PYKOBOAUTENIEM IKCIIEPTHOIO
YUPEXKJIEHUS O MPUBJICUECHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX IKCIIEPTOB.

8. Kaxnaplii sKcmepT, BXOJSANIMHA B COCTAaB KOMHUCCHHM 3KCIEPTOB, KOTOPOM MOPYYEHO NPOBEIACHUE
3KCIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCUMO U CAMOCTOSITEIBHO IPOBOJUT UCCIEAOBAHUS, OLIEHUBAET
pe3ynbTaThl, MOJTYYEHHbIE UM JIMYHO M JPYTMMH JKCHEepTaMu, U (OPMYIUPYET BBIBOABI OTHOCHUTEIHHO
IOCTABJIEHHBIX BOIIPOCOB B IIPEAEIax CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynmpTaThl 3KCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA OQOPMIISIOTCS 3aKII0UYEHHEM KOMHUCCHU
JKCHEepPTOB. B 3aKkimioueHWH KOMHUCCHM SKCIEPTOB YKa3bIBAIOTCA IMEpPEYeHb MCCIENOBAaHUM, 00beM
MPOBEACHHBIX KaXKIBIM SKCIIEPTOM HCCIICIOBAHUN, YCTAHOBJICHHBIC KaXIbIM M3 HUX (DAaKTHl U CHETAHHBIC B
pe3ysbTare HCCIEeIOBaHUI BBIBOJBL. ODKCIEPT, MHEHHE KOTOPOTO HE COBIAJAeT C PEHICHHEM KOMHCCUU
9KCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHE B MUCHbMEHHON (opMe, KOTOpoe MpUOOIIAeTCs K 3aKIIOUYEHUIO
KOMMCCHH 3KCIIEPTOB.

10. 9KCH€pTBI, BXOOAIIUC B COCTAB KOMUCCHUHU, IPCAYIIPCIKAAOTCA 06 OTBCTCTBCHHOCTH B COOTBCTCTBUU
¢ 3akoHonaTenbcTBOM Poccuiickoit Deneparuu 3a aady 3akJIOUEHUs], COAEPIKAIIETO HEOOOCHOBAHHBIE WU
(danbcupUIPOBaHHBIC BBIBOJIBI, O YEM OHHU JAIOT MOATHCKY.

11. Onpenenenue ypoBHsA NpoQecCHOHAIBHON MOJATOTOBKM SKCIEPTOB M aTTECTAllMsl UX Ha IMPaBoO
IPOBEJCHHUS HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIFOTCS AKCIEPTHO-KBATHU(PUKAIMOHHBIMU
KOMHUCCHUSIMU B MOPSAKE, YCTAaHOBICHHOM COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (eepalibHbIM OpraHOM
WCTIOJIHUTENIBHON BIAacTU. YPOBEHb MPO(EeCcCHOHATBLHON MOATOTOBKU JKCHEPTOB MOMJICKUT MEPECMOTPY
YKa3aHHBIMU KOMHCCHUSIMHU HE PEXKE YEM OJIMH pa3 B ISATh JIET.

12. IIpaBuia mpoBeACHUS YKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB M OCOOCHHOCTH IKCIIEPTU3BI OTACITBHBIX
BUJIOB JICKAPCTBEHHBIX IMpernapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IPEenapaToB, BOCHPOU3BEICHHBIX
JIEKapPCTBEHHBIX IMPEnapaToB, OMOJOTUYECKUX JEKApPCTBEHHBIX MpenapaToB, OMOAHAIOTOBBIX (OMOMOI0OHBIX)
JICKapCTBEHHBIX MpenapaToB (OM0aHaIOroB), TOMEONATHIECKUX JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

pacTUTENbHBIX MNpEenapaToB, KOMOMHALMN JIEKapCTBEHHBIX NpenapaToB), (OpMbI 3aKIOYEHUH KOMHUCCHU
HKCHEPTOB  YCTAHABJIMBAIOTCS  COOTBETCTBYIOIIMM  YIOJHOMOUYEHHBIM  (peiepajbHBIM  OpPraHoM
HCIIOJTHUTEIIBHON BIIACTH.

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

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

1. [Ins rocynapCTBEHHOM PETHCTpAlMU JIEKAPCTBEHHOI'O IIpernapara Juisi BETEPUHAPHOIO NMPUMEHEHUs
pa3paboTUYUK TaKOrO JIEKAPCTBEHHOTO TMperapara WUiad YINOJIHOMOUYEHHOE MM JPYroe HOpUINYECKOE JIHUI0
(ranee B HacTosEHl CcTaTke - 3asgBUTENb) MPEJACTABISAET B YIOJIHOMOYEHHBIH (enepanbHblii opraxn
UCTIOJIHUTENILHON BIJIACTH, OCYILECTBIISIOLINM IOCYJapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IPENapaToB
JUIs BETEPUHAPHOTO TPHUMEHEHHs, B D3JEKTPOHHOM (opMe miaM Ha OyMa)KHOM HOCHTENE 3asBICHHE O
roCy/apCTBEHHOW pEerucTpanuu JEKapCTBEHHOIO Ipemnapara Jyulsi BETEPUHAPHOIO IPUMEHEHUs, a TaKXKe B
HOPSJIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (ellepabHbBIM OPraHOM HCITOTHUTEIHHON
BJIACTH, B DJICKTPOHHOW (opMe WM Ha OYMaXHOM HOCHUTENE HEOOXOIUMBIE JTOKYMEHTBHI, M3 KOTOPBIX
(opMHpyeTCcsl peruCTPallMOHHOE JOChE Ha JIGKAPCTBEHHBIN Mpenapat Ui BETepUHAPHOTO IPUMEHEHHUS.

2. B 3asBieHHMH O TOCYIApCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpernapara Uil BETepUHApHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HauMeHOBaHME U apec 3asBUTENS, pa3padOTUMKa U IPOU3BOAUTENS JIEKAPCTBEHHOTO IIpenapaTa Jyis
BETEPUHAPHOTO MPUMEHEHUS U aJpec MECTa OCYLIECTBIIEHUSI IPOM3BOJICTBA JIEKAPCTBEHHOIO MpenapaTa JUis
BETEPUHAPHOTO TMpPUMEHEHUs (B Clydyae HaJM4uds HECKOJbKHMX YYAaCTHHUKOB IIpoliecca IPOU3BOJCTBA
HE0OXOIMMO yKa3aTh KaX/10T0 U3 HUX);

2) HANMMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BETCPUHAPHOTO MPHMCEHCHUS (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WJIX I'PYIIITUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUYCHb I[eflCTBYIOHlHX U BCIIOMOIraTCJIbHBIX BCHICCTB, BXOAAINIUX B COCTAB JICKAPCTBCHHOI'O
npemnapara il BETCPUHAPHOI0 IPUMEHCHU S, C YKa3aHUEM KOJIMUCCTBA KAXKA0TI'0 U3 HUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'0 Ipernapara Jyisi BETepUHAPHOTO PUMEHEHUS;

5) papmakoTrepaneBTHUECKas TpyNIa;

6) HEOOXOIMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLIEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/1apCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Ipenapara;

7) KoM TOKyMEHTOB, IOATBEPKIAIOIIMX YIIJIATy TOCY1apCTBEHHON MOLIUIUHBIL:
a) 3a MpPOBEJICHHE OSKCHEPTU3bl KayecTBa JIEKAPCTBEHHOTO CpPEJICTBA W HKCIEPTHU3bl OTHOLICHUS
OKHUJACMOM TOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHMS JICKapCTBEHHOIO Ipenapara Uil BETEPHUHAPHOIO

NPUMEHEHHUs TIPU ero rocy1apCTBEHHON perucTparumy;

6) 3a BblAa4y PCTUCTPAIUOHHOTIO YAOCTOBCPCHUA JICKAPCTBCHHOT'O MPCIIaparTa,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

8) HanmMuue coriacus, IPeIyCMOTPEHHOTO YacThi0 7 HACTOSINIEH CTAaThH, €CIIM C MOMEHTA PErucTpanuu
pedepeHTHOTrOo JIeKapCTBEHHOT' O Mpenaparta JJisi BETepUHAPHOT0 IPUMEHEHUS MPOIILUIO MEHEe YeM LIEeCTh JIET.
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpannoHHOE J0OChE B LENSAX SKCHEPTHU3BI JIEKAPCTBEHHOTO IIperapara JUisi BETEPUHAPHOTO
pUMeHEeHHS (DOpMHpYeTCs U3 CIASAYIONINX JOKYMEHTOB M CBEJICHUH:
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHuss O Jare TPENOCTABICHHS W PETUCTPAIMOHHOM HOMEpE JHUIIEH3UH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, NMPEIOCTABICHHON MPOU3BOJAUTENIO PETHCTPUPYEMOTO JIEKAPCTBEHHOIO IMpenapara
JUIsl BETEPUHAPHOIO IPUMEHEHHS], ISl POCCUNCKUX NTPOU3BOUTENECH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) CBCACHUA O JHaTe MNpPEAOCTABJIICHHA W PErUCTPAIMOHHOM HOMEPE JIMICH3WHM Ha IIPOU3BOJACTBO
JIEKapCTBEHHBIX CPEJICTB, NMPEJOCTABICHHON MPOM3BOAUTENIO (hapMaleBTHUECKON CyOCTaHIIMM, BXOMSIICH B
COCTaB PETUCTPHPYEMOTO JIEKAPCTBEHHOTO Mpenapara Ui BETCPHHAPHOTO NMPHUMEHEHUS, Ui POCCHUCKUX
MIPOU3BOIUTEIICH;

(B pen. ®enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2.1) Komusi TOKyMEHTA, BBIJIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTENS AJS KaxXI0h
MIPOM3BOJICTBEHHOW IUIOMIAIKM PETUCTPUPYEMOIO JIEKApCTBEHHOrO Ipernapara Jjsi BETepUHAPHOIO
IPUMEHEHUs U TOATBEP)KJAIOIIEro COOTBETCTBUE MPOU3BOAUTEINS JIEKAPCTBEHHOTO MpenapaTra TpeOOBaHUAM
OpaBUJI HaAJeKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro IMepeBOjJ Ha PYCCKUH S3BIK, 3aBEpEHHbIC B
YCTAaHOBJIEHHOM IOPSJKE, a TAKXKE KOMHS 3aKIIYEHHUS O COOTBETCTBUM NPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHUAM IPAaBWJ HaJJIeXkKalllel MPOU3BOJCTBEHHOW NMPAKTUKH, BBIAAHHOIO YIIOJHOMOYEHHBIM
(denepaTbHBIM  OPraHOM  HCIIOJIHUTENBHOW  BIACTH  JUIS  KaXJOW  NPOW3BOJACTBEHHON  IUIOIIAIKU
PEruCTPUPYEMOro JIEKAPCTBEHHOTO Tperapara s BEeTepUHAPHOTO MPUMEHEHHs, JTUOO KOIHUs pEeHIeHUs O
IPOBEICHUM HHCIEKTHUPOBAHUSA HPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, MPUHATOIO YIOJHOMOUYEHHBIM
(denepaqbHBIM  OPraHOM  MCIOJHUTENBHOW  BIACTH Ui KaXJOW  INPOU3BOACTBEHHOM  IUIOIIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O Ipernapara Juid BETEPUHAPHOIO NPUMEHEHMs. YKa3aHHbIE JOKYMEHTBI
MIPEJICTABIISAIOTCS B CIy4ae, €Ciau MPOU3BOACTBO JEKAPCTBEHHOI'O IIpernapara OCYLIECTBIISIETCS 3a MpeesiaMu
Poccuiickoit deneparnuu;

(m. 2.1 BBenen denepanbubiM 3aKk0HOM OT 04.06.2018 N 140-D3)

2.2) Komus JIOKyMEHTa, BBIIAaHHOTO YIIOJJHOMOYEHHBIM OpPraHOM CTPaHbl  MPOU3BOIHUTEIIS
(dapManeBTHYECKONW CYOCTaHIIMM W TOATBEPXKIAIOIIETO COOTBETCTBHE MPOM3BOIUTENS (apMarieBTUYECKON
cyOCTaHIMM, BXOMSIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpermapaTa s BETePHUHAPHOTO
MPUMEHEHHS, TPEOOBAHUSIM MPABUJ HAJUJICKAIICH MPOU3BOJICTBEHHON MPAKTUKH, U €T0 MEPEBOJ HA PYCCKUN
S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TIOpSIKE, B Ciy4ae, €CIM TPOU3BOACTBO (hapMareBTUISCKON
CyOCTaHITNH OCYIIECTBIISIETCS 3a npenenaMu Poccuiickoit denepanmu;

(. 2.2 BBeneH DenepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) IpOeKT HOPMATUBHOTO TOKYMEHTa Ha JIEKApCTBEHHBIN Ipernapar sl BETEPUHAPHOTO MPUMEHEHUS;
4) IOKyMEHT, coJepXalluil cienymomyo HHQopManuio o (apMaleBTHYeCKOl CyOCTaHIIMM WU
(apManeBTHYECKUX CYyOCTaHIMAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOTO Mperapara Ui BETEPUHAPHOTO

NPHUMCHCHUSA:

a) HauMeHoBaHME (apMalleBTHUYECKON cyOcTaHIMM, €e CTpyKTypa, oOmue cBoicTBa (Mpu
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

TOCYAapCTBEHHOW PErHCTpallii MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX NPENaparoB IS BETEPUHAPHOTO
NPUMEHEHHUS TPEACTaBISIOTCS CBEACHUS O IITaMMe, BKJIIOYas €ro HauMEHOBaHHE, HH(POPMAILUIO O
MIPOUCXOKACHUH, €0 CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JICIOHUPOBAHMS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTH IPOU3BOJACTBA C OIIMCAHUCM CTaI[I/Iﬁ MMpOU3BOJACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTauigX IMMPOU3BOACTBA,

r) wuHbopMmanus O TpuMecsX (HE TpeICTaBlIseTCs MpH TOCYAAPCTBEHHOM  pErucTpaIiu
UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMApaToB AJIsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) cnenudukanus Ha (papMaeBTHYECKYIO0 CyOCTaHIMIO (HE TPEACTABISICTCS TPH TOCYIapCTBEHHON
perucTpanu UIMMYyHOOHOJIOTHYECKUX JIEKaPCTBEHHBIX MPErapaToB sl BETEPUHAPHOTO MPUMEHEHUS);
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

e) OIMMMCAHUC MCTOAHUK KOHTPOJIA Ka4YCCTBA,

) pe3yJbTaThl aHalu3a cepuil (apmaneBTUYEeCKOl cyOcTaHmMKM (HE MPEIACTABISIOTCS —IPH
TOCYJTApCTBEHHON PETUCTPAlliii UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MpPEnapaToB Il BETEPUHAPHOTO
MIPUMEHEHHUS);

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

3) NEpCUCHb CTAHAAPTHBIX 06pa3u013 WM BCIICCTB, UCIIOJB3YCMbIX IIPU OCYHICCTBIICHHUU KOHTPOJIA
KadeCTBa,

1) OIIMCaHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JlaHHble O CTaOWIBHOCTM (HE TMPEACTaBISIOTCA TMPU  TOCYAAPCTBEHHOW  pErucTpanuu
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPETapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS);
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

J'I) CPOK I'OAHOCTH, YCIIOBUSA XPAHCHU;

5) oTyer o0 pe3yabTaTax JOKIMHUYECKOTO MCCIEeI0BaHUA JIEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO
IIPUMEHEHHUS, BKJIIOYAIOUIMI ONMCaHHE METOJOB OIPEAEICHUS] OCTaTOYHBIX KOJUYECTB JEHCTBYIOLIETO
BellecTBa (JEHCTBYIOIMX BEIIECTB), JOCTUTAIOIIETO (JOCTUTAIOIINX) CUCTEMHOTO KPOBOTOKA, B MPOIYKIIUU
KUBOTHOT'O IIPOMCXOK/ICHHUS MTOCIIE IPUMEHEHUS TaKOT0 JIEKAPCTBEHHOT'O CPE/ICTBA, a TAK)XKE JOKYMEHTaIbHOE
HOJTBEPKIeHHE (BAJINAALINS) YKa3aHHBIX METO/IOB;

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

6) OTUCT O pC3yJIbTaTaX KIIMHUYCCKOI'O MCCJICAOBAHUS JICKAPCTBCHHOI'O Ipcriapara Jis1 BETCPUHAPHOT'O
NPUMCHCHUA Y KAXKA0I'0 BU/JIa J)KUBOTHBIX, YKa3aHHBIX B HHCTPYKIIMHU 10 BETCPUHAPHOMY IMIPUMCHCHUIO,

7) TPOEKT HUHCTPYKIMU TO BETEPUHAPHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO Mperapara, cojepiKaliei
CJIETyIOIINE CBEJCHHUS:

a) HaUMEHOBAHHUE JIEKAPCTBEHHOrO TMpernapara Uil BETEPUHAPHOTO MPHUMEHEHHUs (MEXIyHapOaHOE
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

HCIIATCHTOBAHHOC, WJIN I'PYHIIMPOBOYHOC, NN XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

6) JICKApCTBCHHAA (I)OpMa C YKa3aHueM HAaMEHOBAaHHUM MU KOJMYECTBEHHOI'O COCTaBa HeﬁCTBYIOLLIHX
B€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

B) ONKCaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO Mpernapara J1jsl BeTepUHAPHOIO NPUMEHEHNUS;

r) (hapMakoTepaneBTUUYECKas TPYIIa JICKAPCTBEHHOTO MpernapaTa Jyisl BETepUHAPHOTO MPUMEHECHUSI UITH
yKa3aHHe "TOMEeONaTU4YeCKUM JIEKapCTBEHHBIN npenapart';

n) dapmakonuHaMuKa U (papMaKOKHHETHKa (32 HCKIOYeHHEM (DapMaKOKMHETHKH TOMEONaTHYEeCKHX
JEKapCTBEHHBIX  IPENaparoB M  pPACTUTEIBHBIX  JIEKAPCTBEHHBIX  IPENapaToB) WM  ONMCAHUE
MMMYHOOHOJIOTHYECKUX CBOWCTB JIEKAPCTBEHHOTO Ipenapara;

€) NMOKa3aHus JUIsl IPUMEHEHMUS,

) MMPOTUBOIIOKA3aHUS JJIsl IPUMEHEHUS;

3) MepbI MPEJOCTOPOKHOCTH MPU PUMEHEHHH;

I/I) YKa3aHue€ BO3MOKHOCTHU H 0COOEHHOCTEH MNPUMCHCHUA Yy 6epeMeHHLIX JKUBOTHBIX, Y KUBOTHBIX B
Nepuona JIaKTallur, y IOTOMCTBA )KUBOTHBIX;

K) PEXHM J03MpPOBAHHUSA, CIOCOO BBEACHUS M TNPUMEHEHHUS, NMPH HEOOXOJMMOCTH BpeMs INpHeMa
JIEKapCTBEHHOTI'O IIpernapara sl BETepUHAPHOT0 IPUMEHEHUS, IPOJOJKUTENIBHOCTD JICUCHUS;

J'I) BO3MOJKHEIC ITOOOYHEIE )IGﬁCTBI/ISI, HCXKECIATCIbHBIC PCAaKOHWU IIPU MPUMCHCHHU JICKAPCTBCHHOI'O
nmpenapara JJis1 BETCPUHAPHOI'O IPUMCEHCHU A,

M) CUMIOTOMBI IIEpE03UPOBKH, MEPHI IO OKa3aHUIO MOMOIIHU TIPH MEePeI03UPOBKE;
H) B3aMMO/ICHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpernapaTaMu 1 (WIKM) KOPMaMU;
0) (¢opMBI BBIITyCKa JIEKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHHUS;

m) ykazaHue (MpH HEOOXOIMMOCTH) OCOOEHHOCTeH IeHCTBHSA JIEKApCTBEHHOTO TIpenapaTa JUls
BETEpUHAPHOI'O IIPUMEHEHUS IIPU IIEPBOM IIPUEME WM IIPH €r0 OTMEHE;

p) ommcaHue (Mpu HEOOXOAMMOCTH) NEHCTBHH CIEHHAINCTa B O0JACTH BETEpUHAPHH, BIaJeiblla
KMBOTHOTO TIPU TIPOMyCKEe MpUeMa OJHOM WM HECKOJbKHX JI03 JIEKapCTBEHHOIO Tpernapara Jls
BETEpUHAPHOT'O IPUMEHEHHUS;

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

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

T) YCJIOBUS XpaHEHUS;

Y) YKa3aHHueC Ha H606XO,I[I/IMOCTB XpaHCHU: JICKAPCTBCHHOT'O IIpCIiapaTa AJisk BETCPUHAPHOTO IIPUMCHCHU A
B MCCTax, HCAOCTYIIHBIX JJIS ,Z[eTeﬁ;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

¢) ykazaHue (Ipu HEOOXOAMMOCTH) CHELUAIBHBIX MEp MPEeIOCTOPOKHOCTH MPU YHHUUTOXKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX IPENapaToB AJIs BETEPUHAPHOTO IPUMEHEHHS;

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

I1) YCIIOBUS OTITYCKa;

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

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

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

9) cnenytomue cBesleHHs O JIEKapCTBEHHOM Ipernapare JJis BETEPUHAPHOI0 IPUMEHEHUS:

a) ONMCaHME U COCTAB JIEKApPCTBEHHOTO Mpernapara Jjsl BETEpUHAPHOTO IPUMEHEHMUS;

0) onucanue papMaleBTUYeCKoi pa3paboTKH;

B) OINMCAaHME MpOIecca MPOU3BOJACTBA M €r0 KOHTPOJISA, MOJINMCAHHOE B IMOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YacThiO 1 HACTOSIIEH CTAaThU,

(B pen. ®enepanbuoro 3axoHa ot 02.08.2019 N 297-D3)

I) ONUCaHUE KOHTPOJS KPUTUYECKUX CTaJAUNd NPOMU3BOJACTBA U IPOMEKYTOUHOW HPOAYKLUH,
HOJMMCAaHHOE B MOPSJIKE, YCTAHOBIEHHOM B COOTBETCTBHHM C YaCThIO 1 HACTOALIEH CTaThu;

(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

) HAaUMEHOBaHMA U ajpeca pa3paboTuuKa, JepXKaTeias WM BIJAeiblla PETHCTPALIMOHHOTO
yIIOCTOBEPEHHsI JIEKAPCTBEHHOTO Tperapara, IPOU3BOICTBEHHBIX TUIOIMAI0K MPOU3BOAUTEINS JIEKAPCTBEHHOTO
mpenapara Ui BETCPUHAPHOTO TPUMEHEHHUS C YKa3aHHWEM CTaJuii TEXHOJOTHYECKOTO Ipoliecca,
OCYILECTBIIIEMBIX Ha IPOU3BOJCTBEHHBIX IUIOLIA/IKAX IPOM3BOAUTEINS JIEKAPCTBEHHOI'O Ipernapara ajs
BETEpUHAPHOI'O IPUMEHEHHUS;

(B pen. denepanbhbix 3akoHOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) (hapMareBTHYECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUIECKHE XapaKTEPUCTUKH;

3) MaTepHaIbHBIN OallaHC IS TPOU3BOJICTBA CEPHU TOTOBOTO MPOIYKTA;

1) ONMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEpHAJIOB U YKYIIOPOUYHBIX CPEJCTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaTHIAIMs1) MPOIIECCOB U (UIIN) UX OLIEHKA;

) TpeboBaHHMA K KadecTBY BCIIOMOTATENbHBIX BemlecTB (cepTudukar, crenupukanus Ha
BCIIOMOTI'aTEJIbHBIC BEIISCCTBA U UX 0OOCHOBAHME);
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

M) AHAJIUTHYCCKUC MCTOOHMKH, HCIIOJIb3yCMbIC npu OCYHICCTBJIICHUN KOHTPOJIA Ka4dycCTBa
BCIIOMOTaTCJIbHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE MOJATBEpPKJeHUE (Baauaalus) aHAIUTUYECKUX METOAMK, HCIOJIb3YEeMBIX MpHU
OCYILIECTBICHUH KOHTPOJISI KA4€CTBAa BCIIOMOTaTEIbHBIX BEILIECTB;

O) I/IH(l)OpMaIII/ISI 00 WCIOJIL30BAHUY BCIIOMOTATEIbLHBIX BCIICCTB YCJIOBCYCCKOIrO M KHMBOTHOI'O
ITPOUCXOXKACHU,

) yTpatui cuiy. - @enepanbusblii 3akoH ot 02.08.2019 N 297-D3;

p) TpebOBaHUs K KayecTBY JICKApCTBEHHOTO Ipernapara Jijlsi BeTepUHApHOro MpUMeHeHus (cepTudukar,
cneun(UKanus Ha JIEKapCTBEHHBIN penapaT 1 uX 000CHOBaHHE);

C) QaHAJTMTHYECKUE METOIUKH, UCTIOIb3yEeMbI€ MPU OCYIIECTBICHUH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHApHOTO MPUMEHEHHS;

T) JOKYMCHTAJIBbHOC IIOATBECPKIACHUC (Bannz[aum{) AHAIIUTUYCCKUX METOJUK, MCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHUHN KOHTPOJII Ka4€CTBA JICKAPCTBECHHOTI'O IMPpeTiapaTa IJId BETCPUHAPHOI'O IPUMCEHCHU A,

y) JOKYMEHT, TOJATBEPKIAIOIINN Ka4eCTBO JICKAPCTBEHHOTO Tpernapara TPeX MPOMBIIUICHHBIX CEpHi
(MpOTOKOJN aHAJM3a WM CepTH(UKAT aHaAU3a), OJHA CepHsi KOTOPOTO JIOJDKHA COBIAAATh C CepHel oOpasiia
JIEKapCTBEHHOTO Tpernapara, MoJaHHOTO Ha PEeruCTPaIluio;

¢) xapakTepucTuKa NpuMecei;

X) nepCUYCHb CTAaHAAPTHBIX 06pa3u03, HCIIOJIB3YEMBIX IIPpH OCYIICCTBIICHHM KOHTPOJIA KadeCTBa
JICKAPCTBCHHOTO IIpCIiapaTa AJisI BETCPUHAPHOTO IIPUMCHCHU

I_[) JaHHBIC O CTaOUIIBHOCTH JICKApPCTBCHHOTO IIpCIiapaTa AJisd BETCPUHAPHOTO ITPUMCHCHU,

10) komms JOKYMEHTa, cojepamero WHOOPMAIUI0 O HATUYUA WIH 00 OTCYTCTBUH (PAKTOB
peTHCTpaliK JICKAaPCTBEHHOTO Tperapara Jyisi BETePUHAPHOTO NMPUMEHEHHS 3a mpejeiaMu Poccuiickoin
®denepanuu;

11) cornmacue B NHCHMEHHOH (opMme, MpPeIyCMOTPEHHOE 4YacThi 7 HACTOSIICH CTaThH, B Cilydae
PErucTpaIy BOCIPOM3BEICHHOTO JIEKApPCTBEHHOTO Mpernapara;
(B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 241-03)

12) xomua JOKyMEHTa Ha pPYCCKOM S3bIKE, 3aBEPEHHOTO B YCTaHOBJIEHHOM IIOpSAJKE U
MOATBEP K IA0ILEr0 IPABOMOYHOCTD 3asIBJICHMSI O TOCYIaPCTBEHHOMN pPEruCcTpalluy JIEKApCTBEHHOTO Mpernapara
JUIsSL BETEPUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTD);

13) cBexeHust 0 roCyJapCTBEHHOM PErMCTpanuy T€HHO-WH)XEHEPHO-MOIU(PHUIMPOBAHHBIX OPraHU3MOB,
NpefHa3HAYCHHBIX IS BBIMyCKa B OKPY)KalOMIyl0 cpeay (Ipu TOCYJapCTBEHHOH  perucTpauu
JICKapCTBEHHBIX IpernapaTtoB Uil BETEPHUHAPHOIO  IMPUMEHEHHs, TIOJY4YEeHHBIX C [PUMEHEHHEM
TeHHO-WH)XEHEPHO-MOIN(DUIIMPOBAHHBIX OPTaHU3MOB WIIH COJCPKAIIUX TAKHUE OPTaHU3MBI).

(m. 13 BBenen ®enepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpm mnpoBeAeHUMHM YCKOPEHHOM NPOLEIYpPbl JKCIEPTU3bl JIEKAPCTBEHHOTO Ipemnapara i
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BETEPHHAPHOTO NMPHMEHEHHUS B IIETSX €ro rOCyNapCTBEHHON PETHUCTPALMM BMECTO OT4eTa pa3paboTdyuka O
pe3yibTaTtax JOKIMHUYECKOTO HCCIIEAOBAHMS JIGKAPCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO NPUMEHEHHUs
MOXET OBbITb IpEACTaBIeH O0030p HayyHbIX pPabOT O pe3ynbTarax [JOKIMHUYECKOTO HCCIIEIOBaHUS
pedepeHTHOro JIeKapCTBEHHOTO MpemnapaTa Uil BETEpUHAPHOTO IIPUMEHEHHUS, @ BMECTO OTYETa O pe3ysbTaTax
KITMHAYECKOTO HCCIIEIOBaHUST JICKAPCTBEHHOTO TIpenaparta Uil BETEPUHAPHOTO TPUMEHEHHUS OTYEeT O
pe3ynbTaTax HCCIEAOBaHUN OMOIKBHBAIEHTHOCTH BOCIPOM3BEICHHOIO JIEKAPCTBEHHOTO IIperapara Jjls
BETEPHHAPHOTO IPUMEHEHHUS.

(uactb 4 B pen. deaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTHsy pa3inyHbIX JEKapCTBEHHBIX (JOPM OJTHOTO U TOTO K€ JIGKAPCTBEHHOTO Iperapara JJis
BETEPUHAPHOI0 NPUMEHEHUS 3asIBUTENb NPEACTABIIACT OTACIBHBIC 3asBICHUSA U PETMCTPALIMOHHBIE 10ChE HA
KKyl JeKapcTBeHHYI0 ¢opmy. Ilpu ycrmoBuM OJHOBPEMEHHOW TMOJa4YW HaA OJKCHEPTH3Y OIHOU
JIEKapCTBEHHON (OPMBI C pa3IUYHBIMHU JTO3UPOBKOW, KOHIIEHTpAlMel, 00bEeMOM 3asBHUTENb IMPEACTABISET
OJIHO 3asIBJICHHE U PErHCTPALMOHHOE J0ChE C MPHIOKEHUEM MAKETOB MEPBUYHOM YMAKOBKU W BTOPUYHOMU
ynakoBku. Ha MakeTax MepBUYHON YNMAaKOBKM M BTOPUYHOM YIAKOBKU YKa3bIBAIOTCS BCE MPOU3BOAUMBIC
JIO3UPOBKH, KOHIEHTpalMu, OOBEMBI W KOJIMYECTBO 103 B YNAaKOBKE JICKApPCTBEHHOIO IMperapara Jis
BETEPUHAPHOTO IPUMEHEHHS.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B cimydae HenpeIaCTaBleHHsA C 3asBICHHEM O TOCYJAapCTBEHHOM PErHCTpalUyu JIEKapCTBEHHOIO
npenapara Julsi BETEPUHAPHOIO IPUMEHEHMSI OKYMEHTOB, MOATBEPKAAIOIIMX YILIATy TOCYJAapCTBEHHOMN
HNOUUIMHBI U YKa3aHHBIX B IIyHKTE€ 7 4acTW 2 HACTOSIIEW CTAaTbH, CBEIECHUN O JIMIEH3UAX, YKa3aHHBIX B
nyHKTax 1 W 2 yactu 3 HacTosILEH CTaThbH, a TAKXKE BbIJABAEMBIX (IIPEIOCTABIIAEMbIX) YIIOJHOMOYEHHBIMU
(benepaTbHBIMU OpTaHAMH HCIIOJTHUTEIHLHON BIACTH JOKYMEHTOB (CBEJCHHI), YKa3aHHBIX B ITyHKTE 2.1 yacTu
3 HacTosIed CTaTbH, YMOJHOMOYEHHBIH (elepaiabHblii OpraH HCIOJHUTEIBHON BJIACTH 3alpallnBaeT
yKa3aHHbIE JOKYMEHTHI (CBEACHNUS) B MOPSAAKE MEXKBEIOMCTBEHHOI'O HH(MOPMALIMOHHOTO B3aUMOIEHCTBHS.
(dacts 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He pomyckaercs WCHONB30BaHHE B KOMMEpPUYECKHMX IeNsX HHpopMmamuu O pesynbrarax
JTOKJIMHUYECKUX HCCIEIOBAaHUMN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
MpenapaToB [Jisi BETEPUHAPHOTO MPUMEHEHHUs, TMPEACTABICHHOM 3asBUTENIEM [UJIi TOCYAapCTBEHHOU
pEeruCTpaIy JEKAPCTBEHHBIX MpenapaTroB, 63 ero corjacus B TEUEHUE IIECTH JIET C JAaThl TOCYAapCTBEHHOM
peructpanuu peepeHTHOro JIeKapcTBEHHOT o MpenapaTa B Poccuiickoit denepanuu.

8. Jlepkatenb WM Biajaesel] PErHMCTPAIMOHHOTO YIOCTOBEPEHHUs JIEKApCTBEHHOTO TMpernapara Jyis
BETEPUHAPHOTO TMPUMEHEHHsI MPEACTABISACT B YINOJHOMOYEHHBIN (elepalbHbIil OpraH HCIOIHUTEIBHON
BJIACTH OTYET IO pe3ysbTaTaM (papMakoHaA30pa OAMH pa3 B LIECTh MECSIEB B TEUEHHE JBYX JIET IOCIE
rOCyIapCTBEHHOW PErMCTpalvy JEKAPCTBEHHOro mnpenapara B Pocculickoit dexepanuu, 3aTeM €KEerogHo B
TEUYEHHUE TIOCICAYIONTUX TPEX JIET U B JAIBHEHIIIEM OJUH pa3 B TPH roja.

(dactp 8 BBenena denepabHbIM 3aK0HOM OT 02.08.2019 N 297-D3)

Cratba 18. lNopaya m paccmoTpeHume 3asBNEeHUsi O rocyfapCTBEHHOW peruncrpauuu
NleKapCTBEHHOro npenapara Ans MeaAuLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [Ina rocynapcTBEHHOM perucTpanuy JIEKApCTBEHHOrO Ipenapara il MEJULMHCKOTO IPUMEHEHUS
IOPUJINYECKOe JIMIO, JEHCTBYyIOIlee B COOCTBEHHBIX HMHTEpEcax WM YIOJIHOMOYEHHOE IPeJCTaBIIATh
HMHTEPECHl IPYroro KOpPUAMYECKOro JIMLA U 3asBIIAIONIEE JICKAPCTBEHHBIM IpernapaT Ha IOCyIapCTBEHHYIO
perucTpanuio (aajgee B HACTOSIICH CTaTbe - 3asBUTEIb), MPEJCTABISECT B YIOJHOMOYEHHBIN (heaepabHbIN
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

OpraH HCHOJHUTEIBHOW BIACTH, OCYILECTBIISIOUIMM TOCYJIapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
MpenapaToB A MEAUIUHCKOTO MPUMEHEHHSI, B JISKTPOHHOH (opMe 1 Ha OyMa)KHOM HOCHTEJIE 3asiBICHHE O
rOCy/IapCTBEHHOW PETUCTpPALlMU JIEKAPCTBEHHOI'O IIpernapara Juisi MEIUIMHCKOTO INPUMEHEHHS, a TaKkKe B
HOPSAIKE, YCTAHOBJIIEHHOM YIOJHOMOYEHHbIM (efepalbHbIM OpPraHOM HCHOJHUTEIbHOM BIIACTH, B
JNEKTPOHHONH (opmMe M Ha OyMa)KHOM HOCHUTENEe HEOOXOAMMBbIE JOKYMEHTBI, U3 KOTOPBIX (opMupyercs
PEruCTpaiiOHHOE 10Che Ha JICKapCTBEHHBIH Mpenapar i MeIULMHCKOI0 IPUMEHEHUS.

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

2. B zadBiIeHUM O rOCyJapCTBEHHOM PpErucTpanyy JIEKApCTBEHHOrO Ipernapara JUisi MEIAULHUHCKOIO
IIPUMEHEHHUs YKA3bIBAIOTCS:

1) HamMmeHOBaHUeE, aapec 3asBUTEIST U MPOU3BOJMUTENS JIEKAPCTBEHHOTO TpenapaTa Uisi MEAUIUHCKOTO
MPUMEHEHHS, CBEICHUS 00 WX PETUCTpaIlid B KadeCTBE HAJIOTOIUIATENBIINKA B CTPAHE PErHCTpalvu (IUis
POCCUICKMX IOPHIUYECKUX JIUIl - WICHTH(QHUKAIMOHHBIH HoMmep Hanoromiarenpimka (MHH), s
WHOCTPAHHBIX FOPUAMYECKUX JIMIl - CTpaHa PETUCTPAIllMM, HAUMCHOBAHHE PETUCTPUPYIOIIECTO OpraHa,
PErucTpaIOHHBIN HOMEp, KO/ HAJIOTOIUIATENbIINKA B CTPaHEe PEruCTpaluyl (MHKOPIOPAIMN) UIIH €r0 aHaJIor)
U aJjpec MecTa OCYUIECTBJICHHUs NMPOU3BOACTBA JICKAPCTBEHHOTO Mpernapara (B Cilydae HaIMYHUs HECKOIbKUX
YYaCTHHKOB TIPOIECCa €r0 TPOM3BOJCTBA HEOOXOMUMO YKa3aTh KaXKJAOTO YYAaCTHHKA B COOTBETCTBUHU C
OCYIIECTBIISIEMOM cTalel Mpou3BOJICTBA);

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

2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIperapara I MEAULIUMHCKOTO HNPUMCHCHUSA (Me)K,I[yHapOI[HOG
HCTIAaTCHTOBAHHOC, WX I'PYIIITMUPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUYCHb HeﬁCTBYIOHlHX N BCIIOMOIaTCJIbHBIX BCHICCTB, BXOAANIUX B COCTAB JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTIO IPUMCHCHH A, C YKa3aHUEM KOJIMYECTBA KaXKI0Ir0 U3 HHUX;

4) nexapcTBeHHas (opma, TO3UPOBKA, CHOCOOBI BBEACHHS W TPUMEHEHHUS, CPOK TOIHOCTH
JIEKapCTBEHHOT'O Mpernapara Ui MEJUIIMHCKOTO IPUMEHEHHUS,

5) ¢apmakoTepaneBTUUeCKas TpPyNNa, KOJA aHATOMO-TEPAaNeBTHUYECKO-XMMUYECKOH KilaccupUKaIu,
peKoMeH10BaHHOW BceceMupHOl opraHuzanueil 34paBOOXpAaHEHNs, 3asBJsEMblEe MOKa3aHUs Ul IPUMEHEHUs
JIEKapCTBEHHOT'O Ipernapara i MEJUIIMHCKOTO IPUMEHEHMUS,

6) OTCYTCTBUEC H€O6XOI[I/IMOCTI/I NpeaoCTaBJICHUA OTUCTA O PE3YJIbTaTaX KIIMHUYCCKOro MCCIICAOBAaHMA,
HUCCICOA0BaHUA OMOPKBHBAJICHTHOCTH JICKApCTBCHHOT'O IIpfrapara, paspCli€CHHOro mid MCEIUIHHCKOIO
IIPUMCHCHUS B Poccuiickoit d)ez[epauﬂn boiee JABaanaTty JICT, C YKa3aHUEM HOPMATHBHBIX IIPABOBBIX AKTOB,
IMOATBEPIKAAOIIUX JTAHHBIN CPOK IIPUMCHCHUI;

7) HeoOXoaUMMOCTh O(hOpMIIEHUS pa3pelleHns Ha BBo3 B Poccuiickyto denepaliiio KOHKPETHON MapTUH
3aperuCTPpUPOBAaHHBIX U (WJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpPEJHA3HAYEHHBIX MJIs
MIPOBEJICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LIESAX FOCYAAPCTBEHHONW PETUCTPALINN;

8) HGO6XO}II/IMOCTL OPOBCACHUA OKCIEPTU3BI MOOKYMCHTOB, MNPCACTABJICHHBIX IJId OIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaTb J'IeKapCTBeHHHﬁ npemnapar ajdd MCEAUIOUMHCKOro IIPpHMMCHCHUS  IIpU
OCYHICCTBJIICHUU FOCY,Z[&pCTBGHHOfI perucTtpanuvu B Ka4€CTBC Opq)aHHOFO JICKApPCTBCHHOT'O IIpCIiapara;

9) HEOOXOIMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLIEAY Pl SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B IETAX
roCy/apCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

10) konuK JOKYMEHTOB, TOATBEPKAAIONIMUX YIIIATy FOCYy1apCTBEHHON MONIINHBI:

a) 3a TMPOBENCHUE OKCIEPTH3bl JOKYMEHTOB, MPEACTABICHHBIX [UISI OINPEACNEHUS BO3MOXXHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIM Ipemapar JUuisi MEIUWLUMHCKOTO MPUMEHEHUS TPU  OCYIIECTBICHUU
TOCYIapCTBEHHOW PETUCTPAIINU B Ka4ecTBE OP(PAHHOTO JICKAPCTBEHHOTO Mpernapara;

0) 3a MpOBEJACHUE OHKCIEPTHU3Bl KAdeCTBA JICKAPCTBEHHOTO CPEJCTBA M JKCIEPTU3Bl OTHOIICHUS
O’KHMJIaeMOHW TIOJIb3bI K BO3MOXKHOMY PHCKY TNPHMEHEHHS JICKapCTBEHHOTO IperapaTa, pa3penieHHOTO s
MEAMIIMHCKOTO TpuMeHeHuss B Poccuiickoit ®egepanuu Oonee ABaalATH JET, NPU OCYIIECTBICHUU
roCyJJapCTBEHHOM pEerucTpaluu JIEKapCTBEHHOTO Mpernapara;

B) 3a IPOBEJCHUE OKCIIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IIOJIB3bl K BO3MOXHOMY DPHUCKY NPHMEHEHHS JIEKapCTBEHHOTO Ipernapara Uisi MEIUIMHCKOTO
MIPUMEHEHHUS TIPU €r0 FOCYJapCTBEHHOM PErUCTPALH;

I) 3a IPOBEJCHHE OHKCIEPTH3bl KayecTBa JIEKApPCTBEHHOTO CPEACTBA U HKCIEPTU3bl OTHOLICHMS
OKUJAEMON TOJB3bl K BO3MOXKHOMY PHUCKY IPHUMEHEHHS JIEKAPCTBEHHOIO IpernapaTta JUlsl MEIULMHCKOTO
IIPUMEHEHHUs], B OTHOIICHUM KOTOPOrO IIPOBEIEHBI MEXKIyHApPOAHBIE MHOIOLIEHTPOBBIE KIMHUYECKHE
HCCIENOBaHUsA, YacTb W3 KOTOpeIX IipoBeneHa B Poccuiickoir ®enepauuu, NOpH  OCYLIECTBICHUH
roCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOT'O MPEIapara;

11) wnanmuume cornacus NPOU3BOAMUTENS JIEKAPCTBEHHOTO IIperapaTa, IMPOU3BOACTBO KOTOPOTO
ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit denepanny, Ha NPOBEICHUE MHCIIEKTUPOBAHUS MPOU3BOAUTENS
Ha COOTBETCTBHE TPeOOBAHUAM MPABUI HAJIEKAIIEH MPOU3BOICTBEHHOM MTPAKTUKY;

12) Hanuyue coryacusi, MpeyCMOTPEHHOT0 YacThio 18 HacToAIIeH cTaThbu;

13) yka3aHue BUAA JIGKAPCTBEHHOTO Mpernapara, MPEJCTaBICHHOTO Ha peructpanuio (pedepeHTHbIi
JIEKapCTBEHHBIN IpenapaT, BOCIPOU3BEIEHHBIN JIEKAPCTBEHHBIN Mpernapar, OMOJIOrMYecKUuil JIEKapCTBEHHBIN
npenapar, OWoaHaJIOTOBBIM (OMOMOMOOHBIN) JIEKAPCTBEHHBIM mpernapaT (OWoaHamor), TOMEOMaTUYECKUMA
JIeKapCTBEHHBIN IIpernapar, JeKapCTBEHHbII pacTUTENIbHBIN Ipenapar).

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

3. PeructpamioHHOEe [0Ch€ Ha JIGKAPCTBEHHBIM TMpemapaT Uil MEIUIIUHCKOTO TMPUMEHEHUS
npeaocTaBisercs B popme 00IIero TeXHMYECKOro JOKYMEHTA.
(dactb 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen MOKyMEHTalluU aIMUHACTPATUBHOTO XapaKTepa BKIIOYAET B CEOS:

1) 3asgBieHHME O TOCYJAapCTBEHHON PpErucTpaluy JEKapCTBEHHOIO Ipernapara Juisi MEeAMLIUHCKOTO
NPUMEHEHHUs B 3JIEKTPOHHOM popme 1 Ha OyMaKHOM HOCHUTEIIE;

2) KOMHIO JOKYMEHTA Ha PYyCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJICHHOM IOPSIKE U MOITBEPHKIAIOIIETO
[IPaBOMOYHOCTb 3asBUTEJS I10JaBaTh 3asBJIICHHE O TOCYJAPCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOI'O
npenaparta JUisi MEIULIUHCKOTO MPUMEHEHUS (JOBEPEHHOCTb);

3) cBeaeHUss O Jare MPEIOCTABICHUS M PETUCTPAIMOHHOM HOMEpPE JHMIICH3UW Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJICTB WM CBEACHUS O JaTe MPEJIOCTABICHUS U PErHCTPAllHIOHHOM HOMEpE 3aKJIIOUYEHUS O
COOTBETCTBUM  TMPOU3BOAUTENS]  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  OpaBUI  HaAJeXalei
MIPOU3BOJICTBEHHONW TPAKTHKH, BBIAAHHBIX (TPEIOCTABICHHBIX) YIMOTHOMOUYEHHBIM (heepaTbHbIM OpraHOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

UCIIOJIHUTENILHOW BJIACTU B OTHOIIEHUM NPOU3BOACTBEHHON IUIOINAIKH PErMCTPUPYEMOIO JEKapCTBEHHOTO
mpernapara, B Cllydyae, €ClId NPOMU3BOJICTBO JIEKAPCTBEHHOIO Iperapara ocyliecTBisieTcss B Poccuiickoit
denepauuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

4) KOIHWIO TPEAOCTABICHHON YIIOJTHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOJUTEINS JIUICH3WW Ha
MIPOU3BOACTBO JICKAPCTBEHHOTO TpEerapara M €€ MepeBOJl Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM
HOOpsIKE, a TaKXKe KOIMUI0 3aKIIOUEHUS O COOTBETCTBHHM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM [OpPaBHJI HAAJEXKANIed MPOU3BOJACTBEHHOW MPAKTHUKH, BBIJIAHHOTO  YIOJIHOMOYEHHBIM
(denepaabHBIM  OPTaHOM  HWCIOJHUTEIBHONH BIACTH B  OTHOIICHWM TIPOM3BOJACTBEHHON  IJIOMIAJKU
PETHCTPUPYEMOTO JICKAPCTBECHHOTO TIperapaTa, WM KOIHIO PEHICHHS YIOJHOMOYCHHOTO (eaepaibHOro
OpraHa UCIOJHUTEILHON BJIACTH O MPOBEJICHUN WHCIICKTHPOBAHUS IMPOU3BOIUTEIS JCKAPCTBEHHBIX CPEJICTB,
B Clly4ae, €CJIM IPOM3BOACTBO JICKAPCTBEHHOI'O Tperapara OCYIIECTBISICTCS 3a mpeaenamMu Poccuiickoi
®denepauny;

(B pen. ®enepanpHbix 3aK0HOB OT 04.06.2018 N _140-D3, o1 27.12.2019 N 478-D3)

5) IpOEKT MHCTPYKUUHU [0 MEAULMHCKOMY IMPUMEHEHMIO JIEKAPCTBEHHOI'O IIpernapara, COojAepKalleit
CJIEAYIOLINE CBEICHUS:

a) HalMEHOBaHME JICKAPCTBEHHOro  Impemapata (MEXIyHapOJHOE  HENaTeHTOBAaHHOE,  WJIU
IrPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nexapcTBeHHass (opMa C yKa3aHHEM HAUMEHOBAaHMH M KOJWYECTBEHHOI'O COCTaBa JAEHUCTBYIOLIUX
BEIIECTB M KAueCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (IIPU HEOOXOAUMOCTH KOJIUYECTBEHHOTO
COCTaBa BCIIOMOTaTEIbHBIX BEILIECTB);

B) OINKCaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO MpernapaTa Jjsi MEIULUHCKOIO IPUMEHEHUS;

r) GU3HKO-XMMHYECKHE CBOMCTBA (U1l paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB);

1) papmakoTepaneBTUUECKas Ipynna, KoJ JEeKapCTBEHHOI0 Ipenapara A MEeAULIUHCKOIO IPUMEHEHHS
[0 aHATOMO-TEPANEeBTHUECKO-XMMUYECKON KiaccH(UKaluu, peKOMeHI0BaHHOM BcemupHoN opraHuzaunuei

3/IpaBOOXPAHEHUS, UM YKa3aHUE "'TOMEONAaTUYECKUH JIEKApCTBEHHBIN ITpenapart’;

e) ¢dapmakonuHamMHMKa U (papMaKOKMHETHKa (32 HMCKIIOYEHHEM (DapMaKOKHHETHKH TOMEONAaTHYECKUX
JIEKapCTBEHHBIX MIPENAapaTOB U PACTUTEIbHBIX JIEKAPCTBEHHBIX NPENApaToB);

) MMOKa3aHus Ui IPUMEHECHHUS;

3) IPOTUBONOKA3aHUs JUIsl IPUMEHEHMS,;

1) MEpbI NPEeI0OCTOPOKHOCTH MPH MPUMEHEHHH;

K) YKa3aHHE BO3MOXHOCTH U OCOOEHHOCTEH TpPHMEHEHHUs JIEKapCTBEHHOrO Tmpenaparta JUls
MEIULMHCKOTO MPUMEHEHUsI OEPEeMEHHBIMHU JKEHIIWHAMH, )KCHIIMHAMHU B MEPHOJ TPYTHOTO BCKAPMIIMBAHHUSA,
J€TbMH, B3POCIIBIMHU, UMEIOIIMMU XPOHUYECKUE 3a00JI€BaHUS;

J) PEeXUM JO3UPOBaHUS, CIOCOOBI BBEACHMSI M IMPUMEHEHUs, NMPU HEOOXOIMMOCTH BpeMsl IpHuema

JIEKapCTBEHHOT'O Tpernapara Jjisi METUIIMHCKOTO MPUMEHEHHS, POJAOHKUTEIIBHOCTD JICYCHHS, B TOM YHUCIE Y
JeTell 10 U IOoCJIe OJHOro roja;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

M) BO3MOJHBIC HCIKCIIATCIIbHBIC PCAKIHUU TIIpU NTPHUMCEHCHUHU JICKApCTBCHHOI'O TIIp€liapara IJid
MCIUIIUHCKOT'O IPUMCHCHUA

H) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOILIY MPU IEPEJO3UPOBKE;
0) B3aMMOJICICTBHE C APYTUMHU JIEKApCTBEHHBIMU NpenapaTaMu 1 (WiIK) MUIIEBbIMU IPOAYKTAMU;
1) GOpMBI BBIITyCKa JIEKapCTBEHHOT'O IIpernapara;

p) ykazaHue (Mpu HEOOXOIMMOCTH) OCOOEHHOCTEH JIeHCTBHUS JIEKapCTBEHHOTO IperapaTta ais
MEAMIIMHCKOTO MTPUMEHEHHUS MIPU MEPBOM MIPHUEME UITU TPU €r0 OTMEHE;

c) onucaHue (Mpu HE0OXOAMMOCTH) NeiicTBUN Bpaya (denpamepa) U (WIM) NalMeHTa MPH MPOIyCKe
IpyeMa OJHOM WJIM HECKOJIBKUX 103 JIEKAPCTBEHHOI'O IIpenapara sl MEAULUHCKOTO IIPUMEHEHMUS;

T) BO3MO>KHOE BJIMSIHHE JIEKAPCTBEHHOTO Mpenapara s MEIUIUHCKOTO NIPUMEHEHHUsI Ha CIIOCOOHOCTh
YIPABJIATH TPAHCIIOPTHBIMM CPEJCTBAMH, MEXaHU3MAMU;

}7) CpOK I'OJHOCTH W yKa3aHHEC Ha 3aIlpCT NPHUMCHCHUSA JICKAPCTBCHHOI'O IIpfliapara A MECAUIUHCKOI'O
IMPUMCHCHU: 10 UCTCYCHHUU CPOKA T'OAHOCTH,

&) ycrnoBus XpaHEHHUS;

X) yKa3aHHe Ha He0OXOIMMOCTh XPaHEHUS JIEKAPCTBEHHOTO Mperapara i MEAUIUHCKOTO TPUMEHEHHS
B MECTax, HEAOCTYIHBIX JJIs I€TEH;

I[) yKa3aHue (Mpu HEOOXOJWMOCTH) CHEUMAJIbHBIX MEp MPEAOCTOPOKHOCTH MPHU YHUUYTOKEHUU
HEHUCIIOJIb30BAaHHBIX JIEKAPCTBEHHBIX IPENAPaTOB 11 MEAULIMHCKOTO IPUMEHEHUS;

4) yCJIOBUS OTIYCKa;

) HAUMCHOBAHHMS W ajpeca MPOU3BOACTBEHHBIX IUIOMIANOK TPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara;

) HAaUMEHOBAaHWE, aJ[peC OpraHU3alUHd, YIOJHOMOYEHHON Jep)kKaTejeM WIM  BJIaJAEIbLEM
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBEHHOTO TMpernapaTta JUisl METUIIMHCKOTO TIPUMEHEHUs Ha
NPUHATHE IPETEH3UI OT MOTPEOUTENs;

6) MHCTPYKIMIO MO MEIUIUHCKOMY HPUMEHEHHIO WM KpPaTKyH0 XapaKTepUCTHUKY JIEKapCTBEHHOI'O
Ipenapara, yTBEpKICHHbBIE B CTPAHE POU3BOAUTEIS;

7) IpOEKThl MAKETOB NEPBUYHOM YNAKOBKM M BTOPUYHOM YIAKOBKM JIEKAPCTBEHHOI'O IIperapara Ul
MEJMLIUHCKOTO NPUMEHEHMS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMM WJIM HOPMATHBHOI'O JOKYMEHTa Ha JIEKapCTBEHHBIN Ipernapar
JUISL METUITTHCKOTO MMPUMEHEHHSI TUOO yKa3aHUE COOTBETCTBYIOLIEH (papMaKoOIeiHOM CTaThy;

9) NOKyMEHT, cojaepkaluii MHPOPMALUIO O HAIMYMM WIM 00 OTCYTCTBUM (DaKTOB pETUCTpalUU
JIEKapCTBEHHOTO Tpernapara Juis MEJUIIMHCKOTo IPUMEHEHMS 3a nipeaenamu Poccuiickon denepaunu;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

10) KoOmWMU JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIICHHOM TOPSKE M TOATBEPKAAOMUX (hakT
perucTpaIii  JIGKAPCTBEHHOTO TIpernapaTta B HHOCTPAHHBIX TOCYAapcTBax B KadecTBE Op(aHHOTO
JIEKapCTBEHHOTO Iperapara;

11) rutan ynpaBieHUs: pUCKaMH ISl OMOJOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB ISl MEAMIIMHCKOTO
IIPUMEHEHNS;

12) noxkymeHT o cucreMe (apmakoHaa30pa JepiKareds WM Biajeiblla  PErucTPaliOHHOTO
yAOCTOBEpPEHUS JIEKAPCTBEHHOTO Mpernapara;

13) moKyMeHT, MOATBEP)KIAIOIMI KadecTBO JIGKAPCTBEHHOTO Ipernapara TpeX MPOMBIIUICHHBIX Cepuid
(MpOTOKON aHaNM3a WIKM CepTUHUKAT aHAIN3a), OJHA CEpUsl KOTOPOTo JOJDKHA COBIAAATh C cepueit oOpasua
JIEKapCTBEHHOTO TIperapara Juisi MEAMIMHCKOTO TPUMEHEHHs, IPEICTABICHHOTO Ha TOCYIapCTBEHHYIO
pETUCTpAIHIO.

(dactpb 4 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Pazmen xumuueckod, ¢apmaneBTUYECKON M OHONOTMYecCKON IJOKYMEHTAIlMM BKIIOYaeT B ce0s
JOKYMEHTBI, coJieprKaiiue HHpopMaluio o (papmaneBTH4ecKoil cyOCTaHIIMK U JIEKApCTBEHHOM IIpenapare JJis
MEIULMHCKOTO IPUMEHEHHs, IPOLIECCE €ro MPOU3BOJICTBA U METO/IaX KOHTPOJIS KaueCTBa, B TOM YHUCIIE:

1) KomuIO TOKYMEHTA, COJIepIKAIIETo CIAeAYIONTy0 HHpopMamuo o (hapMareBTHIeCKOH CyOCTaHIINH HITH
(bapMareBTHUECKUX CYOCTaHIMSX, BXOJSIIMX B COCTaB JIGKAPCTBEHHOTO TWpernaparta, 3a HCKIIOYCHUEM
uHbopMaluu o (papManeBTUUECKUX CYOCTAHILIUAX, BKIIFOUEHHBIX B TOCYJIapCTBEHHBINA PEECTp JIEKAPCTBEHHBIX
CPEICTB B COOTBETCTBHH cO cTaThell 34 HacTosmiero denepaabHOro 3aKOHA:

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 462-03)
a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTYypa, OOIINe CBOMCTBA;
0) HaMMEHOBAHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHA MPOU3BOJACTBA C OIMMCAHUCM CTa)II/Iﬁ MMPONU3BOACTBA W METOJOB KOHTPOJI Ha BCEX
CTaJIUAX IIPOU3BOJCTBA,

T') OMKCaHue Pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

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

) CBOMCTBA M CTPYKTypa ICUCTBYIOIINX BEIIECTB;

3) XapaKTEPUCTUKA TPUMECEH;

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

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

J) JOKYMEHTaJIbHOE NOJITBEP)KIEHUE (BaMUAALNS) AHAIUTUYECKUX METOJUK, HCIOJIb3YEMBIX IpHU
OCYIIECTBJIEHUU KOHTPOJISl KauecTBa (papMaleBTUUECKON CyOCTaHIINH;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

M) pe3yJIbTaThl aHAJIM3a cepuil (papmalneBTHUECKOH cyOcTaHIINY;

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

0) OIMCaHMEe XapaKTEPUCTHUK U CBOWCTB YIAKOBOYHBIX MaTEPHAJIOB U YKYTIOPOUYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUUECKON CyOCTaHIINH;

P) CPOK T'OIHOCTH;

1.1) B oTHOIIEHUH (hapMaleBTHUECKUX CYOCTaHIMH, BXOIAIIMX B COCTaB JEKapCTBEHHOTO Ipernapara u
BKJIIOYEHHBIX B TOCYJapCTBEHHBIM peecTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBHM €O cTaTheil 34
Hacrosero denepanbHOro 3aK0HA, - KOMHUS JTOKYMEHTA, COJIEPKAILET0 CIeAYIOIy0 HH()OPMAIIHIO:

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

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) pe3yJbTaThl aHallu3a cepuil hapmMarieBTHUECKON CyOCTaHIINY;

I') CPOK F'OJTHOCTH;
(m. 1.1 BBenen ®PenepanbHbIM 3aK0HOM OT 27.12.2019 N 462-D3)

2) NOKyMEHT, COJep Kallluil CIEAYIOIIME CBEICHUS O JIEKAPCTBEHHOM IIpenapare il MEAMLUHCKOrO
MIPUMEHEHUS:

a) OIMMCAHUEC U COCTaB JICKAPCTBCHHOI'O IpcriapaTa AJ1d MECAUIUHCKOTO ITPUMCEHCHU S,

0) onncanue gapmareBTHIECKON pa3paboTku (000CHOBaHME BBIOOpA COCTaBa, MEPBUYHOM YITAKOBKU H
HHOT0);

B) TEXHOJOTHUS MPOU3BOJCTBA C ONHCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MPOU3BOJCTBA;

I') ONKMCAHNUE KOHTPOJIS KPUTUUECKUX CTaJNU Ipolecca MPOU3BOICTBA U POMEKYTOUHON MTPOIYKIINH;

1) HaMEHOBAaHME M aJPec MeCTa OCYIIECTBIECHUS IPOU3BOJACTBA JICKAPCTBEHHOIO Ipenapara Jyls
MEIUIUHCKOIO IpUMEHEHHs (B ciy4yae HalM4yusl HECKOJbKMX YYaCTHMKOB IIpoliecca IPOU3BOJACTBA
HEOOXOIMMO yKa3aTh KaXJ10T0 U3 HUX);

e) (hapMareBTHYECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUYECKHE XaPaKTEPUCTUKH;

3) MaTepuaibHbIN OalaHC ISl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONMCaHNe XapaKTePUCTUK U CBOWCTB yIaKOBOYHBIX MaTEpHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BalTHIalusl) MPOLIECCOB IPOU3BOCTBA U (MJIM) UX OIICHKA;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

J'I) Tpe6OBaHI/I${ K KadeCTBY BCIIOMOTAaTCJIbHBIX BCIICCTB (CCpTH(i)I/IKaT, CHGI_II/I(I)I/IKaI_II/IH Ha
BCIIOMOTAaTCJIbHBIC BEIICCTBA U UX 06OCHOBaHI/Ie);

M) AHAJIUTHUYCCKHUC MCTOJHUKH, HCIIOJIb3YCMBIC npu OCYHICCTBJIICHUHN KOHTPOJIA KadeCTBa
BCIIOMOTaTCJIbHBIX BCHIICCTB,

H) JIOKyMEHTaJbHOE MOJTBEpXKJIEHUE (BaTuAalys) aHAIUTUYECKHMX METOIUK, HCHIOJIb3yEeMbIX IPHU
OCYILECTBIEHUN KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHBIX BEILLECTB;

0) I/IHq)OpMaI_II/IH 00 HCIOJB30BAaHUU BCIIOMOTaTEIbLHBIX BCIICCTB 4YCIOBCYCCKOTO M JXHMBOTHOI'O
MMPOUCXOKIACHUA,

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

p) TpeOOBaHUS K Ka4eCTBY JICKAPCTBEHHOTO Iperapara il MeIUIIMHCKOTO pUMeHeHus (cepTudukar,
cnenuguKanus Ha JIeKapCTBEHHBIN Ipenapar U uX 000CHOBaHHUE);

C) AHAIIUTUYCCKUEC METOJAUKHN, UCIIOJIB3YEMBIC ITPHU OCYHICCTBICHUHN KOHTPOJIA Ka4€CTBa JICKAPCTBECHHOI'O
Impenapara 41 MCAUIUHCKOI'O MIPUMCEHCHU S,

T) JOKYMCHTAJIBHOC TIOATBCPIKICHUC (BaJ'II/I,ZLaI_II/ISI) AHAIIUTUYCCKUX MCTOJAUK, MHCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJI Ka4€CTBA JICKAPCTBCHHOTI'O ITperiapaTa JJI1 MCAUIHUHCKOI0 NIPUMCHCHUS

y) pe3yJIbTaThl aHAIM30B CEPUIl JIEKAPCTBEHHOIO MIpernapaTa Jilsl MEIUIUHCKOTO IPUMEHEHUS;
¢) xapakTepucTuKa NpuMecei;

X) nEpCUYCHb CTAaHAAPTHBIX 06pa3u03, HCIIOJIB3YEMBIX IIPpH OCYIICCTBIICHHM KOHTPOJIA KadeCTBa
JICKAPCTBCHHOTO IIpCIiapaTa AJIsI MCAUITUHCKOI'O MPUMCHCHU A,

I1) IaHHBIC O CTA0MJILHOCTH JIEKAPCTBEHHOT'O TIperapaTa Jisl MeTUIIUHCKOTO MPUMEHEHHUS.
(dactb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢apmakonorudecko, TOKCHUKOJIOTUYECKON ITOKYMEHTAIlMM BKJIIOYAeT B €e0sl OTYETHI O
pe3yabpTaTax JOKIMHUYECKUX HCCIEIOBAaHUHN JIEKAPCTBEHHOTO CPEACTBA JIJII MEAMIIMHCKOTO TPUMEHEHUS, B
TOM YHUCIIE:

1) otuet 0 hapMakoIMHAMUYECKIX UCCIETOBAHUSIX;

2) OTYCT O (I)apMaKOKI/IHeTI/I‘-ICCKI/IX HUCCICIOBAHUAX

3) OTYET O TOKCUKOJIOTHYECKUX UCCIICIOBAHUSIX.
(dactp 6 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

7. Paznmen KIMHWYECKOW JOKYMEHTAIIMH BKJIIOYAET B Ce0S OTYETHI O pe3yJbTaTax KIMHHYECKUX
WCCJICIOBAHMH JIEKAPCTBEHHOTO MperapaTa il MeIUIIMHCKOTO IPUMEHEHHS, B TOM YHUCJIC:

1) otuetsl 00 WuccaenOBaHUAX OMOAOCTYNHOCTH UM  OMOIKBUBAJIEHTHOCTH, HCCIEIOBAHUSAX,
yCTaHaBJIMBAIOUINX KOPPEJSAIMIO PE3YIbTaTOB, MOJYUYSHHBIX B YCIOBUSX in Vitro U in vivo;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2) oT4eThl 0 (PapMAKOKMHETHUECKUX UCCIIET0BaHMSX;
3) oTueTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) oT4ETHI O KIMHUYECKUX UCCIIEAOBAHMX 3(PPEKTUBHOCTH U O€3011aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OTIBITE MPUMEHEHMS (ITPU HATMYUN).
(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBaHus Kk 00beMy HMHGpOpPMALUHU, MPEIOCTABISIEMONl B COCTaBE PErUCTPALMIOHHOIO J0ChE, IS
OTJENbHBIX BHUJOB JIEKAPCTBEHHBIX MpPENapaTroB Uil MEIUIMHCKOIO IPUMEHEHHs] YCTaHaBJIMBAIOTCS
YIOJIHOMOYEHHBIM (he/iepalibHBIM OPraHOM HCTIOJIHUTETBHON BIIACTH.

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

9. B oTHOmIEHWH JIEKAPCTBEHHBIX MPEMAPATOB, PA3PEIICHHBIX I MEIUIIMHCKOTO TPUMEHEHUs B
Poccuiickoit ®Denepanmu Oosiee ABaANATH JET W B OTHOIICHHMH KOTOPBIX HEBO3MOXXHO IIPOBEJICHHE
WCCJICIOBAHUN HMX OMOSKBUBAJIECHTHOCTH (32 HMCKIIOYCHHUEM OHMOJOTHYECKHUX JICKAPCTBEHHBIX IPENapaToB),
JIOTyCKaeTCsl BKIIIOUEHHE B COCTaB paszziena (hapMaKoIOTMYeCKO, TOKCHKOJIOTHYECKOW MOKYMEHTalluu W
pasfena KIMHUYECKOW JOKYMEHTAllMd BMECTO OTueTa pa3paboTyMKa O pe3ylbraTaX COOCTBEHHBIX
JTOKJIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX
MpenapaToB JUisi MEIUIIMHCKOTO TpPUMEHEHUs o0030pa Hay4yHBIX pabOT O pe3yibTaTax JAOKIMHHYECKUX
HCCTIeIOBAaHUH JICKAPCTBEHHBIX CPEJICTB M KIIMHUYECKUX UCCIIEOBAaHUN JaHHBIX JIEKAPCTBEHHBIX MPEMapaToB,
B TOM YHCJIC BKJIFOYAs OIBIT UX MOCTPETUCTPAITMOHHOTO IPUMEHEHUSI.

(uactes 9 BBemena denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-®3)

10. Ilpm rocynapCTBEHHOW perucTpanuy BOCIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPENapaTtoB Ul
MEIUIIMHCKOTO TNPUMEHEHMsI JIOMYCKAaeTcs BKIIOUYEHHWE B COCTaB paszaena  (apMaKoJIOTHYECKOH,
TOKCUKOJIOTMYECKOM JOKYMEHTAIlUU U pa3jieia KIMHUYECKON TOKyMEHTAllUd BMECTO OTYeTa pa3padoTyhKa o
pe3yibTaTax cOOCTBEHHBIX JOKIMHUYECKUX UCCIIEI0BaHUN JIEKApCTBEHHBIX CpeACTB 0030pa HAyYHbIX PaboT O
pe3yibTaTtax JOKIMHUYECKUX HMCCIEeIOBAHUN pe(epeHTHOro JIeKapCTBEHHOIO Ipernapara M IMpeJcTaBIeHHE
BMECTO KJIMHUYECKHUX MHCCIIEOBaHUI B TMOJHOM O0OBEME, YCTAaHOBJICHHOM pa3/leiioM KIMHUYECKOH
JOKYMEHTallui, OT4YeTa O pe3yjbTaTax MCCIEAOBAaHUNH OMOPKBHUBAJIEHTHOCTU  BOCIPOU3BEACHHOIO
JIEKapCTBEHHOI'0 IpernapaTta Jjs MEAMLMHCKOro mnpumeHeHus. He TpeOyercs mnpencraBieHuEe oOT4yeTa O
pe3ynbTaTtax HCCIEIOBaHUM OHOAKBHBAJIEHTHOCTH BOCIPOU3BEACHHOTO JIEKAaPCTBEHHOIO TNpernapara ajis
MEIMIMHCKOIO INPUMEHEHMSI, €CIU PETUCTPUPYIOTCS BOCIPOU3BEACHHBIC JICKAPCTBEHHBIC IperapaTrhl Ul
MEAMIMHCKOIO IPUMEHEHNUS, KOTOPBIE:

1) mnpenHasHaueHbl Ui APEHTEPATBbHOTO (MOJKOXXHOTO, BHYTPUMBILIIEYHOIO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPHUKOPOHAPHOT0) BBEACHUS U IMPEICTABISIOT
co00i1 BOJHBIE PACTBOPBI;

2) mpenCTaBiIsAIOT CO00M pacTBOPHI AJis EPOPATILHOTO PUMEHEHUS;

3) nmpousBeneHs! B (hopMe NOPOIIKOB WIH JIMO(UIN3ATOB ISl IPUTOTOBIICHHUS PACTBOPOB;

4) SABNSAIOTCS Ta3aMu;

5) SABJIIFOTCA YIIHBIMHA WJIA TJIA3HBIMU JICKAPCTBCHHBIMH IIpCliapaTaMu, NMPOWU3BCACHHBIMU B (bopMe
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BOJHBIX paCTBOPOB;
6) npeaAHa3HAYCHBI AJII MCCTHOT'O MPUMCHCHUSA U IIPUTOTOBJICHBI B (bopMe BOIOHBIX paCTBOPOB;

7) mpencTaBiAOT COOOW BOJHBIE PACTBOPHI JUIS MCIOJNB30BaHUS B (popMe HHTaSIUI C TOMOIIBIO
HeOymail3epa Wil B KaueCTBE Ha3aJbHBIX CIIPEEB, MPUMEHSAEMBIX C IIOMOILBIO CXOHBIX YCTPOUCTB.
(uactp 10 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. Jns coydaeB, yka3zaHHbIX B IyHKTax 1 - 3, 5 - 7 yactu 10 HacTosiieil ctaTbd, BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIN Mpenapar A MEIUIIUHCKOTO MPUMEHEHHs TOJKEH COep)KaTh TaKue K€ BCIIOMOraTeIbHbIe
BEIleCTBA B TaKHX J>K€ KOJIMYECTBaX, Kak W peepeHTHBIM JIeKapCTBEHHBINM mpemnapar. Eciau cocTaBbl
BCIIOMOTATEJIbHBIX BEIECTB PA3JIMYAIOTCS, 3asBUTENb JIOHKEH MPEACTaBUThH JI0KA3aTEIbCTBA TOrO, YTO
WCIIOb3yEMbIE B JAHHBIX KOHIICHTPAIMSIX BCIIOMOTATENbHBIE BEIIECTBA HE BIUSIOT Ha 0€30MaCHOCTh M (WIIH)
3(PEeKTUBHOCTD JIEKAPCTBEHHOTO TIpenapara Jyisi MEIUIIMHCKOTO IpUMEHEHUs. B ciryuae, ecnu 3assBUTENh HE
MOJKET NPEJCTaBUTh TaKHE JIOKa3aTelbCcTBa U (WJIM) HE MMEET JOCTyNa K COOTBETCTBYIOLIUM JaHHBIM, OH
JOJKEH TPOBECTH COOTBETCTBYIOIIME HCCIIEOBAHUS ISl JOKA3aTENbCTBA OTCYTCTBUSI BIMSIHHMS Pa3HBIX
BCIIOMOTATENbHBIX BEIIECTB WM BCIOMOTATEIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (Wiu) AP (HEeKTUBHOCTH
JIEKapCTBEHHOI'O MperapaTta JUisi MEAUIMHCKOTO MPUMEHEHHUS B COOTBETCTBUU C AKTaMH, COCTABJISIOIIMMHU
paBo EBpa3niicKoro 3kOHOMMYECKOT0 COI03a.

(wactp 11 BBegena denepanpHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pen. denepaibHOTO 3aKOHA OT
22.12.2020 N 444-03)

12. TIpn rocynapcTBEHHOW perucTpanuyd KOMOMHALMN paHee 3aperuCTpUPOBAHHBIX JIEKApCTBEHHBIX
IpenapaToB  JUIsl  MEOUIMHCKOTO  INPUMEHEHMsS  JONyCKAaeTCs  BKJIIOYEHME B COCTaB  paszena
(hapMaKoJIIOTHYEeCKOM, TOKCUKOJIOTUYECKON TOKYMEHTAlMU M pa3jiena KIMHUYECKOW JTOKYMEHTAIlUd BMECTO
or4era pa3paboTuuKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEIICTB
o030pa HayyHBIX pabOT O pe3yJbTaTax JIOKIMHUYECKHUX HCCIEeOBaHUN pePEepeHTHBIX JIEKAPCTBEHHBIX
IpenapaToB, BXOAALUIMX B COCTaB KOMOMHALMU JIEKApPCTBEHHBIX IpenapaToB, U 00 OTCYTCTBUU HX
B3aMMOJEMCTBHSI B OHOM JIEKapCTBEHHOM popme.

(dacts 12 BBeneHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTusy pa3iuyHbIX JIEKAPCTBEHHBIX ()OPM OJIHOTO M TOTO XK€ JIEKAPCTBEHHOTO Iperapara
JUISI MEIUIIMHCKOTO MPUMEHEHUS 3asSBUTEIb IIPEACTABIISIET OTACIBHBIE 3asBJICHHS U PETUCTPALMOHHBIE JOCHE
Ha KaXIylo JekapcTBeHHyro ¢Gopmy. Ilpu ycinoBuM oAHOBpEMEHHOW IMOAAaYM Ha OKCIEPTU3Y OIHOU
JIEKapCTBEHHOM ()OpMBI C Pa3IMYHBIMM JO03UPOBKOHM, KOHLEHTpalUei, 00beMOM 3asBUTEINb MPEACTaBIAET
OJIHO 3asBJICHUE U PErMCTPALMOHHOE JO0ChE C NPUIOKEHHUEM MAKETOB YIAKOBOK Ha KaXIYH0 IO3MPOBKY,
KaX/1yl0 KOHLEHTPAIHIO, KaX/Iblii 00beM U KaXJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW peructpauuu oOp¢daHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBHUTEIb
npeAcTaBIsieT nHopMaIroo, HEoOXoMUMYH0 ia (OPMHUPOBAHUS pa3zelia KIMHUYECKON TOKyMEHTAIuH, B
o0beMe, YCTAaHOBJICHHOM YIIOJTHOMOUYEHHBIM (pe/iepabHbIM OPraHOM HMCIIOJIHUTENIBHO BJIACTH.

(uactp 14 BBenena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanuun OHOJIOTHYCCKOTO JICKApCTBCHHOT'O IIpCIriapara, MOJYUYCHHOTO U3 KPOBH, IJIA3MBbI
KpOBH YCJIOBCKA, B COCTAaBC PCTHUCTPALUMOHHOI'O OOCHC Ha HeKapCTBCHHBIfI npenapar i1 MCAUIHUHCKOI'O

NPUMCEHCHUA JOJIKHBI OBITE MMpEACTABJICHBI JOIMMOJIHUTCIIBHO!

1) B paziene MOKyMEHTAIlMU aJMUHUCTPATUBHOTO XapaKTepa JTOKYMEHT, COAep KAl HHPOPMAIIHIO O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

cyOBeKTax oOpalieHus: JOHOPCKON KPOBH U (M) €€ KOMIOHEHTOB, O TOM, TJie Oblja OCyIIeCTBIeHA JOHAIIS
(kpoBM W (MnM) TJIa3Mbl KPOBH), a Takxke JOaHHbIe 00 WHQEKIMOHHBIX 3a00JICBaHUSAX, MEPEAAOIIUXCS
MapeHTepaIbHBIM IyTeM, HHpOpManus 0 CyObeKTax 00paleHns: JOHOPCKOW KPOBHU U (MJIH) €€ KOMIIOHEHTOB,
B OTHOIIEHUH KOTOPBIX OCYIIECTBISAETCSI KOHTPOJIb JOHOPCKOM KPOBHU U (UJIH) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMUYECKOH, hapmarieBTHUECKON 1 OMOJIOTHYECKON TOKYMEHTAIlUU:

a) KpUTEpUH U CHOcoObl OTOOpa, TPAHCIOPTUPOBAHMS M XPaHEHHs] JOHOPCKOH KpOBH U (WIIK) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIENOBAaHUN OTOOPAHHBIX JOHOPCKOW KpPOBU W (WJIM) TUIa3Mbl KPOBU M IYJIOB Ha
Hanuuue Bo30yuTenel nH(eKIuid, BKIIoYas HHHOpMAIHUIO 00 UCTIOIB30BAHHBIX METOUKAX MCCIEAOBAHUN 1
B CJIy4ac HMCCJICIOBAaHUS IYJIOB TUIA3MBI KPOBH PE3YJIBTATHI IOKYMEHTAIHLHOTO IMOATBEPKIACHUS (BaIHMIaIlH)
HCIIOJIb30BAHHBIX METOJTHK;

B) TEXHHYECKHE XapaKTEPHCTHKW YIAKOBKH JJII OTOOpa JOHOPCKOH KPOBH W (MJIM) IIa3Mbl KPOBH,
BKJItOUYasi THPOPMAIUIO 00 UCTIOJIH30BAHHBIX PACTBOPAX aHTUKOATYJISIHTOB.
(dacts 15 BBeneHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

16. Knunnyeckue ucciae0BaHus JIEKApCTBEHHOTO Mpernapara Jiisi MEAUIIMHCKOTO PUMEHEHUS B LENIX
€ro TOCYJapCTBEHHOM perucrpauuu npoBoasTcsa B Poccuiickoilt denepanuu B MOPSAIKE, YCTAHOBICHHOM
cratbsiMu 38 - 44 Hacrosimero denepanbHOro 3akoHa. OT4ET 0 MPOBEACHHBIX UCCIICIOBAHUAX BKIKOYAETCS B
COCTaB pa3fena KIMHUYECKON JOKYMEHTALMM PETUCTPALMOHHOIO JI0Ch€ Ha JIEKAPCTBEHHBIM Ipenapar s
MEIUIMHCKOTO TpUMEHEHUs. [l JeKapCTBEHHBIX MpenapaToB JUisi MEIUWLMUHCKOTO MPUMEHEHHUs, B
OTHOIIEHUU KOTOPBIX B pE3yJIbTaT€ OJKCIEPTU3bI JOKYMEHTOB, IPEIACTABICHHBIX I OIpPEICICHUS
BO3MO>XHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIA IMpenapar s MEIUIMHCKOrO IPUMEHEHUS B KayeCTBE
op(haHHOTO JIEKAPCTBEHHOTO TIperapara, Takas BO3MOKHOCTh TIPU3HAHA M B OTHOIICHHH KOTOPBIX MPOBEICHBI
KJIMHUYECKUE WCCIEIOBaHMs, BBIIOJHEHHbIE 3a mpenenamu Poccuiickon ®denepaniui B COOTBETCTBUU C
IOpaBWJIaMU Hajuiexamieid 1abopaTopHON MPaKTHUKKM W MpaBWIAMM HaJUIeKalled KIMHUYECKON MNpPaKTHKH,
JIOTYCKAaeTCsl BKIIOYEHHE B COCTAB pPa3fesia KIMHUYECKOW TOKYMEHTallMM BMECTO OTYeTa O pe3yibTaTax
KJIMHUYECKUX MCCIIEIOBAHUMN JIEKAPCTBEHHOrO Ipernapara JUisi MEAUIMHCKOTO MPUMEHEHHS, TPOBEICHHBIX B
Poccuiickoit denepanuu, oTdyera 0 pe3ysbTaTax KIMHUYECKUX HCCIENOBAHUM, BBIIIOJHEHHBIX 32 IIPEACIIaMU
Poccuiickoit ®eneparumn.

(uactp 16 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

17. B cny4ae HempeACTaBIEHUS C 3asABICHUEM O TOCYJAapCTBEHHOM PErHCTpalyM JIEKapCTBEHHOIO
npenapara Uil MEAMIHMHCKOIO NPUMEHEHHs [IOKYMEHTOB, NMOATBEP)KIAIOLIUX YIUIATy TOCYJapCTBEHHOMN
MOLIUIMHBI M yKa3aHHbBIX B MyHKTe 10 yacTu 2 HACTOSIEH CTaThU, a TAKXKE BbIIaBaEMBbIX (IPEIOCTABISEMBIX)
YIIOJIHOMOYEHHBIMU (pe/IepaibHBIMU OpraHaMU UCTIOJTHUTEIIBHON BJIACTH JOKYMEHTOB (CBEICHUH), yKa3aHHbBIX
B MyHKTax 3 W 4 4yacTh 4 HACTOSIIEH CTAaThbW, YIOJIHOMOYEHHBIA (enepaiabHbIii OpraH HMCIOITHUTEIHHON
BJIACTH 3alpallIMBaeT YKa3aHHbIC JOKYMEHTHI (CBEJCHHUS) B MMOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAITMOHHOTO
B3aUMOJICHCTBUSL.

(uacte 17 B pen. egepanpHoro 3akona ot 27.12.2019 N 478-03)

18. He pomyckaercs UCHONb30BaHHE B KOMMEPUECKHX LENAX HMHQOpPMaLuuM O pe3yibTarax
JOKJIIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUUYECKHUX HCCIIEIOBAaHUM JIEKapCTBEHHBIX
MpenapaToB s MEIUIMHCKOTO TPUMEHEHHs, TMPEJCTABICHHON 3asBUTENEM JJs TOCYJapCTBEHHON
perucTpaluy JeKapcTBEHHOTO Mpemnapara, 0e3 ero corjiacusi B TeUeHHe LIECTH JIeT ¢ JaThl FOCyAapCTBEHHON
peructpanuu peepeHTHOro JIeKapcTBEHHOT o MpenapaTa B Poccuiickoit denepanuu.
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(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(uacts 18 BBeneHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

19. Jlepkarens wWiau Biajaeiell PErHCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Ipenapara Ha
OMOTEXHOJIOTMYECKH MM Op(aHHBIA JEKapCTBEHHBIM Npemapar 00s3aH NPEeIOCTaBIATh HAa BO3ME3THOMN
OCHOBE 00pa3ipl peepeHTHOro JIEKaPCTBEHHOTO IMperapara 3asBUTENSIM Il MPOBEACHUS KIMHUYECKHX
uccinenoBanuif. CToumocTs 00pasna pedepeHTHOro JIEKapCTBEHHOTIO MpernapaTa, BKIIOUYEHHOIO B IEpeYeHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHWIIMX JIEKAPCTBEHHBIX IMPENapaTroB, HE JOJDKHA IPEBBILIATH
3apEeTrUCTPUPOBAHHYIO MPEAEIbHYIO OTIYCKHYIO 1IeHY Ha pedepeHTHBIN JIEeKapCTBEHHBIN Mpenapar Win LeHy
HAa JIEKApCTBEHHBIN IIpenapaT B CTpaHe MPOU3BOINUTEIS.

(uactp 19 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20. 3asBieHUE O rOCYJapCTBEHHON PErucTpalud BOCIPOU3BEACHHOIO JIEKApCTBEHHOIO IpenapaTa JUls
MEHUIIMHCKOTO MPUMEHEHHS] MOXKET ObITh MOJaHO B YIOJHOMOYEHHbIHN (efiepanbHblil OpraH UCIIOIHUTEIbHON
BJIACTH, OCYLIECTBISIOIIMN T'OCYJapCTBEHHYI DPErMCTPALMIO JIEKApCTBEHHBIX IPENaparoB, M0 HCTEYEHUU
YyeTblpex JIeT C JaTbl TOCYJapCTBEHHON perucTpaluu peQepeHTHOro JEeKapCTBEHHOIO Ipernapara B
Poccuiickoii denepanuu.

(uactp 20 BBeneHa PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

21. 3asBieHHE O TOCYIApPCTBCHHON PETHCTpald OMOAHAIOTOBOTO (OMOIOJIOOHOTO) JIEKAPCTBEHHOTO
npenapaTta (6mMoaHangora) MOKeT OBITh MOJAHO B YIMOJIHOMOYEHHBIM (pelepanbHblii OpraH MCIOJIHUTEIbHON
BJIACTH, OCYLIECTBISIOIIMN T'OCYJapCTBEHHYI DPErMCTPALUIO JIEKApCTBEHHBIX IPENaparoB, M0 HCTEYEHUU
TpeX JIET ¢ AaThl TOCYAAPCTBEHHOW perucTpanuu pedepeHTHOro JEeKapCcTBEHHOro mnpenapata B Poccuiickoit
denepanuu.

(uactp 21 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22. [lepkaTenb WM BIAJENIEll PEruCcTPAllMOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOI'O Ipernapara
MPEACTABISET B YMOJHOMOYCHHBIN (enepanbHbIi OpraH HCIOTHUTEIBHOW BJIACTH, OCYIIECTBIISIOIINNA
(yHKIIMU IO KOHTPOJIIO U HAaJ30py B cepe 31paBOOXpaHEHUs], OTYET MO pe3ysibTaTtaM (hapmMakoHaI30pa OJuH
pa3 B LIECTh MECSLEB B TEUEHHUE JIBYX JIET MOCJIE TOCYAAPCTBEHHOW PETUCTpaliu JEKAPCTBEHHOIO Ipenapara
B Pocculickoit @enepannu, exXEroqHo B TEYCHUE MOCIEAYIOMMX TPEX JIET U B JAJIBHEUIIEM OJUH pa3 B IIATh
JIeT.

(uactp 22 BBeneHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratbsa 19. anIHFlTVIe peweHnsa O Bblaade 3KCNepTHOMY YyupexaeHUro 3aaaHusa Ha
npoeeneHue 3KCNepTun3bl JIeKapCTBeHHOro cpeacTtea
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B teuenue necatu pabouux IHEH CO OHS NPUHATHA 3asBICHHUS O TOCYJApPCTBEHHON perucTpanuu
JIEKapCTBEHHOTO TIperapaTa COOTBETCTBYIONMIMN YIIOJIHOMOYCHHBIM (efepalbHbIl OpraH HCIOITHUTEIHHOU
BJIACTU IPOBOJAUT IPOBEPKY IOJHOTHI, JOCTOBEPHOCTH M IPABMIBHOCTH O(GOPMIICHHS NPEACTABICHHBIX
JOKYMEHTOB PETUCTPALIMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN IIpernapaT M NPUHMMAET PELICHHE O Bbliaue
3a/1aHMs Ha IIPOBEJICHUE:

1) skcnepTH3bl JOKYMEHTOB, NPEJICTaBICHHBIX Uil OINPEACICHUS BO3MOKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpenapar A MEIWLUUHCKOTO TPUMEHEHHUS MpU OCYIIECTBICHUH TIOCYAapCTBEHHON
perucrpaiuy B KauecTse ophaHHOTO JIEKAPCTBEHHOT'O IIperapara;

2) OKCIICPTHU3BI JIEKAPCTBEHHOT'O CPCACTBA B YaCTH OKCIICPTHU3bI Ka4€CTBa JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTU3bl OTHOLICHUA 0KHJIaeMOM MOJIB3bI K BO3MOXHOMY PUCKY IIPUMCHCHUS JICKAPCTBECHHOT'O IIpCIiapaTta
AJIL MCOAUITUHCKOTO ITPUMCHCHU
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(c u3m. u gon., BCTYN....

3) SKcmepTHU3bl JIGKAPCTBEHHOTO CPEJCTBA B YACTH AKCIEPTHU3BI KaueCcTBa JIEKAPCTBEHHOTO CPEACTBA U
SKCHEPTU3bl OTHOIICHUS 05KMIa€MOM MOJIb3bl K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara
JUISL MEIMLIMHCKOTO IIPUMEHEHMS B MOPSIAKE YCKOPEHHOM MPOLEAYPBI SKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB B
COOTBETCTBUU CO CTaThell 26 HacTosmero deaepaibHOro 3aKOHa;

4) oKCmepTH3bl JIGKAPCTBEHHOTO CPEJICTBA B OTHOIICHUHM JICKAPCTBEHHOTO TIpemapara i
BETEPUHAPHOTO MPUMEHEHHS.

2. Y0IHOMOYEHHBIN (hefiepaibHbI OpraH UCIIONHUTENILHON BIACTH YBEJJOMIISIET B AJIEKTPOHHOM (opme
WK Ha OyMa)>KHOM HOCHTEJIE 3asIBUTENS U KCIIEPTHOE YUPEXKJICHHE O MPUHATOM PELICHUH O BblJaue 3aJaHui
Ha TPOBEJICHHE SKCIEPTU3, PEAYCMOTPEHHBIX YacThio 1 HAcTOsIIEH CTaThH, U B Cily4ae HEOOXOIUMOCTH O
BbIZIa4€ pa3pemieHus Ha BBo3 B Poccuiickyro denepanyito KOHKPETHOM TapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U
(M) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B MPOBEACHUU IMPEAYCMOTPEHHBIX
9KCIIEPTHU3 C YKa3aHUEM IIPUYUH TAKOTO OTKa3a.

3. B caywyae BbISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH HH(pOpMamuu, coaepxaiiencs B
MPECTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HampaBisieT 3asBUTENIO 3ampoc 00 YTOYHEHHMH 3TOW MHQPOpMaUuu (Jajnee - 3ampoc YIMOJTHOMOUYEHHOTO
(enepaTbHOTO OpraHa WCHOJHHUTENBHOW BJIACTH), KOTOPBIA MOXET OBITh IepelnaH YIOJTHOMOYEHHOMY
MIPE/ICTaBUTEINIO 3asBUTENS JIMYHO TOJ| PACIMCKY, HAMpaBJIeH [0 MOYTE 3aKa3HbIM MHCbMOM WM TepelaH B
JNEKTPOHHON (opMe MO TEIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3u. B ciyuyae HampaBieHHs 3ampoca
YIOJTHOMOYEHHOTO (peiepalbHOTO OpraHa HWCHOJHUTENbHOM BJIACTH MO TMOYTE 3aKa3HbIM MHCHbMOM OH
CUMTAETCS MOJYYEHHBIM 10 NCTEYEHNUHU LIECTH JHEW € AAaThl HAIPaBJICHMs 3aKa3HOTO MHUChMa.

4. 3asBurenb 00s3aH TPEJACTABUTH OTBET HA 3alpOC YIMOJTHOMOYEHHOTO (eAepaibHOro oOpraHa
WCTIOTHUTEJILHON BJIACTH B CPOK, HE MPEBBIMIAIONINKN AEBIHOCTA pabouux AHEH co qHs ero nmoiydeHus. Cpok,
YKa3aHHBIM B 4acTU | HACTOSIIEH CTaThM, MPUOCTAHABIMUBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eJICpaIbHOI0  OpraHa  HMCIOJHUTEIBHOM  BIACTH 10 JAHSA  TOJYYCHHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHOBaHNEM IJIg OTKa3a B OpraHu3alu 3KCICPTU3, IPpECAYCMOTPCHHBIX YaCThIO 1 HaCTOSIICH CTaThbu,
ABJICTCA NPCACTABIICHUC HGO6XOIII/IMBIX AJid IMPOBCACHHUA TMPEAYCMOTPCHHBIX JKCICPTH3 AOOKYMCHTOB B
HEIIOJIHOM O00BbeMe HIIN HEMPECACTABJICHHUEC 3adBUTCICM B YCTaHOBHeHHBIﬁ CPOK OTB€Ta Ha 3anpocC
YIOJIHOMOYCHHOTO q)ezlepa.nLHoro oprana HCIIOJIHUTEILHOMN BJIACTH, a TAKXKEC MPCACTABJICHUEC JOKYMCHTOB, HC
COACPpKAIMX UCHEPIIBIBAOIICTO IMIEPCUHSA HeO6XO,Z[I/IMBIX CBeHeHHﬁ.

6. IIpu oTkaze B opraHu3aluy dKCIEPTU3bl, IPELYCMOTPEHHOM IMyHKTOM 4 yacTu | HacToAIlEN cTaThy,
JOKYMEHTBI, BXOJAIIME B COCTAB PErUCTPALIMOHHOIO 1OChE HA JICKAPCTBEHHBIN IIpernapar Ajis BETEPUHAPHOIO
MPUMEHEHHS, MOTYT ObITh BO3BPAILCHBI 3asBUTEII0 HA OCHOBAaHHHM €TI0 MMCbMEHHOTO 3aIpoca, HapaBJIeHHOTO
B YIOJHOMOYEHHBIH (enepaabHbIii OpraH MCIOJHUTEIBHON BIACTH B TEUCHHWE TPHILATH pabovMx AHEH CO
JHSl TIPUHATUS YTIOJTHOMOYEHHBIM (pe/iepabHbIM OpPraHOM HCIIOJIHUTENBHON BJACTHU pelieHus o0 oTkaze B
OpraHu3alMy TAaKOM SKCHEPTU3bl. YIIOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTENbHON BIACTH
BO3BpALIAeT 3asiBUTENIO0 yKa3aHHbIE JOKYMEHTbl B TEYEHHE JEeCATH pPadO4YMX JAHEH cO JHSA IMOIy4eHUs
COOTBETCTBYIOLIETO 3aIpOCa 3asiBUTEIIA.

(uactp 6 BBeneHa denepanbHbiM 3aK0HOM 0T 02.08.2019 N 297-03)

Cratbs 20. 3KCHepTM3a AOKYMEHTOB, npeactaBlieHHbIX AnA onpeapeneHuns
BO3MOXHOCTU paccMaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapart And MeguMUuMHCKOro npmmeHeHus
npu ocyuiecTtBreHnum rocyp,apCTBeHHoﬁ pernctpauuvm B Ka4yecTBe Opd.)aHHOI'O
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(c u3m. u gon., BCTYN....

JNNIeKapCTBeHHOro npenaparta
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcmepTusza MOKYMEHTOB, TPEACTABICHHBIX IS OINPEACIICHUs] BO3MOXKHOCTH pPacCMaTpUBATh
JICKapCTBEHHBIA TIpemapar Jyisi MEAWIIMHCKOTO TPUMEHEHHUS TPU OCYIIECTBICHUU TOCYAapCTBECHHOU
perucTpanuy B KadecTBEe Op¢daHHOTO JIEKAPCTBEHHOTO IIpenapara, COCTAaBJICHHE KOMHUCCHEH DSKCIEpPTOB
3aKJIIOYEHUST O BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM Mpemapar ais
MEJUIIMHCKOTO TPUMEHEHUSI MPHU OCYIIECTBICHUU TOCYAapCTBEHHOW PErHCTpalli B KauecTBe Op(aHHOTO
JICKapCTBEHHOTO Tperiapara U HalpaBlieHUE JaHHOTO 3aKIIOYCHHS B YIOJHOMOYCHHBIN (eepabHBIN OpraH
WCTIOTHUTEIBHOW BIIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIMAIOMIANA TPUALIATH PadOYUX JTHEW CO JIHA
TIOJTYYEHUS SKCIIEPTHBIM YUPEXKICHUEM 3aJaHusl YIIOJTHOMOUYEHHOTO (helepaibHOTO OpTraHa UCTIOTHUTEIHHOU
BJIACTH M B JJICKTPOHHOUW (hopme mim Ha OyYMa)KHBIX HOCUTEISIX HEOOXOAMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosmero deaepaybHOro 3aKOHa.

2. JIOKyMEHTBI, COJEpKalluecsi B PpErucTpalMOHHOM JIOCb€ Ha JIEKapCTBEHHBIM Ipenapar u
MIOCTYIUBUINE HA OYMa)KHbIX HOCUTEJSIX B AKCIIEPTHOE YUPEXKIECHUE JJIs1 OCYIIECTBICHUS X dKCIIEPTU3bI AJIs
orpeziesieHUs] BO3MOKHOCTH PacCMaTpHUBaTh JIEKAPCTBEHHBIM INpemnapar Uil MEIULIUHCKOTO NMPUMEHEHHUS B
KauecTBe Op(aHHOrO JIEKAPCTBEHHOrO IMpernapara, MoJyIeskaT BO3BpaTy B YIOJHOMOYEHHBIN (eaepaabHbIN
OpraH MCIOJIHUTEIbHOMN BJIACTH OJIHOBPEMEHHO C 3aKJIIOYEHUSIMHU COOTBETCTBYIOLIUX 3KCIIEPTHU3.

Cratba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIN NpenapaTt npu
OCYyLLEeCTBJIEHUN FOCyAapCTBEHHOW perncrpaumm B KayecTtBe opdaHHOro rieKapCTBEHHOro
npenapara

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

1. B cpok, He TpeBbIIAOIINN ATH PabouuX AHEH cO AHS MOTYUYSHHs 3aKII0YEHHS, YKa3aHHOTO B YaCTH
1 crateu 20 Hactosmero denepasbHOrO 3aKOHA, YHOJIHOMOYEHHBIM (eepalabHbIil OpraH MCIOJHUTEIHHON
BJIACTHU OCYILECTBIISIET OLIEHKY IOJIyYEHHOI'O 3aKJIIOUEHHUS JUIS ONPEIENICHUsI €ro COOTBETCTBMS 3aJaHMIO Ha
MIPOBEICHUE COOTBETCTBYIOIIEH SKCHEPTH3bI M YBEJOMIISIET 3asBUTENSI B JIIEKTPOHHOH (opMe WM Ha
OyMa)XHOM HOCHUTENE O pe3yJbTaTax IPOBEAECHHON HKCIEPTU3bl C MPHIOKEHHEM KOMHUU SKCIEPTHOTO
3aKJII04eHUsl (C COXpaHEeHHEM KOH(QUICHIMATIbHOCTU HH(OPMAIMU O COCTaBE SKCIEPTHOW KOMHUCCHH) U O
BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH pPacCMaTpUBATh JIGKAPCTBEHHBIM Mpenapar A MEeTUIIMHCKOTO
MPUMEHEHHS TPU OCYIIECTBICHUU T'OCYJapCTBEHHON perucTpanuu B KauecTBe Op(aHHOIrO JIEKapCTBEHHOTO
npernapara.

2. Ilpu BbIHECEHNN KOMUCCHEN IKCIEPTOB 3aKIOYEHHSI O BOZMOKHOCTH pacCMaTpUBATh JIEKaPCTBEHHBIN
npemnapat Ay MEANLIUHCKOTO MPUMEHECHUA NIPHU OCYHICCTBICHUN FOCYJIapCTBeHHOﬁ PErucTpaiii B Ka4€CTBC
ophaHHOI0 JIEKAPCTBEHHOr'0 MpernapaTra yHOJIHOMOUYEHHbIN (enepanabHblil OpraH MCHOJIHUTENIBHONW BIIACTH B
CPOK, HE MPEBBIIAIONINHI MATH paboUnX JHEW O HS MOJYyUYeHUs JaHHOTO 3aKJII0YEHUs, IPUHUMAET pelIeHue
O BbIJAY€ 3aJaHHUA HA IPOBEACHHUE OKCIEPTH3bl KAuyeCTBAa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bI
OTHOLICHUA O)KHI[aeMOfI MOJIb3bl K BO3MOKHOMY PUCKY IMPUMCHCHHUA JICKAPCTBCHHOI'O Impfcrapara Iajd
MCIUIUHCKOI'0 IMPUMCHCHHUA B MOPAIAKE yCKOpGHHOfI nmpoucaypbl 3KCICPTU3BI JICKAPCTBCHHOI'O CPpEACTBa B
COOTBETCTBHUU CO CTaTbel 26 HacTosAmero GeaepasbHOro 3aK0Ha.

3. B cioyyae npuHATHS pelIEHMS O HEBO3MOXKHOCTHM pPaccCMaTpHUBaTh JIEKAPCTBEHHBIM Npemnapar Jis
MEIUIMHCKOIO MPUMEHEHHs NP TOCyJapCTBEHHON perucTpalyy B KayecTBe Op(aHHOIO JEKapCTBEHHOTO
mpernapara yIoJHOMOYEHHBIH (efepalbHbli OpraH MCIOJHHUTEIBHON BJIACTH NpEKpamlaeT Mpoueaypy
TOCYJapCTBEHHOM  pPErucTpaluy JIGKAPCTBEHHOTO Iperapara. 3asBUTENb  BIpaBe OOpaTUThCS B
PETUCTPUPYIOLINI OpraH C 3asBICHUEM O TOCYAAPCTBEHHOW PETHUCTPALMM YKa3aHHOTO JIEKapCTBEHHOIO
rpenapara B COOTBETCTBHHM cO cTaThell 18 Hacrosmero @eaepanbHOro 3aKoHa.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Cratba 22. YTpatuna cuny ¢ 1 nionsa 2015 ropa. - ®PegepanbHbiv 3aKoH oT 22.12.2014 N
429-93.

Ctatbsa 23. 3KCI'IepTI/I3a Ka4decTBa JIeKapCTBeHHOro cpeancrtBa MU 3KcnepTn3a OTHOLLEeHUA
O)KMAaeMOﬁ noJfib3bl K BOSMOXHOMY PUCKY NMPpUMEeHEeHUA JnekKapCTBeHHOro npenaparta Ans
MeaAULUUHCKOro npuMmeHeHus

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

1. DkcnepTu3a KadecTBa JIEGKAPCTBEHHOTO CPEJICTBA U AKCIEPTH3a OTHOIICHHS OXKHUIAEMOM TOJB3bI K
BO3MOKHOMY PHCKY MPUMEHEHHsI JICKapCTBEHHOTO Mperapara JijIsi MEIUIIMHCKOTO MMPUMEHEHHUS, COCTABIICHHE
KOMHUCCHSIMH DKCIIEPTOB 3aKIIOYEHHH IO pe3ysbTaTaM IPOBEIECHHBIX SKCIEPTH3 U HANpaBICHHE 3TUX
3aKJIIOUYEHUN B YIIOTHOMOYEHHBIN (heepaabHblii OpraH UCHIOTHUTENLHOM BIACTH OCYUIECTBIISIOTCS B CPOK, HE
MIPEBBILIAIONINN CcTa AecATH Pabouux JAHEH CO JHS MOTYUYSHUS SKCTIEPTHBIM YUPEXKISHUEM COOTBETCTBYIOIIETO
3a/laHusl YIIOJIHOMOUYEHHOTO (heiepabHOr0 OpraHa MCIOJHUTEIHLHONW BIACTH U HEOOXOAMMBIX TOKYMEHTOB B
3JIEKTPOHHOU (popme Wit Ha OyMaKHBIX HOCHUTEIIAX.

2. B TedeHue neBsHOCTA AHEH CO JHS MOJYYEHHUsS PEHICHUS YIIOJHOMOYEHHOTO (heepasibHOrO opraHa
UCIIOJIHUTENIbHOM BJIACTU O MPOBEJIECHUU 3KCIEPTH3, MPEAYCMOTPEHHBIX YacThio | Hacrosimieil craThbu,
3asIBUTENb MPEJCTABISAET B SKCIEPTHOE YUPEKACHUE JIJIsl POBEAEHUS SKCIIEPTU3bI KaueCcTBa JIEKaPCTBEHHOIO
cpelacTBa 00pasllbl JIEKApPCTBEHHOTO IpemapaTa i MEIUIMHCKOTO MPHUMEHEHHS, MPOU3BEACHHOTO B
COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I OIIBITHO-IIPOMBIIIJICHHOI'O U (I/IJII/I) MMPOMBIIIJICHHOI'O  PErilaMCHTOB,
YTBCPKACHHBIX PYKOBOAUTCIIEM IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a4 TAKIKEC B COOTBCTCTBYIOIIHX
ciaydasix o0Opasiubl (apMaleBTHYECKON CyOCTaHIMM, TECT-IITaMMa MHUKPOOPTaHU3MOB, KYJIbTYPbl KIIETOK,
o0pa3ipl BEIIECTB, MPUMEHSEMBIX I KOHTPOJS KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA IyTEM CPaBHEHUS C
HUMH UCCIIEyeMOT0 JIEKapCTBEHHOTO CpPEJCTBA, B KOJMYECTBAaX, HEOOXOAMMBIX [JIsi BOCHPOM3BEICHUS
METOJI0B KOHTPOJIS KayecTBa.

3. Ilpu mnomydyenun oOpa3LOB JIEKAPCTBEHHOTO Npenapata U (apManeBTHUECKOW CcyOcTaHIMU
9KCIEPTHOE YUPEKICHUE BBIIACT 3asBUTEIIO JIOKYMEHT, ITOATBEPKAAIONINH MOTyuYeHHE YKa3aHHBIX 00pasIioB,
U B CPOK, HE TNPEBBIMIAIONIUN TpeX padouux AHEH, YBEIOMIIIET B AJIEKTPOHHOU dopMe MU Ha OyMa)XHOM
HocuTesne 00 TOM YIIOJHOMOUYEHHBIH (peiepanbHblii OpraH UCIIOJIHUTENBbHON BIACTH.

4. VYxazaHHble B 4YacTsAX 2 W 3 HACTOSIEH CTaThU CPOK ISl MIPEICTaBICHMS 3asBHTEIEM 00pa3lioB
JICKapCTBEHHOTO Tmpemnapara ©u (apManeBTHYECKOW CYOCTaHIIMM W CPOK YBEIOMIICHHUS OSKCIEPTHBIM
yUpekACHUEM 00 3TOM Ha OyMakHOM HOCHUTEJIE YHOJHOMOYEHHOTO (peepaibHOTO OpraHa MUCIIOIHUTEILHON
BJIACTH HE BKIIIOYAIOTCSI B CPOK MPOBEJICHUS SKCIIEPTU3, MPETyCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH.

5. JIOKyMEHThI, TMOCTYNUBIIME B OJKCHEPTHOE YUpPEXKACHHE JUIs TPOBEACHUS IKCIEPTH3,
IpEeyCMOTPEHHBIX YacThi0 | HacTosIed CTaThbH, MOJUIeKAT BO3BpaTy B YIOJTHOMOYEHHBIH (eaepanbHbIil
OpraH UCIIOJIHUTEJIbHOM BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU, [OJIYYEHHBIMH TIO pe3yjbTaTaM
COOTBETCTBYIOIINX IKCIIEPTH3.

Cratbs 24. 9KcnepTn3a KavyecTBa JIeKapCTBEHHOro cpeacTBa U 3KCNepTu3a OTHOLWIEHUNA
OXWAaemMoM MNOoJSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapara Ans
BeTePMHAPHOIro NPMMeHeHUsA

1. DxcnepTuza KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOIIECHUS OKUIAEMOW IOJb3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHM JIEKAPCTBEHHOT'O IIpernapara Jjisi BETEPUHAPHOTO IPUMEHEHHUs], COCTaBIICHUE
KOMMCCHSMHM JKCIEPTOB 3aKIIOYEHMM II0 pe3yJibTaTaM YKa3aHHBIX OKCIIEPTU3 M HAIPaBICHUE TaKUX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

3aKJIIOUYEHUN B YIIOTHOMOYEHHBIN (heepaabHblii OpraH UCIIOTHUTENHLHOM BIACTH OCYUIECTBIISIOTCS B CPOK, HE
MPEBBILAIONIMKA CTa JecsITH pado4YuxX JHEH CO JHSA NOJY4YeHHs OHKCHEPTHBIM YUPEKICHHEM 3aaHus
YIIOJIHOMOYEHHOTO (heepaibHOTO OpraHa MCIOJHUTEIBHON BIACTH C JOKYMEHTaMH, YKa3aHHBIMHU B 4acTu 3
cratbu 17 Hactodmero PeaepanbHOTrO 3aKOHA.

(B pen. ®enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Tedenue TpuanaTu pabouuXx JHEH CO JHS MOJIYYCHHUS PEIICHUS YHOJIHOMOUYEHHOTO (elepantbHOro
OpraHa WCIIOJHHUTEIFHON BIACTH O MPOBENCHHM YKa3aHHBIX B YacTH | HACTOSIIEH CTAaThH AKCIEPTU3
3asBUTEIb MPEJICTABIAET B SKCIIEPTHOE YUPEKICHHUE JUIsl POBEJICHHS SKCIIEPTU3bI KAYeCTBA JIEKAPCTBEHHOTO
cpeacTtBa oOpa3lbl JIEKAPCTBEHHOI'O Mperapara JUisi BETEPUHAPHOTO TNPUMEHEHUs, MPOU3BEJCHHOTO B
COOTBETCTBUHU C TpC6OBaHI/I$IMI/I TCXHOJIOTHYCCKUX  PCIrIIaMCHTOB, YTBCPKACHHBIX  PYKOBOJUTECIICM
IPOU3BOAUTEIIA JICKAPCTBCHHBIX CPCACTB, a TaKXEC B COOTBCTCTBYIOIIHUX ClIydadX TECT-IITAMMBI
MHKpPOOPIaHU3MOB, KyJIbTYphl KIJIETOK, 0Opa3ibl (apMarieBTHUecKol CcyOCTaHIMHM, OOpas3Ipl BEIIECTB,
NpUMEHSIEMbIE Ui KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX, HEOOXOJUMBIX JUIS
BOCIIPOM3BEJICHUS METOA0B KOHTPOJISI KAUueCTBA.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3. ITlpm mnonydeHwnm oOpa3IOB JIEKAPCTBEHHOTO Tmpemnapara © (apMaleBTHUECKON CyOCcTaHIIUU
OKCIICPTHOC YUPCKIACHUC BEIIACT 3adBUTCIIO JOKYMCHT, HOJITBep)KHaIOIIII/II;’I IMOJIYUYCHHE YKa3aHHBIX o6pa3u013,
U B CpPOK, HE TMPEBBINIAONIUN TpeX pabouyMx JHEW, YBEIOMISICT B IUCHBMEHHOW ¢opMme 00 3ToM
YIIOJITHOMOYCHHBIN (heiepalibHbIN OpraH UCIOJHUTEIBHOM BIACTH.

4. Cpok amsi Ipe/ICTaBICHHs 3asBUTENEeM 00pa3IoB JEKapCTBEHHOTO MpernapaTta U (apMareBTHIECKON
CyOCTaHIIMM ¥ CpPOK YBEJOMJICHHS OKCHEPTHBIM YyupeXJeHHeM 00 53TOM B NHCbMEHHOH (opme
YIOJIHOMOYEHHOTO (heJIepaIbHOTO OpraHa MCIIOJIHUTENIbHOW BJIACTH, YKa3aHHBIE B YACTSIX 2 M 3 HACTOSIIEH
CTaTbH, HC BKIIIOYAIOTCA B CPOK MNPOBCACHUSA YKAa3aHHBIX B YaCTU 1 HaCTOSIHIeI\/'I CTaTbH JKCIICPTUS.

5. JIOKyMEHThI, IOCTYIHMBIINE B HKCIEPTHOE YUpPEXKJIEHHE Ul IMPOBEACHUS yKa3aHHbIX B dactu 1
HACTOSILIEN CTaThU HKCHEpPTH3, MOAJEKAaT BO3BpaTy B  YIOJHOMOYEHHBIH (QenepanabHbIi  Oprax
HCIIOJIHUTEJILHOM BJIACTU OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 PE3yJIbTaTaM yKa3aHHbBIX SKCIIEPTU3.

CraTtba 25. [loBTOpHOE NMpoBeAeHNe IKCNEepPTU3bl NIeKapCTBEHHbIX CPeACcTB
(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

1. B cinyyasx HeZOCTaTOYHOM OOOCHOBAHHOCTH WJIM HEMOJIHOTHI 3aKJIIOYEHHS KOMHCCHU 3KCIEPTOB,
HaJIMYMS B HEM IPOTUBOPEUYMBBIX JAaHHBIX, (haIbCU(UKAIIMH BHIBOJIOB SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA,
COKPBITUSI OT YIIOJTHOMOUYEHHOTO (heepanbHOro opraHa MCIOJIHUTEIBHOW BIIACTH OCHOBAHMUN JUIS OTBOJA
JKCIIEpTa BCJEACTBHE €r0 3aMHTEPECOBAHHOCTH B pPE3yJbTaTaX COOTBETCTBYIOIIEH SKCIEPTHU3bl, HAIMUUS
JaHHBIX O MPSIMOM JIMOO KOCBEHHOM BMEIIATENIbCTBE B IPOILIECC COOTBETCTBYIOLIEH SKCIEPTHU3BI JIML, HE
YUacTBYIOUIMX B €€ IPOBEAECHUHM, HO OKAa3aBIIMX BIMSHUE Ha MIpPOLECC M PE3ysbTaThl €€ IMPOBEINCHHUS,
YIOJIHOMOYEHHBIM (eiepaJbHbIM OPraHOM MCIOJHHUTEIbHON BIACTH Ha3HAayaeTcs IMOBTOpHAs SKCIEpTH3a
JIEKapCTBEHHOTO CPEJICTBA U (MJIH) ATUYECKas SKCIIEPTH3A.

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

2. IloBropHas sKcmepTH3a JIEKQPCTBEHHOTO CPEICTBA MPOBOIUTCS C YYETOM pE3yJIbTaTOB paHee
MPOBEACHHOM OKCHEPTH3bl B CPOK, YCTAHOBJICHHBIA YIOJHOMOYCHHBIM (pemepaabHbIM  OpPraHOM
WCITOJITHUTEJILHON BJIACTH M HE TPEBBIIAIONIUN TPUALATH PabO4YMX JHEH CO JHS TMOJYYSHHUS SKCIEPTHBIM
yupeKJIeHUEM 3aJaHNsI Ha IPOBEJICHIE MOBTOPHOM SKCIIEPTH3BI JIEKAPCTBEHHOTO CPEICTRA.

(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

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

Cratbs 26. yCKOpeHHaH npoueaypa 3KCnepTn3bl JIeKapCTBeHHbIX cpeacTe

1. VYckopeHHas mnpouenypa OKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB B IEIAX TIOCYJapCTBEHHOMN
perucTpany JEeKapCTBEHHBIX IMPENapaTroB IMPUMEHSETCS B OTHOLICHMHM Op(aHHBIX JIEKapCTBEHHBIX
IIpenapaToB, IEPBBIX TPEX JIEKAPCTBEHHBIX IIpenapaToB, perucrpupyemsix B Poccuiickoir Penepanuu B
Ka4yeCcTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENAapaToB, OYEPEIHOCTb KOTOPBIX OIPENEISIETCS B
COOTBETCTBUM C HOMEPOM M JIaTOM BXOJSIIMX 3asBJICHUN O TOCYJAPCTBEHHOW PErMCTPALMM JIEKAPCTBEHHBIX
IIpernapaToB B pPaMKax OJHOTO MEXIYHAPOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAaHUS JIEKAPCTBEHHOIO
npernapara Wi TPYNINHPOBOYHOIO HAWMEHOBAHMS JIEKAPCTBEHHOIO IIpenapara, M JIEKAPCTBEHHBIX
IIpenaparos, IPeJHA3HAYECHHBIX UCKIFOYUTENIBHO I IPUMEHEHNS] HECOBEPILIEHHOJIETHUMU I'PaXk1aHAMMU.

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

2. VYckopeHHas Tpoleaypa JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IEIAX TOCYIapCTBEHHOM
pEruCTpaIy JIEKAPCTBEHHBIX MIPETMapaToB HE TPUMEHSIETCS B OTHOIIICHHH:

1) 6uoanaoroBsIx (OMOMOAOOHBIX) JICKAPCTBEHHBIX MpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpPENnapaTtoB (3a HUCKIIOUYEHHEM Op¢aHHbIX JIEKaPCTBEHHBIX
IIPENapaToB);

3) BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB (32 UCKIIOUEHUEM NEPBBIX TPEX PETUCTPUPYEMBIX B
Poccniickoit @enepanny B KadyecTBE BOCHPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApAaTOB M JIEKAPCTBEHHBIX
MpenapaToB, MpeIHa3HaYEHHBIX UCKIIFOUNTENBHO /Il IPUMEHEHUS! HECOBEPIICHHOJIETHUMU TPak/IlaHaAMH );

4) HOBBIX KOMOWHAIUI 3aPETUCTPUPOBAHHBIX PaHEe JIEKaPCTBEHHBIX MIPEMapaTos;

5) nexapCTBEHHBIX MpENapaTroB, 3aperHCTPUPOBAHHBIX paHEe, HO NPOM3BEJCHHBIX B JPYTHX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBMU C IEpPEYHEM HAMMEHOBAHMU JIEKAPCTBEHHBIX (OpPM M B HOBOMU
JI03UPOBKE.

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

3. VYckopeHHass mpoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOAMUTCS IO PEHICHUIO
COOTBETCTBYIOILIETO YIOJIHOMOUYEHHOrO (heepaJbHOro opraHa HCIOJHUTENBHON BIIACTH Ha OCHOBAaHUU
3asiBICHUS 3asiBUTENI B CPOK, HE MPEBBIMIAIONINI BOCBMHIECATH pabouux nHed. [lpu sTom skcmepTHsa
JOKYMEHTOB, COAEPKAIINUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapaT, MPOBOJUTCS B CPOK,
HE TIPEBBIIAIOIINN JeCATH pabouux JHEH, SKCIepTH3a KayecTBa JIGKAPCTBEHHOTO CPEICTBA M IKCIEPTH3A
OTHOIIIEHHUS 0XH/IaeMO MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHs JIEKAPCTBEHHOIO Mpenapara MpoBOJsSTCS
B CPOK, HE MPEBBIMIAIOIINN MIECTUIECITH paboUHX JHEH.

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

3.1. B orHomeHuu Op(aHHBIX JIEKAPCTBEHHBIX IMPEMapaTOB MOTYT OBITh MPEACTABIEHBI PE3yIbTAThI
JNOKJIMHUYECKUX HCCIEIOBAHUMN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKMX MCCIIEIOBAHUN JIEKaPCTBEHHBIX
MPENapaToB il MEIWLMHCKOrO INPHUMEHEHHMS, BBINOJHEHHBIX 3a mnpenenamu Poccuiickoit denepauuu B
COOTBETCTBUU C IIPaBUJIaMHU HaJyIexkallel 1adopaTopHOM MPaKTUKU U IPAaBUIAMU HaJUIeKallel KIMHUYECKON
MIPaKTHKH.

www.consultant.ru Crpanmua 51 n3 130
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100407&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100407&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100409&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100409&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=15.03.2021&demo=2&dst=100023&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=182628&date=15.03.2021&demo=2&dst=100023&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100411&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100411&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100417&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100417&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=203764&date=15.03.2021&demo=2&dst=100011&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=203764&date=15.03.2021&demo=2&dst=100011&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(uacts 3.1 BBenena ®enepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

4. VYckopeHHas TMpolenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB IMPOBOJUTCS B  IOPAIKE,
YCTaHOBJIEHHOM cTatbsiMu 17 - 20, 23 u 24 nacrosmero ®enepajbHOrO 3aKOHA, U HE O3HAYAECT CHMKEHUS
TpeGoBaHUl K 0€301MaCHOCTH, KaueCTBY M 3()()EKTUBHOCTH JICKAPCTBEHHBIX MPEMIAapaTOB.

CraTtbAa 27. PewweHue o rocyaapCcTBEHHOW perncTpauuvm fieKapcTBEHHOro npenapara

1. B cpok, He mpeBBIIAIOIMUN AecCATH pabouux JHEH cO JHA MOJNyYeHHs 3aKIIOUEHHH KOMHUCCHU
JKCIEPTOB II0 pe3ysbTaTaM 3KCIEPTHU3bl KAa4eCTBA JICKAPCTBEHHOI'O CPEICTBA M JKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IOJIB3bl K BO3MOKHOMY PHUCKY NPHMEHEHMS JIEKAPCTBEHHOI'O IIpenapara, COOTBETCTBYIOLIUN
YIOJHOMOYEHHBIHN (enepalbHbIi OpraH UCIIOTHUTEILHON BIACTH:

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

1) pa3Memniaer Ha cBoeM o¢UIMaIbHOM caiiTe B ceTd "VHTepHEeT" COOTBETCTBYIOLIME 3aKIIOYEHHUs
KOMUCCHUH 3KCIIEPTOB U OCYLIECTBIISIET UX OLIEHKY AJIS ONPEAEICHUS COOTBETCTBUS 3a/laHUIO Ha MPOBEICHUE
3THUX IKCIEPTU3;

(n. 1 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHUMAET pelleHUe O roCyAapCTBEHHON perucTpaiiy JeKapCTBEHHOTo MpernapaTa Wik o0 0TKasze B
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara;

3) BHOCHUT TpH TMPHHATHU PEUICHHUS O TOCYJAPCTBCHHOH PErHCTpalliy JIGKAPCTBEHHOTO Iperapara
JaHHBIE O 3aPETHCTPUPOBAHHOM JIEKAPCTBEHHOM TIperapare, B TOM Yucie O (papMaleBTUIECKO CyOCTaHIINH,
BXOJISIIICH B COCTaB JIGKAPCTBEHHOTO IpermapaTa, B TOCYJAPCTBEHHBINM peecTp JIEKApCTBEHHBIX CPEJICTB U
BBIIACT 3asBUTENIO0 PETUCTPAIMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOrO Tmpemnapara, (GopMa KOTOpPOTo
YTBEPXKAACTCS YIOJHOMOYCHHBIM ()eicpaTbHBIM OpPraHOM HWCIOJHUTEIBHOW BJIACTH, COTJIACOBAaHHBIC
HOPMATUBHYIO JIOKYMEHTAIIMIO, HOPMATHBHBIA JIOKYMEHT, MHCTPYKIIUIO TI0 HMPUMEHEHHUIO JICKApCTBEHHOTO
npenaparta ¥ MakeThl IEPBUYHON YITAKOBKH M BTOPHYHOH (TIOTPEOUTEIHCKON) YIIAKOBKU C YKa3aHUEM Ha HHX
HOMEpa PETUCTPAIMOHHOTO YIOCTOBEPEHMs JIGKAPCTBEHHOTO Tpernapara W JaThl €ro TocyAapCTBEHHOU
pETHCTpAIVK WK B Clydae MPUHATHS pemieHus 00 0TKa3e B TOCYNapCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO
mperapaTta yBeJIOMIISIET B MMUCbMEHHOM (opMe 3asiBUTEN 00 3TOM ¢ YKa3aHHUEM IMPHYWH TAaKOrO OTKasa. 3a
BBIJIaYy PETHUCTPAIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBCHHOTO IIperapata B3WMAeTCs TIoCyIapCTBEHHAs
MOIIJTMHA B COOTBETCTBUU C 3aKOHOIATENLCTBOM Poccuiickoit denepanuu o Hajorax u coopax.

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

2. OcHOBaHHEeM Ul OTKa3a B TOCYJapCTBEHHOH pErucTpanyu JIEKapCTBEHHOrO mpenapaTta JUls
MEIULMHCKOTO TPUMEHEHUS SABISETCS 3aKII0UYEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heepaabHOro
OpraHa MCIHOJHHUTEIbHOM BIACTM O TOM, 4YTO KadyecTBO M (Win) 3((PEKTUBHOCTH PErUCTPUPYEMOTO
JIEKapCTBEHHOT'0 IpernapaTta Ui MEIULUHCKOTO MPUMEHEHHs] He MOJTBEP)KIEHBI MOTYYCHHBIMU JaHHBIMU
WIN 4TO PUCK NPUYMHEHMs Bpe/ia 3J0POBbIO YeNIOBEKa BCIIEICTBUE MPHEMa JIEKAPCTBEHHOrO Ipenapara s
MEIUIMHCKOr0 IPUMEHEHUS MpeBbIaeT 3PPEeKTUBHOCTb €ro MPUMEHEHUS.

(uactb 2 B pen. @eaepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE TpEACTaBIEHHWE B COOTBETCTBYIOIIMK YIOJHOMOUYEHHBIH (enepanbHblii  Oopraxn
WCIIOJIHUTENIBHOW BJIACTH JIEKAPCTBEHHOI'O IIpemnapara, B OTHOUIEHHWM KOTOPOro IIOJy4YeH OTKa3 B
rOCy/IapCTBEHHOW PETUCTPALlMU M KOTOPBIM BIOCJIEICTBUM MOJBEPICsS M3MEHEHHI0O B 4YacTH €ro COCTaBa,
paccmaTpuBaeTcsi KaK IPEACTAaBICHUE HOBOIO JIEKapCTBEHHOIO IIpernapaTra Ha €ro TIOoCyIapCTBEHHYIO
PETUCTPALIAIO HE3aBUCUMO OT COXPAHEHHs €ro NEPBUYHOTO HAMMEHOBAHUS.

(uactb 3 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

4. IIpu mpenoCcTaBiICHUH 3asIBUTENIEM B COCTaBE PETUCTPALMOHHOTO JI0ChE Ha JIGKapPCTBEHHBIN Mpenapar
JUIs  BETEpUHAPHOIO NPUMEHEHHsS KOMHMM  pPELIeHHsS  YINOJIHOMOYEHHOro  (eaepaJbHOrO  OpraHa
WCTIOJHUTENIBHOW BJIACTH O MPOBEACHUHM HHCIEKTUPOBAHMS MPOU3BOAMUTENS JICKAPCTBEHHBIX CPEICTB CPOK
MPHUHATUS PEIICHUS] O TOCYIApCTBEHHOW PETHUCTpAIH JIEKApCTBEHHOTO TMperapara i BETEPUHAPHOTO
MPUMEHEHHS TPHOCTAHABIMBACTCS CO JIHS MOMYUYCHHS 3aKIIIOYCHNH, YKa3aHHBIX B YaCTH | HACTOSIICH CTaThH,
10 JHSA TIPUHATHS YHOJTHOMOYEHHBIM (peliepabHBIM OpPraHOM HCIIOJHHUTENILHOM BIIACTH PEIICHHS O BbIIaye
WM 00 OTKa3e B BbIJaye 3aKII0YEHHS O COOTBETCTBHU IPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHMIM
MIPpaBUJI HaJJIEXKaIIe MPOU3BOJICTBEHHOM MPAKTUKH, HO HEe 00Jiee YeM Ha CTO BOCEMbJIECIT paboumnX JHEH.
(uactp 4 BBeneHa @enepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMEM /IsI OTKa3a B TOCYJApCTBEHHOW PpEruCTpaluy JICKApCTBEHHOIO MperapaTa s
BETEPUHAPHOTO  TIPUMEHEHHUSI  SBISETCS  3aKIIOUYEHHE  YIOJHOMOYEHHOTO  (elepaibHOTO  OpraHa
VICTIOJTHUTEIIFHOM BJIACTH O TOM, YTO Ka4ecTBO U (WiH) 3(PPEKTUBHOCTh PETUCTPHPYEMOTO JIEKAPCTBEHHOTO
npernapara Ui BETEPUHAPHOTO NPHMEHEHUS HE IMOITBEP)KICHBI MONYYEHHBIMU JAaHHBIMHA WM YTO PHCK
NPUYMHEHUS Bpeda 370pPOBBIO HKMUBOTHOI'O BCJEJACTBHE IpHEeMa JIEKAPCTBEHHOIO Iperapara Jyis
BETCPUHAPHOTO MPUMEHEHHs IMpeBbIaeT 3(PQPEKTUBHOCTh €ro NPUMEHEHHs, OTKa3 YHOJIHOMOYEHHOTO
(denepaTbHOTO OpraHa WCIIOJHUTEIHHON BIIACTH B BBIAYe 3aKIFOYCHHS O COOTBETCTBHU IPOHM3BOIUTEIS
JICKapCTBEHHBIX CPEICTB TPEOOBAHMSIM TPaBWJI HaJIEKalIed MPOU3BOACTBEHHONW MPAKTUKH U KaXKIOU
IPOM3BOJICTBEHHON IUIOMIAJKA PETHCTPUPYEMOro JICKApCTBEHHOTO Mpemapara s BETEPHHAPHOTO
NPUMEHEHHsI B Cllydae, €CIIM MPOU3BOJCTBO JICKAPCTBEHHOT'O IpernapaTta Ui BETEPHHAPHOTO NPUMEHEHHS
ocylIecTBIsieTcs 3a npeaenamu Poceuiickoit @enepannu, UM OTCYTCTBUE TAKOTO 3aKITIOUCHHUS.

(uactp 5 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

Koncynsrantllntoc: npumedanue.
O mnopsigke M CpoKax OMpENETIeHUs B3aUMO3aMEHSEMOCTH JIEKAPCTB JIEKAPCTBEHHBIX TMPENapaTos,
3apeructpupoBansbix 10 01.03.2020, cm. ¢1. 3 @3 o1 27.12.2019 N 475-D3.

Cratba 27.1. B3zaumo3aMeHSAeMOCTb JeKapCTBEHHbIX MpenapaTtoB AnNs MeAULUHCKOro
NPUMeHeHuUA
(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

1. B3auMo3aMeHAEMOCTb JIEKapCTBEHHBIX NPENapaToB I MEIUIMHCKOTO IMPUMEHEHHUS OINPEAEIAETCS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HMCIIOJHUTEIbHON BIIACTH, OCYIIECTBIISIOIIUM T'OCYIapCTBEHHYIO
PEruCTpalMIO JIEKapCTBEHHBIX IIPENaparoB Uil MEIULMHCKOTO IPUMEHEHHUS, B paMKax OIHOIO
MEXIyHapOJHOTO HETIATEHTOBAHHOIO (MM XMMHYECKOI0, MJIM TPYIIIMPOBOYHOI0) HAUMEHOBAHUS Ha OCHOBE
3aKJIIOYEHUsT KOMHUCCHU DSKCIEPTOB SKCIEPTHOIO YUYPEXKICHHS O B3aMMO3aMEHSIEMOCTH JIEKApCTBEHHOI'O
npemnapara JUisi MEULMHCKOTO MPUMEHEHHs 100 O TOM, 4TO JIEKapCTBEHHBIN Mpenapar i MeIUIMHCKOIO
IPUMEHEHUs HE  SBISETCS  B3aMMO3aMeHseMbIM. [lOpsjiok  ompeneseHus  B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MpenapaToB JJs MEAULMHCKOTO MpUMEHEHHs U (opMa 3aKiIroueHUs] KOMHCCUU 3KCIIEPTOB
JKCIIEPTHOTO YUYPEXKACHHS O B3aUMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX IPENApaToB Ml MEAULMHCKOIO
NpUMEHEHUsT MO0 O TOM, YTO JICKAPCTBEHHBIM Mpenapar s MEJUIIMHCKOTO NPHMEHEHHs HE SBISIETCS
B3aMMO3aMEHsIeMbIM, ycTaHaBIuBaroTCs [IpaBurenscTBoM Poccuiickoit @enepannm.

2. Komuccusi 3KCIepToB SKCIHEPTHOTO YUPEXKAEHUS [aeT 3aKI0YeHHe O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHOT0 IpenapaTa sl MeIUIUHCKOI0 IPUMEHEHHs INO0 O TOM, UTO JIEKAPCTBEHHBIN Mpemnapar s
MEIUIMHCKOTO IIPUMEHEHUS HE SBJIAECTCA B3aUMO3aMEHSIEMBIM, HAa OCHOBAHHMU CIEAYIOIIUX KPUTEPUEB
(XapakTepuCTHK):
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

1) 5KkBUBaJIEHTHOCTH (711 OMOAHANOTOBBIX (OMOIMOIOOHBIX) IEKAPCTBEHHBIX MpemapaToB (O1oaHaIoOroB)
- COMOCTaBMMOCTh) KQ4€CTBEHHBIX U KOJMYECTBECHHBIX XaPAKTEPUCTUK (hapMalleBTUUECKUX CYOCTaHIIMA MU
COIMOCTAaBUMOCTh AHTUTEHHOTO COCTaBa BaKIWMH. VICIONIb30BaHME PA3IMUYHBIX COJEH, 3(pUPOB, KOMILIEKCOB,
M30MEPOB, KPUCTAIUTMYECKUX (POPM U IAPYTUX MPOU3BOTHBIX OJHOTO M TOTO K€ JICHCTBYIOIIETO BEIISCTBA HE
SIBIIICTCSl TIPETIATCTBUEM JIJISL OINPEJICICHHS B3aUMO3aMEHSICMOCTH JICKAPCTBEHHBIX TPENapaToB, €CIU TPU
NPOBEICHUM  HCCIICJIOBaHUS OMOIKBHBAJICHTHOCTH JIEKAPDCTBEHHOI'O Tperapata WM  HCCIIEIOBaHUS
TEpaneBTHUECKOW OSKBHBAJICHTHOCTH JICKAPCTBEHHOTO Tperapara JO0Ka3aHO OTCYTCTBHE KJIMHUYECKU
3HAYUMBIX pa3nuyuii QpapMakokuHeTHKH W (wiu) d3(PQPeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
npemnapara Jiisi MeIUIIUHCKOTO TIPUMEHEHUS;

2) SKBUBAJIEHTHOCTH JIEKAPCTBEHHOW (opMbl. [log SKBHUBAJIEHTHBHIMH JICKAPCTBEHHBIMH (HOpMaMH
MOHMMAIOTCSl pa3Hble JIeKapCTBEHHbIE (OPMBI, HMEIOLINE OJMHAKOBBIE CHOCOO BBEIEHUS U CIOCO0
OpUMEHEHHUs,  00JaJarollue  COMOCTaBUMbIMU  (DAPMAKOKMHETHYECKHMMH  XapaKTepUCTUKAMH U
(hapMaKoIOTHYECKUM JEHCTBHEM M OOECHEeYMBAIOIINE TaKXKe MOCTHKEHHE HEOOXOAMMOIO KIMHUYECKOTO
spdexra. Paznuumsa  jekapcTBEHHbIX (OpM  HE  SABIAIOTCA  MPEMSATCTBHEM  JUIs  ONpeAeCHHUs
B3aMMO3aMEHAEMOCTH  JIEKAPCTBEHHBIX  IPENapaTroB, €CIM  [pU  MPOBEACHUU  HUCCIEIOBAHUS
OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpernapara WIM HCCIEAOBAHUS TEepareBTUYECKOW 3KBHUBAJIECHTHOCTH
JIEKapCTBEHHOT'0 MperapaTa J0Ka3aHO OTCYTCTBHE KIMHMUYECKHU 3HAUYMMBIX pa3inuuil (papMaKkOKWHETHKU U
(unn) 3ppexTuBHOCTU M 6E30MACHOCTH JIEKAPCTBEHHOTO Mpernapara 1 MEAUIIMHCKOTO IPUMEHEHHUS,

3) OSKBUBAJIECHTHOCTh WJIM COIOCTaBUMOCTh COCTaBa BCIIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOTO
mpemnapata JUis MEAUIUHCKOTO MpUMEHeHHs. Pasnuunsi coctaBa BCIOMOTATEIbHBIX BEUIECTB JIEKAPCTBEHHOTO
mpernapara He SBIISIOTCS MPETSTCTBUEM ISl OMIPEICTICHHS B3aUMO3aMEHIEMOCTH JICKAPCTBEHHBIX TIPENapaTosB,
€CJIM TIPU TIPOBEJICHUM UCCIICOBAHHUS OMO3KBHUBAJICHTHOCTH JICKAPCTBEHHOTO TIperiapara Wi HCCIICTOBAHUS
TEPANeBTHYSCKON HSKBHBAJIICHTHOCTH JICKAPCTBEHHOI'O TIperapara JOKa3aHO OTCYTCTBHE KIMHHYSCKU
3HAYMMBIX DPa3Iuuuid  (papMakOKMHETHKH W (W) dS(QexkTuBHOCTH M 0E30MaCHOCTH JICKAPCTBEHHOT'O
npenapata JUis MEAMIMHCKOTO TNpUMEHeHHs. [IpM HaTWuMu KIMHUYECKH 3HAYMMBIX  pPa3iIHudil
(hapMakoKUHETHKH U (WiIH) 3PPEKTUBHOCTU M OE30MACHOCTH JICKAPCTBEHHOTO TIperapara A MeTUIITHCKOTO
MPUMECHECHHUS B3aWMO3aMEHSEMOCTh OIpEAeNseTCsS C YKa3aHWeM Ha UCKIIOYCHHE OTICIBHBIX TPYIII
MaIUeHTOB;

4) uAEHTUYHOCTD crlocoba BBEICHUS U cIoco0a MPUMEHEHHUS;

5) COOTBETCTBUEC IIPOU3BOAUTEIISA JICKAPCTBEHHOI'O CpEACTBa Tpe6OBaHI/I$IM npaBujI Hannemameﬁ
HpOHBBOI{CTBeHHOﬁ IIPAKTHUKH.

3. OmpezneneHre B3aMMO3aMEHSIEMOCTH BOCIPOM3BEICHHBIX JIGKAPCTBEHHBIX IMPEMapaTroB AJid
MEJIMIIMHCKOTO TPUMEHEHMs, yKa3aHHbIX B dyacTu 10 crarbu 18 Hacrosimero ®enepaibHOTO 3aKOHA,
OCYIIECTBIISETCS 0€3 HEOOXOIUMOCTH JTOKA3aTeIbCTBA UX OMO3KBUBAJICHTHOCTH.

4. OcoOeHHOCTH OMNpefeNieHUus] B3aUMO3aMEHSEMOCTH OHMOJOTHYECKHX JIEKapCTBEHHBIX IPErnaparos,
KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IPEnapaToB (CoAepKalllMX KOMOMHAIMIO IBYX M Oosiee JEHCTBYIOIIMX
BELIECTB), JEKAPCTBEHHBIX MPENapaToB AJIs MapEHTEPAIbHOIO MUTAaHUS U HENO3UPOBAHHBIX JIEKAPCTBEHHBIX
IpenaparoB ycraHasiuBaroTcs [IpasurensctsoM Pocculickon denepanum.

5. OHpeIIGHCHI/Ie B3aUMO3aMCHACMOCTH HC OCYHICCTBJIACTCA B OTHOIICHHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX MIPCIapaToB, TOMCONMATHYCCKUX JICKAPCTBCHHBIX ITPEIapaToB.

6. CDOpMPIpOBaHI/Ie NEPCUHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IMPEIapaToB A4 MCAUIUHCKOIO
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

IMPUMCHCHUA OCYHICCTBIIACTCA OKCICPTHBIM YYPCKIACHUECM ITOCPECACTBOM O6’beI[I/IHeHI/Iﬂ JICKApCTBCHHBIX
npemapatoB B OTACIBHBIC TPYIINbI, B KaXa0i u3 KOTOPBIX JICKAPCTBCHHLBIC TMIPCIIAPAThl ABJIAKOTCA
B3aMO3aMCHICMbBIMMU.

7.B CJIy4dac BKIIIOUYCHUA B HHCTPYKIUIO IO MEAUIUHCKOMY IMMPHUMCEHCHUIO JICKAPCTBCHHOTI'O ITPEIIapaTa Ha
OCHOBAHMHU PE3YJIbTATOB COOTBETCTBYIOIINX I/ICCJ'IG)IOBaHI/II\/'I MMOKa3aHuM s OPpUMEHCHUA, KOTOPEIC
OTJIMYAIOTCS OT IIOKa3aHWH A OPpUMCHCHHA JPYTuX JICKAPCTBECHHBIX IIp€IapaToB M3  TI'PYIIIBL
B3aUMO3aMCHSCMBIX  JICKAPCTBCHHBIX  IIPCIIapaTOB, B IEPCUHC B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX
npemnapaTtoB AJIsI MCAUIIUHCKOTI'O MPUMCHCHUA JOJIKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA HH(bOpMaL[HH.

KoncynsranTlntoc: mpumeganue.

[lepeyenr B3aMMO3aMEHSEMBIX JICKAPCTBEHHBIX IMpPENapaToB, B OTHOIICHUH KOTOPBIX HMEIOTCS
pe3yabTaThl UCCIIEIOBAHNN OMOIKBUBAJIEHTHOCTH WUJIM TEPANIEBTUUECKONW YKBUBAJICHTHOCTH, TOJDKEH OBITH
chopmupoBaH W pa3MmenieH Ha odunuanbHOM caiite MunzapaBa Poccum go 01.07.2020. (P3 ot
27.12.2019 N 475-D3).

8. IlepedyeHb B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX IPENapaToB Il MEAMLUHCKOTO INPUMEHEHUS
pa3MmelaeTcsd yHOJIHOMOYEHHBIM (eaepanbHbIM OpraHOM HCIOJIHUTENBHONW BJIACTH, OCYLIECTBISIOIINM
rOCYy/IapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENApPaTOB A MEIULMHCKOTO INPUMEHEHHUs, Ha CBOEM
opunmansHoMm caiite B cetu "HutepHer". MHpopmanys B nepeyHe B3aHMMO3aMEHIEMbIX JIEKAPCTBEHHBIX
npenapaToB Ui MEAMIMWHCKOTO TPHUMEHEHHs OOHOBISIETCS YKa3aHHBIM  (peaepalbHbBIM — OPraHOM
WCIIOJIHUTEJIBHOM BJIACTU C yYETOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpernapaTroB s
MEJMLMHCKOrO IPUMEHEHUsI M BHECEHHBIX U3MEHEHUH B JIOKYMEHTBI, COJEpIKalllMeCs] B PErUCTPAllMOHHBIX
JI0ChE Ha 3apEerUCTPUPOBAHHBIE JIEKAPCTBEHHBIE penapaThl A1 MEIUIIMHCKOTO IPUMEHEHHS.

9. llopsaok WCHONB30BaHUS HHQPOPMAIMM O B3aUMO3aMEHSIEMBIX JIEKaPCTBEHHBIX Mperaparax s
MCIUIIMHCKOI'0 TIMPUMCHCHHUA W TIOPAJOK Jda4du pa3’b$ICHeHI/Iﬁ o BoOIIpoCaM B3aNMMO3aMCHACMOCTU
JICKAPCTBCHHBIX IIpCIapaTtoB [MjIAd MCAUIOUHCKOIO MPUMCHCHHA  YCTAaHABJIMBAKOTCA HpaBI/ITeJIBCTBOM
Poccuiickoit ®eneparumn.

KoncyneranTlntoc: mpumedanue.
Cpok perucrpanuu JIEKapCTBEHHOTO mpenapara, ucrekarommi ¢ 15.03.2020 no 31.12.2020, npoaJsieH Ha
12 mecsnes (IToctanosnenue IIpaButensctea PO ot 03.04.2020 N 440).

CraTtbsa 28. PeructpauymoHHoe ygocToBepeHne nekapCTBEHHOro npenapara

1. PeructpannoHHoe yI0CTOBEpEHHE JIEKAPCTBEHHOTO Mperapara ¢ yka3aHHueM JIGKAPCTBEHHBIX (HOpM U
JIO3UPOBOK BBIZAACTCS OSCCPOYHO, 33 HMCKIIFOYCHHEM PETUCTPAIMOHHOIO YIOCTOBEPCHHUS JIEKAPCTBEHHOTO
npenapara, BBIIaBa€MOTO CO CPOKOM JEHCTBHS ISTH JIET, HA BIEPBBIE perucTpupyembie B Poccuiickoii
denepanny JeKapcTBEHHbBIC IPENAPATHI.

2. Ilo wucredyeHuH yKa3aHHOTO B 4YacTH | HacTOAlIEH CTaThbU CpOKa BBIAAETCS OeccpoyHoe
pPEruCTpallMOHHOE YAOCTOBEPEHUE JICKAPCTBEHHOT'O Tperapara TMpH YCIOBHH TOATBEPXKICHUS €T0
roCyAapCTBEHHOW PETUCTPALIUH.

3. B ClIy4ac BHCCCHHA B COOTBCTCTBHUH CO CTATbAMHU 30 m 31 HaCTOAIICTO d)ez[epanLHoro 3dKOHa
U3MEHEHHUH B CoAcCprKamuecda B pEruCTpalluoOHHOM OOCHC Ha 3apeFI/ICTpI/IpOBaHHBII7I J'IeKapCTBeHHHﬁ nopenapar
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JOKYMEHTBI, 3aTparuBaroIliiX CBEJCHMS, OTPAKEHHbIE B PErMCTPALMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOI'O
mpernapara,  YINOJHOMOUYEHHBIH  (enepalbHBIi  OpraH  HCHOJHMUTENBHOM  BJIAacTH  BBIJACT  HOBOE
PETUCTPALIMOHHOE Y OCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapaTa, CoAEpKallee BHECEHHBIE B HETO U3MEHEHHUSL.
(uactp 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B ciyuae yTpaThl WIH TTOBPEXKICHUS PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOTO MpernapaTa
Mo 3asBJICHHIO B IMHCHbMEHHOW QopMe AepikaTeis WIM BIaJeiblla PErUCTPAIMOHHOTO YJAOCTOBEPEHUS
JIEKapCTBEHHOTO Mpernapara Wid YIOJIHOMOYEHHOTO UMH JPYroro IOpPUAXYECKOro JHIla O BblAaue TyOmuKaTta
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI JICKAPCTBEHHOTO TIperapara YIOJIHOMOYEHHBINH (enepanbHblii opraH
WCTIOJTHUTENIBHOM BIIACTH B CPOK, HE MPEBBIMIAIONINNA ASCSITH Pab0OUnX JHEH CO JHS MOCTYIUICHHS 3asiBICHUS,
BBIZIACT AyOJMUKAT PErUCTPAIMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO MperapaTta. 3a Bbigady AyOiuKara
PErUCTPAIIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara B3UMAETCs TOCYJAapCTBEHHAs MOIUIMHA B
COOTBETCTBHUH C 3aKOHOAATEIBCTBOM Poccuiickoit denepanuu o HaJIOrax u coopax.
(uacts 4 BBenena denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantllntoc: mpumeuanue.
Cpok perucTpaiyu JICKapCTBEHHOTO mpenapata, ucrekaronmi ¢ 15.03.2020 o 31.12.2020, npoaJsieH Ha
12 mecsaues (ITocranoBnenue [paBurenscta PD ot 03.04.2020 N 440).

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

1. TlonTBepkaeHUE TOCYJAPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO Iperapara OCYIIECTBIAECTCS MPHU
BbI1aye OECCPOYHOr0 PErUCTPAMOHHOTO yA0CTOBEPEHUS JIEKapCTBEHHOTO IpernapaTa B ciyyae, yKa3aHHOM B
yactu 2 crtatbu 28 Hactosmiero denepaabHOro 3aKOHA, B CPOK, HE MPEBBIMIAIONIMN ECTHAECATH pabodmnx
THEH CO JHSA TOJYYEHHUsS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIONHUTEIBHON
BJIACTH 3asBJICHUS O IMOATBEPKICHUM TOCYAAapCTBEHHOW pPErucTpaluy JIEKapCTBEHHOro mnpenapara. He
OCYILIECTBIISIECTCS MMOATBEPKICHUE TOCYIAPCTBEHHOW PETUCTPALMU B OTHOLLICHUH JIEKAPCTBEHHOIO Mpenapara,
He HaxojuBierocsi B obOpamieHun B Poccuiickoit denepanuu B TeYeHHE Tpex W Oojee JieT, a TakkKe B
OTHOIIIEHUU JIEKAPCTBEHHOI'O CPEACTBA, MPOM3BEACHHOIO C HapylIeHHEM TpeOOBaHUs, YCTAaHOBIIEHHOTO
yacThio 3.7 cratbu 71 Hactosmero deaepaqbHOro 3aKOHa.

2. 3asBieHHE O MOATBEPKICHUH TOCYIApCTBEHHOW pEruCTpalyy JEKapCTBEHHOTO MpemapaTra s
MEIULMHCKOTO NMPUMEHEHHUsI TPEACTABISIETCS B COOTBETCTBYIOIIMK YIIOJTHOMOUYEHHBIN (penepanbHblii opran
UCTIOTHUTEIILHOM BJIACTH HE paHee YeM 3a CTO BOCEMBJECAT JTHEH JI0 HWCTCUCHUS CpOKa JeHCTBUS
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara il MEUIIMHCKOTO TPHMCHCHUS.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asBIIeHHE O TMOATBEP)KIACHUU TOCYAapCTBEHHOW PETHCTPAIMU JIEKAPCTBEHHOTO Mperaparta Juis
BETEPUHAPHOTO MPUMEHEHUS MPEACTABISACTCS B COOTBETCTBYIOIIMI YIIOJTHOMOUYEHHBINH (efepanbHbIil opraH
HUCIIOJIHUTEILHOM BIIACTH HE paHee YeM 3a CTO BOCCMBACCAT I[Heﬁ A0 HUCTCUCHUSA CPOKa I[CﬁCTBHH
PETHCTPAIIMOHHOTO YJOCTOBEPEHHUS JICKAPCTBCHHOTO TMperapaTra Ui BETCPUHAPHOTO TMPUMCHCHHS WU HE
M03/IHee OKOHYAHUSI CPOKA €T0 JICHCTBHUSI.

(dactp 2.1 BBenena denepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

3. HOI[TBep)KI[eHI/Ie FOCY,Z[&pCTBCHHOfI perucTpaluu JCKAPCTBCHHOI'O IIpCIiapara OCYHCCTBIISACTCA II0
pe3yjibTaTaM 3KCHCPTU3bI OTHOLICHUSA 0XXKHIAeMOM TIIOJB3bl K BO3MOXHOMY pPHUCKY HPHUMCHCHUA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JIEKapCTBEHHOTO TMpernapaTa Ha OCHOBAHWU PE3ylbTaTOB MOHHUTOpPHHra 3(dexTuBHOCTH U Oe30MacHOCTH
JIEKapCTBEHHOIO Mpernapara, MpoBOJAUMOro JAepKaTeleM WU BIAJEIbIEM PErUCTPALIMOHHOTO YI0CTOBEPEHUS
HeKapCTBeHHOFO HpenapaTa JII/I6O YHOJIHOMOT-ICHHBIM HUMHN IOpI/II[I/I‘-IeCKI/IM JIUIIOM, a TaKXKC COOTBGTCTByIOH_[I/IM
YHOJ'IHOMO‘IGHHI)IM q)eﬂepaJ'II)HBIM OpFaHOM I/ICHOJ’IHHTGJ’ILHOﬁ BJIACTHU B COOTBCTCTBHUU C Tpe60BaHI/I$IMI/I CTaTbu
64 Hacrosero denepaabHOro 3aKOHa.

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

1) JOKyMEHTBI, coOjep)Kallhe pe3yJbTaTbl MOHUTOPHHra J(PQPEKTUBHOCTM M  0€30IacHOCTH
JIEKapCTBEHHOI'0 Ipenapara Uil MEAULUHCKOIO NPUMEHEHMS], IIPOBEACHHOIO JEPKATEIEM WM BIIAJENIbLIEM
PEruCTpallMOHHOTO yJIOCTOBEPEHUS] JIEKapCTBEHHOIO Ipemnapara Uil MEJUIIMHCKOr0 NPUMEHEHHUs JInOo
YHOJHOMOYEHHBIM MM IOPUIMYECKUM JHUIOM, TI0 (opMe, yTBEpXkACHHON YIOJIHOMOYEHHBIM (efepaibHbIM
OpPraHOM HCIOJIHUTEJILHOW BJIACTH;

2) cBeleHUs O JaTe NPEAOCTABICHHMS M PETUCTPALMIOHHOM HOMEpE JUIEH3MM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB MM CBEICHHUS O JIaTe MPEJOCTaBJICHUS U PETHCTPALIMOHHOM HOMEpE 3aKIIOUYCHUS O
COOTBETCTBUHM  NIPOM3BOJIUTENS  JICKAPCTBEHHBIX  CPEICTB  TpeOOBAaHUSAM  OpaBUI  HaJUIeKalnei
MPOU3BOJICTBEHHON  TMPAaKTHKH,  TPEJAOCTABICHHBIX  YMOJHOMOYEHHBIM  (efepallbHbIM  OpPraHOM
WCTIOJTHUTEIEHOW BJIACTH B OTHOIICHWH ITPOM3BOJICTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOTO TMpernapara JJis
MEIUIUHCKOIO MPUMEHEHMs, I'OCYJapCTBEHHAs PErucTpalys KOTOPOro IOATBEP)KIAAETCS B Cilydae, €Clu
IPOM3BOJICTBO JIEKAPCTBEHHOTO Iperapara sl MEJUIMHCKOro MPUMEHEHHsI ocyliecTBisercss B Poccuiickoit
denepauny;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) xomus NPEIOCTAaBIECHHOW YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOWU3BOAUTENS JIMLEH3UH Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO Mpemnapara JUlsi MEJUIIMHCKOTO MPUMEHEHHUS U €€ MepeBO/l Ha PYCCKHUM S3bIK,
3aBEpPEHHbIE B YCTAHOBJICHHOM IIOpPAJKE, a TakXKe KOMMs 3aKIFYEHUS O COOTBETCTBUHU IPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEACTB TpPeOOBAaHMAM IPaBUJI HaJUIeXKalled MPOU3BOACTBEHHON MNPAKTHKH, BbIIAHHOIO
YIOJIHOMOYEHHBIM (pefiepalbHbIM OpPraHOM HCHOJIHHUTENBHOM BIIACTH B OTHOLIEHHM TPOU3BOACTBEHHOU
IUIOLIA/IKK JIEKApCTBEHHOIO Ipernapara Al MEJUIMHCKOrO IPHUMEHEHUs, I'OCyJapCTBEHHAs PErucTpanus
KOTOPOTO MOJATBEPKIAETCS, WIIM KOMHUSI PELICHUS YIIOJTHOMOYEHHOTO (heiepaabHOr0 OpraHa UCIOIHUTEIbHON
BJIACTH O NPOBEJCHUM WHCIIEKTUPOBAHMS TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB B cCllydae, €clid
IPOM3BOJICTBO JIEKAPCTBEHHOT'O Ipenapara A MEeIUIMHCKOIO IMPUMEHEHUs OCYIECTBIAETCS 3a MpeesiaMu
Poccuiickoit deneparuu.

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)
(uactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHHH OWOJIOTUYECKUX JICKAPCTBEHHBIX IpPENapaToB IS MEIUIIMHCKOTO IPHUMEHEHHS
3asgBHUTENb  JIOTIOJIHUTEIFHO TPEJACTABISET PE3yNbTaThl MEpONPHUITHH, TPEAYCMOTPEHHBIX IUIAHOM
YIPaBJICHUS! PUCKAMH, YTBEPKJICHHBIM YIIOJTHOMOYEHHBIM (eepalbHbIM OPraHOM HCIIOJIHUTEIBHOW BIACTH
IpU OCYLIECTBICHHH TOCYAAapCTBEHHOW PETHCTPAllMH JIEKAPCTBEHHOTO TMperapaTta Uil MEIUIIMHCKOTO
MIPUMEHEHHUS.

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

4.2. K 3asBieHHUIO O MOATBEPKACHUU IOCYJapCTBEHHOM perucTpanyu JIEKapCTBEHHOrO Ipernapara Juis
BETEPUHAPHOTO TMPUMEHEHMs] TPUIAraloTCs JOKYMEHTBI, COJEp’Kallhue pe3yJbTaThl MOHHUTOPHHTA
s¢dexkTuBHOCTH UM  0O€30MAaCHOCTH JICKAPCTBEHHOI'O Ipernapara [Uisi BETEPUHAPHOTO MNPUMEHEHUS,
MPOBOJAMMOTO JIep)KaTeJeM UM BIAJeNblieM PEerHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO Mpemnapara
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JUIs  BETEPUHAPHOIO TNPUMEHEHUs JHUOO0 YMOJIHOMOYEHHBIM UM IOPUAWYECKMM JIMLIOM, MO Qopme,
YTBEP)KJICHHOH YIOJHOMOUYEHHBIM (efiepabHbIM OpPraHOM HCIIOJHUTENBbHONW BJIAcTH, U JOKYMEHTHI,
yKa3zaHHble B myHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" mynkra 4 wactu 3 crarbu 17 HaACTOSIIETO
@®enepaibHOTO 3akOHa. B OTHOLIEHMM HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpEenapaToB UL
BETEPUHAPHOTO NPUMEHEHUS HE MPEACTABIISIFOTCS CBEJICHUS, yKa3aHHbIE B MOANyHKTe "K' myHKTa 4 yactu 3
cratbi 17 Hacrosmero @enepaJbHOr0 3aKkOHA. B OTHOIIEHMM JIEKapCTBEHHBIX IIPENapaTroB U
BETEpUHAPHOIO TPUMEHEHHUS, IOJNyUYEHHBIX C TPUMEHEHHEM TI'€HHO-WH)XEHEPHO-MOJIU(PUIIMPOBAHHBIX
OpPraHU3MOB WJIM COAEpKAIIUX TaKHE OpraHU3MBbl, JOMOJHUTENBHO MPEACTABIAIOTCS CBEICHUS, YKa3aHHBIE B
nyHkTe 13 yactu 3 crateu 17 Hacrosmero denepaibHOro 3aKOHa.

(uactp 4.2 BBegeHa dDenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-®3; B pen. denepanbHoro 3akoHa OT
02.08.2019 N 297-03)

4.3. 3asBUTENb BOpPABE MPEACTABUTH C 3a5BJICHUEM O MOATBEPKIACHUHM T'OCYAAPCTBEHHOW PETUCTpALMU
JIEKapCTBEHHOI'O MpernapaTa KOMHI0 JOKYMEHTA, MOATBEPKIAOIIEr0 YIUIaTy TOCyAapCTBEHHOM MOLIIMHBI 32
MOATBEPKJICHUE TOCYAapCTBEHHOM pErucTpaluy JEKapCTBEHHOIO IIpenapara, a TaKXe BblJIaBacMbIe
(mpenocraBisieMbie) YMOTHOMOYCHHBIMH (efepalbHBIMU OpraHaMH HUCTIOJHUTEIHLHOW BIACTU JTOKYMEHTHI
(cBeneHus), ykazaHHble B MyHKTaX 2 W 3 yacTu 4 HaACTOsIIEW cTaThu. B ciydae MX HenpencTaBiIeHUS
YIOJIHOMOYCHHBIA (peepaabHbIil OpraH HCIOIHUTEIHHOW BJIACTH 3alpaliuBaeT YKa3aHHBIE JOKYMEHTBI
(cBeneHus) B HOPSAAKE MEKBEIOMCTBEHHOT'O HH(GOPMALIMOHHOTO B3aUMOICHCTBHSL.

(uactp 4.3 B pen. @exnepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B TedeHue aecatu pabouux THEH cO JHSA MPHUHSTHUS 3asiBICHUS O MOATBEPKACHUU TOCYIApPCTBEHHOMN
perucTpaluy JIEKAPCTBEHHOrO0 TMpernapara HM JOKYMEHTOB, COJEpXKAIllUX pPe3yJIbTaTbl MOHHUTOPUHTA
3¢ GEKTUBHOCTH U 0€30MacHOCTH JIEKApCTBEHHOTO Mperapara, IPOBOJUMOrO JepXKaTejleM HIN BIaJeibleM
PErUCTPAIIMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOTO MperapaTa JIM00 YIOJHOMOYSHHBIM UMH FOPUTUIECKUM
JIMIIOM, YIIOJIHOMOUYEHHBIN (hefiepaibHblid OpraH UCIIOIHUTEIBHOMN BIACTH:

1) NpOBOAUT IMPOBCPKY TMOJHOTHI CBCI[CHI/Iﬁ, COACpKAIIUXCA B IMPEACTABICHHBIX 3asABUTCIICM
AOKYMCHTAXxX;

2) TpUHUMAET pEHIeHUE O MPOBEACHUU WM 00 OTKa3e B MPOBEACHUM HKCIEPTU3bl OTHOIICHHS
OKMJIa€MOW TOJB3bl K BO3MOXKHOMY PHCKY TNPUMEHEHHS JIEKApCTBEHHOrO TIpernapara Ha OCHOBAaHUU
pe3yabTaTOB MOHHTOPUHTA A(PPEKTUBHOCTH W OE30MaCHOCTH JIEKAPCTBEHHOTO TMpernapara, MPOBOJIMMOTO
JepKaTelieM WU BIQJENbIEM PETrUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Mpemnapara Jubo
YIOJTHOMOYEHHBIM UMU IOPUAMYECKUM JUIOM, a TaKkkKe (eiepaibHbIM OPraHOM HCIIOIHUTENBHON BIACTH B
COOTBETCTBUU C TpeOOoBaHUSIMU cTaThu 64 HacTosmero denepansHOro 3aK0Ha;

3) yBeOoMJISIET B 3JIEKTPOHHOM (popMe M MUCHbMEHHOM (popMe 3asBUTEINS U SKCIIEPTHOE YUPEKICHUE O
MPHUHSATOM DPEUICHWU JTMOO B Cilydae MPHUHITHS PEHICHHS 00 OTKa3e B MPOBEACHUHU SKCIEPTU3bl YKa3bIBAET
MIPUYUHBI TAKOTO OTKAa3a.

6. B cinyuae BbIsIBIEHHS HEAOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH MH(OpMAIMM, coxeprKalleics B
NpEeCTaBICHHBIX 3asBUTEJIEM JOKYMEHTAX, YIIOJHOMOUYEHHbIH (eepabHblil OpraH UCIOJHUTEIbHOM BIaCTH
HamnpaBisieT 3asgBUTENIO 3ampoc 00 YTOYHEHUHM YyKa3aHHOM HH(popMalMu. 3amnpoc YIOJIHOMOYEHHOTO
(enepanbHOrO OpraHa MCHOJIHUTEIBHOW BIACTH MOXKET OBITH IepelaH YIOJIHOMOYEHHOMY IPEICTaBHTENIO
3asiBUTENSl JIMYHO MOJI PACHMCKY, HAIlpaBJIEH IO MOYTE 3aKa3HbIM MHCbMOM WJIM NepelaH B AJIEKTPOHHOU
¢dbopMe 1Mo TeNeKOMMYHUKALMOHHBIM KaHallaM CBsI3UM. B ciyuae HampaBiieHHs 3ampoca yIOJTHOMOUYEHHOTO
(benepanbHOro OpraHa UCHOJIHUTENIBHON BJIACTH IO I0YTE 3aKa3HBIM MMMCbMOM OH CUMTAETCS NOJIYYEHHBIM 110
UCTEUYEHUH ILIECTH JHEH C aThl HAIIPaBJIEHHs 3aKa3HOTO MHChMa.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

7. 3asBuTenb O00S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJIHOMOYEHHOro (QelepalbHOTO oOpraHa
WCTIOJTHUTENILHOM BIACTH B CPOK, HE MPEBHIIAIOIINN IEBIHOCTA pabouuX JHEH co AHs ero nonydeHus. Cpok,
YKa3aHHBIM B YaCTU 5 HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIIPABIICHUS 3asBUTENIO 3aIpoca
YIOJTHOMOYECHHOTO  ()eACpaTbHOIO OpraHa HWCIOJHHUTEIBHOW BIACTH 10 JHSA T[OJNYYCHUS UM
COOTBeTCTByIOHIeFO OTBC€TA U HC quTBIBaeTCSI HpI/I NCUHUCJIICHUHU chKa HO}ITBep)K)IeHI/If{ FOCy}IapCTBeHHOﬁ
perucTpanuu JICKapCTBEHHOTO Mpernapara.

8. OcHOBaHMEM AJI OTKAa3a B IPOBEJEHUM DKCIEPTU3BI OTHOUIECHHS OKUAAEMOM MOJIb3bI K BO3MOKHOMY
PUCKY IIPUMEHEHUs JICKapCTBEHHOI'O IIperapara sBISAETCS IPEACTABICHHE JOKYMEHTOB, COACPIKALIUX
pe3ynbTaThl MOHUTOpHHTA 3(PQEeKTUBHOCTH M OE30MaCHOCTH JIEKApCTBEHHOTO IpenapaTta, W (WiM) B
OTHOIIEHWH OHOJOTMYECKHX JIEKApCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYLIECTBICHHUS MEPOINPHUATHI B
COOTBETCTBUM C IJIAHOM YTIPABJICHMSI PUCKaMH, YTBEPXKJACHHBIM YIOJIHOMOYEHHBIM (helepaabHbIM OPraHOM
VCIIOJIHUTEIIBHOM BJIACTHU P OCYILECTBICHUH TOCYJapCTBEHHON PErUCTpaluy JIEKapCTBEHHOTO IIpernapara, B
HEMOJIHOM 00beMe, OTCYTCTBUE MH(pOpMalUH, MOATBEpKAaomEel (akT ynaaTsl rocy1apcTBEHHON MOIIIMHbI
3a MOATBEP)KICHHUE T'OCYJAapCTBEHHOM pPETUCTpalMy JICKapCTBEHHOIO Ipernapara, JMOO HempeCcTaBIeHHUE
3asiBUTEJIEM B YCTAHOBJICHHBIM CpOK OTBE€Ta HA YKa3aHHbII B 4acTH 6 HACTOALIEH CTaTbu 3ampoc
YIOJHOMOYEHHOTO (peiepaIbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH, a TaKKe OTCYTCTBHE B YKa3aHHBIX
JNOKYMEHTax UH(popmanuu, KoTopas 10JKHA ObITh B HUX OTpPaKeHa.

9. BKcnemea OTHOIICHUA Oﬁ(HﬂaeMOﬁ IIOJIB3bl K BO3MOXKHOMY PHUCKY IHPHUMCHCHHA JICKAPCTBCHHOI'O
Ipernapara B LCJIAX IMOATBEPKACHU A FOCY)I&pCTBGHHOfI perucTpanru JCKApCTBECHHOT'O IIpCIiapaTa MpOBOAUTCA
KOMHCCHEH OKCIICPTOB SKCIICPTHOT'O YUPCIKACHUA B CPOK, HC HpeBLIH_IaIOH_IHﬁ COpOKa paGOqu JHEH.

10. B cinyyae HEIOCTATOYHOCTHU IPEICTABIEHHBIX SKCIIEPTY MAaTEPUATIOB JJIs Ja4M 3aKIH0UEHUS SKCIEPT
oOpamiaercss K pyKOBOAUTEIO SKCIEPTHOTO YUPEKICHUS O IPEJOCTABIEHUH €My HEOOXOIUMBIX MATEPHUAJIOB.
PykoBonuTenb 3KCIEPTHOTO yUpexkIEeHUs 00palaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN
(benepanbHbIil OpraH UCHOJIHUTENBHOM BIACTH, BBIAABIIMM 3aJaHHe Ha MIPOBEACHUE SKCIIEPTU3bl OTHOIIECHUS
OKMUJAEMON IOJBb3bl K BO3MOXXKHOMY PHCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBaHUU
JIOKYMEHTa, COJIep>Kalllero pe3yabTaTbl MOHUTOPUHra 3((EKTUBHOCTH U O€30MaCHOCTU JIEKaPCTBEHHOTO
npenapata. B TedeHue maTH pabouux AHEH cO JHS INOCTYIUIEHHS 3ampoca PYKOBOAMTENS ASKCIEPTHOIO
YUPEKACHUS yKa3aHHBIN (enepabHblii OpraH HMCIOJHHUTEIBHON BIIACTH HAMpPABISET 3asBUTENIO 3aIpPOC O
OpeaACTaBJICHUA HGO6XO}II/IMBIX MaTcpuraioB, KOTOpBII\/'I MOXET OBITh nepeaan yrnoJIHOMOYCHHOMY
IPEICTAaBUTEIIIO 3asSBUTENS JIMYHO II0J, PACIUCKY, HAIPaBJEH IO MOYTE 3aKa3HBIM IHCBMOM WIH NEPENAH B
JIEKTPOHHON (opMe MO TEJeKOMMYHHMKALMOHHBIM KaHalaM CBsi3U. B cilyuae HampaBiieHHMs 3ampoca
YIOJIHOMOYEHHOTO (pe/IepajbHOr0 OpraHa HCIHOJIHUTENBHOM BIIACTH MO IOYTE 3aKa3HBIM IHCbMOM OH
CUUTACTCA MMOJTYYCHHBIM 1O UCTCUCHUHU LICCTU I[Hef/i C HaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMa.

11. 3asButens 00s3aH MPEACTaBUTH OTBET HA 3alpPOC YHNOJIHOMOYEHHOrO (hefepalbHOro opraHa
WCTIOJIHUTEILHOW BJIACTH B CPOK, HE MPEBBINIAIONIMNA IECTUACCITH pabO4YMX IHEH CO JHS MOTy4eHHs
yKa3aHHOTO 3a1poca. YOJIHOMOYCHHBIH (eliepaibHblil OpraH MCIOJHUTEIBLHON BIACTH, BBIIABIINN 3aaHHE
Ha MPOBEACHHE OSKCIEPTU3bl OTHOLICHUS OKHIAEMON TMOJb3bl K BO3MOXKHOMY PHCKY NPUMCHEHHUS
JEKapCTBEHHOTO IperapaTa Ha OCHOBAaHMM JOKYMEHTa, COJAEpIKAaIlero pe3yibTaTbl MOHHTOPHHIA
3¢ GeKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOI'O IpernapaTra, B TEYEHHE MATH paboumx IHEW co JaHA
NOCTYIUIEHHsI OT 3asBUTENSI OTBETa Ha 3alpOC YIIOJHOMOUYEHHOTO (hemepasbHOro OopraHa HCIOJHHTEIBHON
BJIACTH HAMpaBIsACT ITOT OTBET B IKCIEPTHOE YUYpEeKICHUE. B cilyyae HempencTaBieHUs] MO HCTCYCHUH
IIECTUJICCATH pabOvMX THEH 3asBUTENIEM OTBETa HAa YKA3aHHBIN 3alpoc YIOJHOMOYCHHBIN (enepanbHbIid
OpraH HCIOJIHUTEIBHOW BIIACTH, BBIIABIIHI 3aJaHWE HA MPOBEACHHUE SKCIEPTH3bI OTHOIICHUS O0XKUIACMON
MOJB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHsS JIEKapCTBEHHOIO IMpenapara Ha OCHOBAaHWHU JIOKYMEHTa,
COJZIEPIKAILET0 Pe3yJIbTaThl MOHHTOpUHTra 3()(GEKTUBHOCTH M OE30IACHOCTH JICKAPCTBEHHOTO IIpernapara, B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

TeUYeHUe MATH pabouux AHEH HaIpaBiseT B AKCHEPTHOE YUPEKICHHE YBEIOMIIEHHE O HENpPEeJCTaBICHUU
3asiBUTEJIEM OTBETa Ha 3alpoCc YKa3aHHOro opraHa. BpeMs co [OHS HampaBlIEHHs 3ampoca SKCIEPTHOIO
YUpEKACHUS B YIOJHOMOUYCHHBIN (elepanbHblii OpraH HWCHOJHHUTENBHOW BIAcTH A0 JAHSA HOJYYCHHUs
9KCIIEPTHBIM YUPEXKJIEHUEM OTBETAa Ha 3allpoC WU yBEJAOMJIEHHSI O HENpPEACTaBIECHUH OTBETAa Ha 3alpoc HE
YUUTBHIBA€TCSI TMPU MCUUCICHUM CpOKa TPOBEACHUS OSKCIEPTH3bl OTHOILIEHHUS OXUAAEMOM TOJB3bI K
BO3MO)KHOMY PHCKY INPUMEHEHHS JICKapCTBEHHOI'O IIpenapara Ha OCHOBaHMM JOKYMEHTa, COIEPIKalIero
pe3yabTaThl MOHUTOPHUHTA 3()(HEKTUBHOCTH U OE30MIaCHOCTH JIEKApCTBEHHOTO Mpernapara.

12. B cpok, HE MPEeBBIMIAIONINA JeCATH pabo4YMX AHEW CO JHS MOJTYYCHHs 3aKIIOYCHHUS KOMHUCCUU
OKCIICPTOB IO pC3yjibTaTaM 3KCIICPTHU3bl OTHOIICHUA O)KHHaCMOﬁ IMOJIB3bI K BO3MOXXHOMY PHUCKY NPUMCHCHUA
JICKapCTBEHHOTO TIperapara, COOTBETCTBYIOIIUH YIIOJHOMOYCHHBINH (elepaibHbIii OpraH HCIIOJTHUTEIHHON
BJIACTHU:

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

2) NpUHUMAET PELICHUE O MOATBEPIKJICHUH T'OCYAapCTBEHHON PErUCTpaIliK JIEKAPCTBEHHOTO Mpenapara
i 00 0TKase B MOATBEP)KICHUU TOCYJApPCTBEHHOM PETUCTpAIMK JIEKAPCTBEHHOTO MIPernapara;

3) BHOCHUT IIpH NPUHITUU PELICHUs O TOATBEPKIAECHUH TOCYIapCTBEHHON perucTpaiyy JeKapCTBEHHOTO
npenapaTa CBEJIEHUS! B FTOCYAapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB M BBAAET 3asBUTENI0 OeccpoyHOe
PErHCTPaLMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO IIpenapara.

13. OcHoBaHMeM MJii OTKa3a B TMOATBEP)KICHUHM T'OCYJApCTBEHHOM pEruMCTpalUU JIEKAPCTBEHHOTO
mpernapara  SIBJISETCS  3aKIIOUYEHHE  COOTBETCTBYIOIIETO  YIOJHOMOYEHHOro  (efepalbHOrO — OpraHa
WCIOJHUTEIbHON BJIACTH O TOM, YTO PHUCK HNPUYUHCHHUA BpCda 3AO0OPOBLIO YCJIOBCKAa WM XUBOTHOI'O
BCJIEJICTBHE TIpHEMa JICKApCTBEHHOTO Mperapara npeBbimaeT 3pGeKTHBHOCTh €r0 IPUMEHEHHSI.

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

14. B nmepuox mpoBedeHHS MPOLEAYpPhl MOATBEPKICHHS TOCYAApCTBEHHOW  perucTpanuu
JIEKapCTBEHHOTO Tpemnapara ero odpaiienue B Poccuiickoit denepanny He IPUOCTaHABINBACTCS.

15. Jlomyckaercs oOpallieHHe JIEKQpCTBEHHBIX TIpernaparoB JO UCTEUEHHUS CpOKa TOIHOCTH,
MIPOU3BE/ICHHBIX B TEUEHUE CTA BOCBMHUJIECATH KAJICHIAPHBIX JHEU MOCe JaThl MPUHATHUS YIIOJHOMOYEHHBIM
(denepaabHBIM  OPraHOM  HWCIOJHUTEIBHONH BIACTH PEIICHUS O TOATBEPKACHUH TOCYJIAapPCTBCHHON
pEeTHCTpaIK, B COOTBETCTBUU ¢ MH(POpPMAIIHEH, CoMepKaIeics B TOKYMEHTaX PErHCTPAIlMOHHOTO JIOChEe Ha
JICKApPCTBEHHBIN Mpenapar J0 AaThl IPUHATHS TAKOTO PEIICHUS.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

Cratba 30. BHeceHue M3MeHeHUM B AOKYMEHTbl, coAepXaljmecsa B perucTpaumoHHOM
[OCbe Ha 3aperncTpMpoBaHHbIN NNeKapCTBEHHbIN Npenapar ANA MeaULUHCKOro NpuMeHeHus

. B nmensix BHECEHHMsS M3MEHEHHMU B JOKYMEHTBI, COJEP)KALIMECS B PETUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi MEIULUHCKOTO MPUMEHEHHUs, JePKaTeb WIH BIaJelell
PETUCTPALIMOHHOTO  yJAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOpUJIMYECKOE JIMI0 (JajJee B HACTOSIIEH CTaThe - 3asgBUTENb) MPEJACTABISECT B  YIIOJIHOMOYECHHBIN
(denepaabHBIE OpraH WCIOJTHUTEIBLHOW BJIACTH 3asBIICHUE O BHECCHMHM TAaKWX HW3MEHEHWH 1o Qopme,
YCTaHOBJICHHOW YITOJTHOMOYEHHBIM (peiepaibHBIM OpPTaHOM MCIIOJIHUTEILHOMN BIACTH, U TIPHJIaraeMbIe K HEMY
U3MEHEHUsl B YKa3aHHbIE JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOJATBEPKIAIONINEe HEOOXOAUMOCTh BHECCHUS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

TaKMX U3MEHEHUH.
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N _140-D3)

1.1. Ilpu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTBHI, COACp)KAIHeCs B PETUCTPAIIMOHHOM JO0ChEe Ha
3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOIO IPUMEHEHHs], U3BMEHEHUH, YKa3aHHbIX B
MyHKTE 3 yacTh 2 HACTOALIEH CTaThbM W TPEOYIOLIUX MPOBEICHHS SKCIEPTH3bl KadecTBa JIEKapCTBEHHBIX
CPEICTB, 3asiBUTENb JOMOJHUTEIBHO TMPEJCTaBIsieT B  YIOJHOMOYEHHBbINH  (QenepalbHblii  opraH
UCIIOJIHUTEJIbHOM BIIACTU CBEIEHUS O JlaTe€ MPEJOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMLEH3UH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WIIM CBEJEHUS O AAT€ NPEJOCTABIEHUS U PETUCTPALlMOHHOM HOMEpE
3aKJIOYCHHS O COOTBETCTBUH IMPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMAM HpPABUI HaJISKaIIeH
MIPOU3BOJICTBEHHON IMPAKTHKH, BBIIAHHBIX (IIPEJOCTABICHHBIX) YMOJHOMOUYEHHBIM (hefiepallbHbIM OpPTraHOM
WCIIOJIHUTENIBHON BJIACTH B OTHOIIEHMHM M3MEHEHHOW W (WJIM) JOMOJHEHHOW MPOM3BOJCTBEHHON IMIIOIIAIKU
JIEKapCTBEHHOI'O IIpernapara, B cilydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O MpEnapara OCYLIECTBISETCS B
Poccuiickoit @enepanuu, 1100 cBeleHUS O JaTe MPEJOCTAaBICHUS M PETUCTPALIMOHHOM HOMEpE BBIIAaHHOU
YIOJIHOMOYEHHBIM OPIaHOM CTPaHbI IPOU3BOAUTENS JUIEH3UU Ha IPOU3BOCTBO JIEKAPCTBEHHOIO NIpernapara
U €€ IepPeBOJ Ha PYCCKUM SI3bIK, 3aBEPEHHbIE B YCTAHOBJIIEHHOM IIOpPSJIKE, a TAKXK€ CBEIEHUS O Jare
MIPEIOCTABJICHUS U PETUCTPAllMOHHOM HOMEpE 3aKJIIOUEHHUS] O COOTBETCTBHM MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpelCTB TpeOOBaHUSAM NpPaBHJ HajJieXkallleld MPOU3BOJICTBEHHOW NMPAKTHUKH, BBIAAHHOIO YIOJTHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIICHUU U3MEHEHHOM M (WJIM) JOMOJHEHHOMN
MPOU3BOACTBEHHOM IUIOIIAJIKM JIEKAPCTBEHHOIO IMpenapara, WM CBEACHHUS O Jare MpeAOoCTaBlICHUS U
PETUCTPAIIMIOHHOM HOMEpE PELICHUS YIOJHOMOUYEHHOTO (elepaJbHOro OpraHa MCHOJHHUTENIBHOM BIAcTH O
IIPOBEJICHUM HHCIEKTUPOBAHMS IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €ClId MPOU3BOACTBO
JIEKapCTBEHHOTI'0 IIpenapara OCyIIEeCTBISAETCS 3a npenenamMu Poccuiickont @enepanuu.

(gactp 1.1 BBemena denepanbubiM 3aKoHOM OT 04.06.2018 N 140-D3; B pen. demepaabHOTO 3aKOHA OT
27.12.2019 N 478-03)

1.2. Tlpu HEoOXOIMMOCTH BHECEHHsI B JOKYMEHTHI, COJAEp)KAIlMecs B PErucTPaAIlliOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jyisi MEIULUHCKOTO NPUMEHEHMS], U3MEHEHUH, YKa3aHHbIX B
NyHKTE 4 9acTu 2 HACTOSILIEH CTaTbu M TPEOYIOMMX NPOBEIEHUS HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHBIX
CpeACTB, 3asBUTENh JOMOJHHUTEIHHO TMPEICTABISET B  YIOJHOMOYEHHBIH  (enepanbHblii  OopraH
WCTIOJIHUTEJIBHON BJACTH CBEIEHHUS O JaTe MNPEIOCTaBICHHS M PETUCTPALMOHHOM HOMEpEe JHUICH3UU Ha
IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEACHHS O JaTe MPEAOCTaBICHHS U PETUCTPALIMOHHOM HOMEpe
3aKJIIQUEHHUs O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM IMPAaBWI HaJJexalien
MIPOU3BOJICTBEHHONW TPAKTHKH, BBIAAHHBIX (TPEIOCTABICHHBIX) YIMOTHOMOUYEHHBIM (eepanbHbIM OpraHOM
WCIIOJIHUTEJIBHOM BJIACTH B OTHOLLEHUM MPOU3BOACTBEHHO! IUIOIIAIKH JIEKAPCTBEHHOI'O IIpenapara, B cilydae,
€CJIM TIPOM3BOJICTBO JICKAPCTBEHHOTO Ipemnapara ocymiectisiercs B Poccuiickoir denepanuu, 1u00 CBEICHUS
0 Jare MpeAOoCTaBICHHUS U PETUCTPALMOHHOM HOMEpE BBIJIAHHOW YIOJIHOMOUYEHHBIM OPIraHOM CTpPaHbI
MPOU3BOJUTENS JIMIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHOIO IMperapaTa U €€ MEepeBOJ] Ha PYCCKHUil S3BIK,
3aBepEHHBIE B YCTAHOBIIEHHOM IMODSJAKE, a TAKKe CBEJEHUS O JaTe MPEIOCTABICHUS U PETUCTPALMOHHOM
HOMEpE 3aKJIIOYEHHUS O COOTBETCTBUM IPOMU3BOJMUTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM IpaBUII
HQ/JIeKaIIed IMPOU3BOJACTBEHHONM MPAKTUKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (peepaibHbIM OpPraHOM
WCIIOJIHUTEJIBHON BJAcCTH B OTHOIIEHHWU IPOU3BOJCTBEHHOM IUIOIIAJKU JIEKAPCTBEHHOIO Ipernapara, WId
CBEJICHMSI O JaTe MPeJOCTAaBJICHUS U PETUCTPALMOHHOM HOMEpE PELICHHS YIOJIHOMOYEHHOTro (peepanbHOro
OpraHa MCIIOJIHUTEIbHON BJIACTH O MPOBEICHUN MHCIIEKTUPOBAHUS IPOU3BOIUTENS JIEKaPCTBEHHOTO CPECTBA
B Ccllyyae, €CJId MPOW3BOJACTBO JIEKAPCTBEHHOT'O IIperapaTa OCYIIECTBISETCS 3a mpenenamu Poccuiickoit
denepauuu.

(actp 1.2 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denepanpHoro 3akoHa OT
27.12.2019 N 478-03)

1.3. [IpunsiTHE penieHus: 0 BHECEHUH U3MEHEHUN WM 00 OTKa3e BO BHECEHUH M3MEHEHUH B JIOKYMEHTHI,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

CoepiKalecss B PETHCTPAllMOHHOM JIOChE€ Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIM TNpemapar Juis
MEIULMHCKOTO NMPUMEHEHUs, B CiIy4ae HeOOXOAMMOCTU MPOBEACHUS SKCIEPTU3bl KaueCcTBa JIEKAPCTBEHHBIX
cpeAcTB M (WJIM) ODKCHEPTH3bl OTHOIIEHHUS OXHJAeMOW TMOJb3bl K BO3MOXXHOMY PHCKY NPUMEHEHUS
JIEKApCTBEHHOTO Tperapara JJisi MEIUIIMHCKOTO MPUMEHEHUS! OCYIIECTBISIETCS B CPOK, HE MPEBBIMIAIONINN
JIeBSTHOCTAa pabodunX JTHEH, a B OCTaJIbHBIX CIyYasx B CPOK, HE MPEBBIMIAONINN TPUALATH padbodnX JHEH CO
JHS TIPUHATHS YIOJIHOMOYCHHBIM (DeaepabHbIM OPraHOM HCIOJHUTEIBHON BIIACTH 3aSBICHHUS O BHECEHUH
TaKMX U3MEHEHUH.

(uactb 1.3 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

1.4. YnonHOMOYeHHBIH (eaepanbHblii OpraH KCHOJHHUTEIBHOM BIACTH C YYETOM pE3YJIbTaTOB
(dapMakoHag30pa M TPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPENCTB, HAXOMSIIUXCA B TPAKIAHCKOM
000poTe, yCTAaHOBJICHHBIM TPEOOBaHUSIM K UX KaUECTBY B TEUEHHE JIECATH pabOuuX THEH cO JHS MOCTYIICHUS
COOTBETCTBYIOIICH MHGOPMAIMK pa3MeIlaeT Ha cBoeM oduIraibHOM caiite B cetu "MHTepHeT" cBeneHus o
HEOOXOJMMOCTH BHECEHHS B WHCTPYKLHUIO MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOIO IMpernapara
M3MEHEHUI B OTHOIIEHUU CBEJICHUI O MOKAa3aHUAX JJIs IPUMEHEHUS U IPOTHUBONOKA3aHUX ISl IPUMEHEHUS
JIEKapCTBEHHOTO TIpernapaTa, BbISABICHHBIX IMOOOYHBIX JEHCTBHSAX, HEXENATeNbHBIX pEaKIUsIX Mpu
MIPUMEHEHUH JIEKApCTBEHHOTrO IpernapaTa U YBEIOMJIIET 00 3TOM B 3JIEKTPOHHOHN (popme MM MUChMEHHOU
dbopme (Ha OyMaXHOM HOCHUTENE) JAep)KaTelas WIM BIAENblla PETUCTPAIMOHHOTO YJAOCTOBEPEHUS
JICKapCTBEHHOT'O TMpernapara (Wid YIOJIHOMOYEHHOE UM JIPYroe IOpHAWYECKOe JIHI0), a TaKxke JepKaTesien
WIM BIAJENBIEB PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MpENnaparoB (WU YIIOJIHOMOYEHHBIX
VMU JAPYTUX IOPUIUYECKUX JINIL), KOTOPBIE SBJISIOTCS B3aUMO3aMEHAEMbIMH.

(uactp 1.4 BBenena ®@enepasbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

1.5. [epxarenp Wid BIaJeJel] PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TIpernapaTra, a TaKkxKe
JepKaTend WM BIAACTBIBI  PETUCTPAIIMOHHBIX  yIOCTOBEPEHHH JIGKAPCTBEHHBIX IpErapaTtoB (Wid
YIIOJTHOMOYEHHBIC UMM JAPYTHE IOPHIUYECKHE JIUIA), KOTOpPBIC SBISIOTCS B3aMMO3aMEHSIEMBIMH, OOS3aHBI
IPE/ICTABUTh B YIIOJHOMOYEHHBIH (heiepalbHbIii OpraH HMCIOJHUTEIBHON BIACTH 3asBICHHS O BHECEHHH
U3MEHEHMH B JIOKYMEHTBI, COJAEp)KallMecs B PETUCTPAlMOHHBIX JOChE€ Ha 3aperucTPUpPOBAHHBIC
JIEKapCTBEHHbIC MpenapaThl JUIsi MEAWIUHCKOIO TNPUMEHEHUS, B OTHOUICHWM CBEICHHUH, YKa3aHHBIX B
WHCTPYKIIMU 110 MEITUIIMHCKOMY NMPUMEHEHHIO JIEKApPCTBEHHBIX MPENapaToB, B TEYCHHE COPOKa pabOUMX JHEH
CO THS pa3MENICHHUsl YIOJHOMOYEHHBIM (heJepasbHBIM OpraHOM HCIIOJIHUTENFHONW BIAcTH WHQOPMAINH,
yKa3aHHOHU B yacTH 1.4 HacTosmell crateu. JlaHHOE TpeOOBaHHE HE paclpOCTPAHACTCS Ha CIy4au BHECECHHS B
MHCTPYKIIHIO 110 MEIUIIMHCKOMY PUMEHEHHIO JIEKApPCTBEHHOT'O ITpenapara M3MEHEHUH B OTHOIIEHHH HOBBIX
MOKa3aHUH JJIi MPUMEHEHHUS JIEKapCTBEHHOI'O IpenapaTa Ha OCHOBAHUHM PE3yJIbTaTOB COOTBETCTBYIOLIMX
HCCIICIOBAHUM.

(uactp 1.5 BBenena @enepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-03)

2. 9KcnepT1/13a JICKApPCTBCHHBIX CPCACTB B YACTHU ISKCICPTU3BI KAUCCTBA JICKAPCTBCHHOI'O CpPECIACTBA U
(I/IJ'II/I) OKCIICPTHU3bl OTHOIICHUA O)KHI[&CMOﬁ IMOJIB3bl K BO3MOXXHOMY PHCKY IPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara sl MCAUIHUHCKOIO HNPHUMCEHCHUS IHIPOBOAUTCA B CIIyda€ BHCCCHUSA W3MEHEHUI B HAOKYMCHTEI,
coJcpKamecd B PCTUCTPAIMOHHOM JOChHEC Ha BapeFHCTpHpOBaHHBIﬁ HeKapCTBCHHBIﬁ npemnapar, B
OTHOILICHHUHU

1) cBeneHuit, yka3aHHbIX B MHCTPYKLUHU M0 MEAUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOT0 Mpenapara:
a) JekapcTBeHHas (opMa C yKazaHHEM HAaUMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JEHCTBYIOIIHUX

B€IICCTB W KAa4YCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIbHBIX BCIICCTB (HpI/I HGO6XO,I[I/IMOCTI/I KOJIMYCCTBCHHOI'O
COCTaBa BCIIOMOTI'aTCIIBbHBIX BeH.IeCTB);
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

0) dapmakoguHamuKka u (apMaKOKHHETHKA (32 UCKIIOYeHHEeM (apMaKOKMHETHKH TOMEONaTHYECKUX
JIEKapCTBEHHBIX MPENapaToB U PACTUTENBHBIX JIEKAPCTBEHHBIX MIPENIAPATOB);

B) IIOKa3aHUs JJIs IPUMEHEHUS;

I') IPOTUBONOKAa3aHUS JJIsl IPUMEHEHUS;

1) MEpHI MIPEIOCTOPOKHOCTU IPU TPUMEHEHUU;

€) YyKa3zaHHE€ BO3MOXXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOIO Ipemapara JJis
MEIUIMHCKOIO PUMEHEHHUsI OepeMEHHBIMH JKEHIIMHAMM, JKEHIIWHAMH B MEPUOJ TPYIHOI0 BCKapMIIMBAHUS,

ACTbMH, B3POCJIBIMH, UMCIOIIIUMHA XPOHUYCCKUC 38.6OJ'ICB8.HI/I$I;

) PEKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS M NPUMEHEHHUS, NPU HEOOXOTUMOCTH BpeMs Ipuema
JIEKapCTBEHHOT'O IIPEnapara, NpOoAOLKATEIbHOCTD JICYEHHS, B TOM YHCIE y AE€TEH 10 U IOCJIE OJHOTO I0Aa;

3) BO3MOJKHBIE MOOOYHBIE JEUCTBUS M HEXKEJATEIbHBIC PEaKIUHU MPU TMPUMEHEHHH JIEKAPCTBEHHOTO
npernapara;

1) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 10 OKA3aHUIO TOMOILH MPH NEPEI03UPOBKE;
K) B3aUMOJICHCTBHUE C APYTUMH JICKApCTBEHHBIMH MIperapaTaMy U (MJIH) TUILEBBIMU MPOTyKTaAMU;
1) (hOpMBI BBIITyCKa JICKAPCTBEHHOT'O MPENapara;

M) ykazaHue (mpu HeoOXOAMMOCTH) OCOOCHHOCTEN NEUCTBHSI JICKAPCTBEHHOTO IpernapaTra mpu NepBOM
MpUEME W TPH €T0 OTMEHE;

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

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

I1) YCIIOBUS XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mperapara Jjisi MeIUIIMHCKOTO IPHUMEHEHHUS,

3) U3MEHEeHUs MecTa MPOU3BOICTBA JIEKAPCTBEHHOTO TIpernapata JUisi MEAUIUHCKOTO IPUMEHECHHUS;

4) W3MEHEHHMS MOoKazaTellell KaduecTBa JICKApCTBCHHOTO MpfriapaTta I MCAULIUHCKOTO NMPUMCHCHUA U
(HJII/I) MCTOOB KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IIpCriaparta Ajisd MEAUIUHCKOTO IPUMCHCHHA

5) u3MeHeHus CpoKa rOJHOCTH JIEKAPCTBEHHOTO Mpenapara Jjsi MEAULUHCKOIO IPUMEHEHUS;
6) cBeleHUH O HEOOXOJMMOCTHM BHECEHHS MHBIX HM3MEHEHHH B MHCTPYKIHMIO MO MEAULIHUHCKOMY

IPUMEHEHHUIO JIEKAPCTBEHHOI'O Mpenapara, a TakkKe B MUHbIE JJOKYMEHTBI, COJepKAILUecs B PETUCTPALIMOHHOM
JI0ChE Ha 3aperMCTPUPOBAHHBINA JIeKapCcTBEHHBIN npenapat. Ilpu 3ToM pelieHre O MPOBEAEHUU HKCIEPTH3BI
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

KayecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) SKCIEPTU3bl OTHOLICHHS 0KUIAEMOW MOIB3bl K BO3MOXHOMY
PUCKYy TIpUMEHEHHUsS JIEKapCTBEHHOIO Ipenapara Jyuisi MEIULIUHCKOTO NPUMEHEHUs IPUHMMAETCS B
COOTBETCTBUHM C YTBEPXKACHHOW YIIOJHOMOUYEHHBIM (eepaibHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH
KJaccuuKanuell M3MEHEHHMH, BHOCUMBIX B JOKYMEHTBI, COJEpXalluecs B PErucTPalMOHHOM JOChE€ Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar.

(dactpb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asgBuTeNnb BIOpaBe MPEACTABUTH MO COOCTBEHHOW HHMIIMATHBE BMECTE C 3asBICHHEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KalMecsl B PETUCTPALlMOHHOM JIOCBE Ha 3aperUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar i MEIULMHCKOrO0 MPUMEHEHMS], KON JOKYMEHTOB, IMOATBEPKAAIOIIUX YIUIATy
roCy/1JapCTBEHHOW IONUIMHBI 3a BHECEHHE B JOKYMEHTHI, COJAEpXKallluecs B PErucTPaliOHHOM J0Che Ha
3aperucTpUPOBAHHBINA JIEKAPCTBEHHBIN MpenapaT A MEAUIIMHCKOTO NMPUMEHEHHsI, U3MEHEHUH, TpeOyIOIX
IPOBEJCHUS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB B YACTH SKCIIEPTHU3bI KaUeCTBa JIEKaPCTBEHHOTO CPECTBA U
(unu) SKCTEepPTU3bl OTHOUICHHS 0XXKMIA€MOM MOJIb3bl K BO3MOKHOMY PHUCKY MPHMEHEHHUS JIEKapCTBEHHOTO
mpenapaTta A MEIUIMHCKOTO IPHUMEHEHUs, TOCYJapCTBEHHOM MOLIIMHBI 3a BHECEHME B JOKYMEHTHI,
coJiepKalliecsi B PErHCTPallMOHHOM [JOChE€ HAa 3aperuCTPUPOBAHHBINM JIEKAPCTBEHHBIM IpemapaTr Ul
MEIUIMHCKOTO TMPUMEHEHUs, W3MEHEHHH, He TpeOyoUMX MpPOBEIEHUS HKCIEPTU3bl JIEKaPCTBEHHOIO
CpEICTBA, a TakXKe BblIaBaeMble (TPEJOCTaBIsiEMbIe) YIOJHOMOYEHHBIMH (elepaibHbIMU OpraHaMu
WCITOJITHUTEJILHON BJIACTH JOKYMEHTHI (CBEJICHUS ), YKa3aHHbIe B yacTsaX 1.1 u 1.2 Hacrosmel ctateu. B ciayuae
UX HENpEeJCTaBICHUS YIOJTHOMOUYCHHBINH (efepanbHbli OpraH HCIOMHUTEIBLHOW BJIACTHU 3alpallnBaeT
yKa3aHHbIC JOKYMEHTHI (CBEJCHNUS) B MOPSAAKE MEKBEIOMCTBEHHOT'O HH(POPMALIMOHHOTO B3aUMOICHCTBHS.
(vactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TedeHue necATH pabouyMX AHEW CO AHS MOCTYIUIEHHS YKa3aHHOrO B 4yacTu | HacToslledl craThbu
3asIBJICHUS U HEOOXOAMMBIX TOKYMEHTOB YIIOJIHOMOUYEHHBIN (hefiepaabHbIi OpraH UCIIOJHUTEIBHOMN BIACTH:

1) IMPOBOAUT IIPOBEPKY IOJHOTHEI U JOCTOBCPHOCTHU CBeﬂeHHﬁ, CoaCpIKauXCsa B IPCACTABIICHHBIX
3asABUTCIIEM MaTCpUaJIaX;

2) mpUHMMAaET PEIIeHHE O MPOBEACHUM YKA3aHHBIX B YacTHU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIMX
9KCIIEPTU3 JIEKAPCTBEHHOT'O CPEICTBA WM 00 OTKAa3€ B UX IPOBEICHUU;

3) yBEeAOMIISIET B JICKTPOHHON MJIM MUCHbMEHHON (DOpMe 3asBUTEIISI O MPUHSATOM PEIICHUH WU B CITydae
TIPUHSTHS PelIeHUS 00 OTKa3e B MPOBEJACHUU COOTBETCTBYIOIICH SKCIEPTH3BI ¢ YKa3aHUEM MPHYUH TaKOTO
OTKa3a.

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

4.1. B ciay4ae BBISIBJICHUSI HEJOCTOBEPHOCTH CBEJICHHM, COIEPIKAIINXCS B MIPEICTABICHHBIX 3asBUTEIEM
MaTepuaiax, YHOJHOMOYECHHBIH (enepaabHblii OpraH HCIOJHUTEIBHON BJIACTH HANpPAaBISET 3asSBUTEIIO
3armpoc 00 yTOYHEHHWH YKa3aHHBIX CBeIeHHWH. J[aHHBIN 3ampoc MOKeT OBITh TepenaH YHOJTHOMOYEHHOMY
MPECTABUTEINIO 3asBUTENS JIMYHO TIOJ] PACIKCKY, HAIpPaBJICH IO MMOYTE 3aKa3HBIM IMHCHMOM WJIHM TIepelaH B
ANIEKTPOHHOHU (hopMe 1O TeIeKOMMYHHKAIMOHHBIM KaHajlaM CBS3H. B ciydae HampaBieHHs JaHHOTO 3arpoca
0 TIOYTE 3aKa3HBIM MUCHMOM OH CUMTAETCS MOJYYEHHBIM IO MCTEYCHUH LIECTH JHEW C JaThl HAIpaBlICHHS
3aKa3HOTo MHChMa.

(uactp 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asButenb 00s3aH MPEICTABUTh OTBET Ha 3alpoC YMOJHOMOUYEHHOTO (eaepaibHOro oOpraHa
WCTIOTHUTEIPHON BJIACTH B CPOK, HE TPEBBIMIAIOIINN JAEBIHOCTA PabOUYMX THEWU CO JTHS MOJTYYEHHUS JTaHHOTO
3anpoca. Cpok, yKa3aHHbIi B yacTu 4 HacTosIEeld CTaTbU, MPUOCTAHABIMBAETCS CO JHS HaMpaBlICHUS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

3asBUTEINIO 3aIpOCa YHOJHOMOYEHHOTO (hefepalbHOIO OpraHa MCIOJHUTEIbHON BIACTH 10 THS NOJIY4YEeHHUs
UM OTBETa Ha JJaHHBIM 3alIpOC U HE YUUTHIBAECTCA IPU MCUUCIICHUU CPOKAa NMPHUHATHS PELIEHUS O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEp)KallUecsl B PETUCTPALlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH Npenapar A1 MEAUIMHCKOTO TPUMEHEHHS.

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

5. OcHOBaHHEM JUIS OTKa3a B MPOBEJCHUH YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThbH SKCIIEPTHU3 ABJIACTCS
NPECTaBJICHUE OKYMEHTOB, MEPEYMCICHHBIX B YacTsAX | W 3 HACTOSIIEH CTaThd, B HEMOJHOM OOBeMe,
HEMpe/ICTaBICHHUE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA Ha YKa3aHHBIN B yacTu 4.1 HacTosel cratbu
3ampoc yMOJHOMOYEHHOTO (eIepalbHOTO OpraHa WCIHOJHUTEILHOW BIIACTH, a TaKXKe OTCYTCTBHE B
MPEJICTABIICHHBIX JIOKYMEHTAX JOCTAaTOYHBIX CBEJCHUMN, TOJITBEPKIAIONINX HEOOXOIUMOCTh BHECEHUS
W3MEHCHU, WM OTCYTCTBHE WH(MOPMAITUH, MOATBEPXKIAOMIECH (BaKT yIUIaThl rOCYJapCTBEHHBIX TMOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSINEH CTaThH.

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

6. YKa3zaHHble B 4acTH 2 HACTOSLIEH CTaThbU HKCIEPTU3bl MPOBOJATCA B MOPSAJIKE, YCTAHOBJICHHOM
crathelt 23 Hacrosiniero deaepaabHOTO 3aKOHA.

7. B cpok, He MPEBHIMIAIOIIMNA NEeCATH padOouMX THEW CO JHSA TMOJYyYEHUS 3aKIIOYCHHN KOMUCCHUM
OKCTEPTOB IO pe3yJbTaTaM yKa3aHHBIX B YacTH 2 HACTOSIIEH CTAaTbU SKCIEPTU3, YITOJTHOMOYCHHBINA
(denepanbHBI OpraH UCMOJHUTEIBHOMN BIACTH:

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

1) npuHUMaeT pelieHne O BHECEHWU H3MEHEHUH B JIOKYMEHTBI, COJEpIKaIlUecs] B PErUCTPAMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juis MEAUIWHCKOTO MPUMEHEHUs, I 00 OTKaze
BO BHECEHHH TaKUX U3MEHEHUN;

2) BHOCHUT B IOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
U3MEHEHUN B JIOKyMEHTBI, COJEp)KalMecs B PETUCTPALMOHHOM [JOChE HA 3apEerMCTPUPOBAHHBIN
JIeKapCTBEHHbIM MpenapaT A MEIULMHCKOTO MPUMEHEHHUs, He0OXOAMMBble M3MEHEHUs M BO3BpalllaeT UX
3asiBUTEIIIO;

3) BBLIAET 3asBUTENIO HOBOE PETMCTPALIMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOIO IIpernapara B Cilydae
W3MEHEHHUS CBEJICHU, COIEPIKALUXCS B HEM.
(. 3 BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM I 0TKa3a BO BHECEHHH U3MCHEHHI B JIOKYMEHTBI, COIEPIKAIIHECS B PETUCTPALIMOHHOM
JI0OChbe Ha 3aperHMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar il MEIUIMHCKOTO MPUMEHEHHS, SBISIETCS
3aKIIIOYCHUE YTIOJIHOMOYEHHOTO (heiepalibHOTO OpraHa UCIOJIHUTEILHOU BJIACTH O BO3MOXKHOCTH CHUKCHUS
0e30MmacHOCTH, KauecTBa, Y(H(HEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA B CIIy4ac BHECCHUS TAKUX H3MCHCHHM.

9. Jlomyckaercs oOpamieHHe JIEKapCTBEHHBIX IMPErapaToB UIsi MEAMIWHCKOTO TPUMEHEHHS 0
WCTCUCHHS CPOKa TOIHOCTH, MPOW3BEICHHBIX B TEUYECHHE CTa BOCBMHUICCATH THEHW TOCIE JaThl MPUHSTHS
YIIOJTHOMOYEHHBIM ()e/IepalbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH PEIICHHS O BHECEHUHM HM3MEHCHHMH B
JOKYMEHTBI, COIepIKaIecss B PETUCTPAIOHHOM J0Che, B COOTBETCTBUU C MH(OpPMALIUEH, colepKalenics B
JIOKYMEHTaX PETUCTPAIIMOHHOI'O 10Che Ha JICKapCTBEHHBIH Mpenapar A0 JaThl IPUHATHS TaKOTO PELICHHUS.
(vactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHue U3MeHEeHUM B AOKYMEHTbI, coAepalmecss B perucTtpaumuoHHOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

AOCbe Ha 3aperMcTpUpoOBaHHbIA NeKapCTBeHHbIW npenapatr Ans BeTepUHapHOro
npPUMeHeHus

I. B mensix BHECEHHS] W3MEHEHHH B JOKYMEHTBI, COJEpXKALIMECS B PETUCTPALMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TpETapaT JjIsi BETEPUHAPHOTO MPUMEHEHHUS, IePKATENh UITH BIIACIIeIl
PErUCTPALIMOHHOIO  yJIOCTOBEPEHUSI JIEKAPCTBEHHOIO Ipernapara WIM YIOJIHOMOYEHHOE UM Jpyroe
IOpUAMYECKOe JUI0 (Jalee B HACTOALICH cTaThe - 3asABUTENb) MPEICTABISIET B YHOJHOMOYEHHBIN
(denepanbHBIA OpraH WCIOTHUTEIBHOW BJIACTH 3asBIEHHE O BHECEHMHM TaKUX HW3MEHEHUH 1Mo ¢opme,
YCTaHOBJICHHOW yIIOJTHOMOYEHHBIM (peIepalIbHBIM OPTaHOM HCTIOTHUTEIBHOU BIIACTH, U MPUJIATaeMbIe K HEMY
W3MEHEHUsI B yKa3aHHBIE JOKYMEHTBHI, a TaKXKe JOKYMEHTHI, MOATBEPKAAIOIINEe HEOOXOAMMOCTh BHECEHUS
TakuX W3MeHEeHH. [Ipm HEoOXOAMMOCTH BHECEHHs] W3MEHEHUH B JOKYMEHTHI, COJIep)Kalluecs B
PErUCTPAllMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
NPUMEHEHHUs, B CIy4asX M3MEHEHHUS U (W) JOTOJHEHHUS MPOU3BOJCTBEHHOM IJIOMIAAKU JIEKAPCTBEHHOTO
CpeAcTBa, a TaKKe HM3MEHEHMsI MoKa3areJed KayecTBa JIEKAPCTBEHHOIO IMpernapaTta JJisi BETEPUHAPHOTO
MpUMEHEHUsT W (WJM) METOJOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOIO TMperapara Jjsi BETEPUHAPHOIO
MPUMEHEHUS 3asBUTENb JOMOJHUTEIHHO TIPEJICTABIAET B YIOJHOMOYEHHBIM (eaepalibHbIi  OpraH
WCTIOTHUTEIPHON BJIACTHU CJICAYIOIINE TOKYMEHTHI (CBEICHHUS ):

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHuss O Jare TPENOCTABICHHS W PETUCTPAIMOHHOM HOMEpE JHUIIEH3UH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPECTB, MPEJOCTaBICHHON MPOU3BOIUTENIO JIEKAPCTBEHHOTO Mpenapara Al BETePUHAPHOTO
MPUMEHEHHUS, JJIs1 POCCUHCKUX TPOU3BOIUTENCH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeneHuss O JaTe NPEJOCTaBICHHUS W PETUCTPALIMOHHOM HOMEpE JIMLEH3MH Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMaleBTHUECKOW CyOCTaHLMU, BXOASIIEH B
COCTaB JIEKaPCTBEHHOI'O IpenapaTa /Ui BeTepUHAPHOI0 IPUMEHEHUS, TSl POCCUICKUX MPOU3BOIUTENCH;

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) KOIIMAg AOOKYMCHTA, BbBIAAHHOI'O YIIOJHOMOYCHHBIM OpPraHOM CTpPaHbl MPOU3BOJUTCIIA JIA Ka)I(l[Oﬁ
MPOU3BOACTBEHHON IUIOMIAJKK  JIEKQPCTBEHHOIO Ipenapara [Jisi BETEPUHAPHOIO MPHUMEHEHHS U
TTOATBEPKIAIOIIETO COOTBETCTBHE MPOM3BOJIUTENS JICKAPCTBEHHOTO TIpermapara TpeOOBaHMSIM MOPABHUII
HaJyIeKalel MPOU3BOJCTBEHHON MPAKTUKHU, U €TI0 NEPEBOJ] Ha PyCCKUM S3bIK, 3aBEPEHHBIC B YCTAHOBIEHHOM
MOpsIKE, a TAK)KE KOMUS 3aKIIFOUEHUSI O COOTBETCTBUU MTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MpaBWJI HAJICKAIIeH MPOM3BOACTBEHHON MPAKTHKH, BBIIAHHOTO YIOJTHOMOUYEHHBIM (eIepalbHBIM OpraHOM
HCTOJIHUTEIBHOM BJACTU JUIS KaKJIOW MPOU3BOACTBEHHOW IUIOMIAJKHU JIEKAPCTBEHHOTO IIperapara s
BCTCPUHAPHOTO MNPUMCHCHMU, MO0 KOMUS pemicHud O IMPOBCACHHWN HWHCICKTUPOBAHUA TIPOU3BOAUTECIIA
JICKAPCTBCHHBIX CPCACTB, MPUHATOI0 YIIOJIHOMOYCHHBIM (bellepaJ'II)HBIM OopraHomM HUCIIOTHUTENBHON BIIACTH
JUISL Ka)KJOM MPOM3BOJICTBEHHOW IUIOIIA/IKK JIEKAPCTBEHHOI'O Ipenapara Jjisi BETEPUHAPHOTO NMPUMEHEHUS.
VKa3aHHbIE JOKYMEHTHI IPEACTABIIAKOTCS B Ciydyae, €CiId IPOU3BOJACTBO JIEKAPCTBEHHOTO IIperapara s
BETEPUHAPHOT0 IPUMEHEHUS OCYLIECTBIIIETCS 3a npeaenamu Poccuniickon denepannu;

4) xomMsi JOKYMEHTAa, BBIIAaHHOTO  YIOJHOMOYEHHBIM  OpraHOM  CTpaHbl  MPOU3BOAMUTENS
(apMareBTHUECKOW CyOCTaHIIMM W TIOATBEP)KIAIOIIEr0 COOTBETCTBHE MPOM3BOIUTENS (papMarieBTUIECKON
cyOcCTaHIIMH, BXOJALICH B COCTaB JIEKApCTBEHHOTO Mpenapara JJisi BETepUHApHOTo MPUMEHEHHUS, TPeOOBaHUSIM
IPAaBWJI HaJJIEKAIEH NPOU3BOACTBEHHON IPAKTUKH, U €r0 IEPEBOJ] Ha PYCCKUHU S3BIK, 3aBEPECHHBIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIyyae, €CIM MPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIAETCS 3a
npeaenamu Poccuniickoit denepanun.

(uactp 1 B pen. @enepanbroro 3akoHa ot 04.06.2018 N 140-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

1.1. B cnywyae u3MeHeHUS U (WUIM) AOMOJHEHUS TPOU3BOJICTBEHHOW IUIOMIAIKK JIEKAPCTBEHHOTO
CpeAcTBa IOKYMEHTHI, yKa3aHHbIE B YacTH | HACTOSIIENW CTaThbU, MPEICTABISIOTCS 3asBUTENIEM B OTHOLIEHUU
U3MEHSIEMOM U (WJIM) JOMOJHSAEMON MPOU3BOACTBEHHOM IUIOMIAJKU JIEKAPCTBEHHOIO cpejacTBa. Perienue o
BHECEHHHM M3MEHEHHI B JIOKYMEHTBI, COJEp)KAIUECs] B PETHCTPAIMOHHOM JOChe Ha 3apEeTrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpenapar JIjisi BETEPUHAPHOTO MPUMEHEHHUs, UiIu 00 OTKa3e B MX BHECCHUHM NMPHUHUMACTCS B
clly4ae HEOOXOJIMMOCTH IPOBEIEHUS IKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA B CPOK, HE IMPEBBIMIAIOIIUI
JEBSHOCTAa paboYMX THEH, a B OCTAIbHBIX CIyYasX B CPOK, HE MPEBBIIIAIOIINNA TPUALIATH pabouux AHEH co
THSI TIPUHSTHS YTIOTHOMOYEHHBIM (hefiepadbHbIM OPTaHOM HCIONHUTENBHON BIACTH 3asBICHUS O BHECEHUU
TaKUX U3MEHCHHI.

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

1.2. B cinywae peopraHuzanuy JepKaTesss WIM BIAJEIblla PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI0 IIperapara Juid BETEPUHAPHOIO IMPUMEHEHUs, pa3paboTuMKa WM IPOU3BOAUTEIS
JIEKapCTBEHHOI'0 IIpenapara Uil BETEPUHAPHOIO INPUMEHEHHsS B 3asABJICHUMM O BHECEHUU H3MEHEHUN B
JOKYMEHTBI, COAECPKAIUEC B PETUCTPALIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpernapar
JUIsL BETEPUHAPHOIO IPUMEHEHMs], YKa3bIBAalOTCS JAaHHbIE JOKYMEHTA, IIOATBEPIKAAIOIIETO BHECECHHE
COOTBETCTBYIOIIMX M3MEHEHUHN B ENUHBINA rocyJapCTBEHHBIM peecTp OPUINYECKUX JUI (A1 OopraHu3alui,
3apEeTUCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit Denepanun), WM HHOTO TOKYMEHTA, TOATBEPIKIAIOIIETO
peopraHu3alMio OPUAMYECKOro JMua (A1 OpraHu3aluil, HEe 3aperuCTPUpPOBAHHBIX HAa TEPPUTOPUU
Poccuiickoit ®enepanuu). 3asBieHHE O BHECEHWM W3MEHEHMH B JIOKYMEHTBI, coJepXaluecs B
PErUCTPallMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHHS, U TpUjlaraeMble K HeMy JOKYMEHTBI MPEJICTABIISIOTCS B YIIOJIHOMOYEHHBIN (heaepalibHbIid OpraH
WCIIOJIHUTEJIBHOM BJIACTU HE MO3/IHEE YeM depe3 TPUALATh padouux JTHEH cOo JHS BHECEHUS COOTBETCTBYIOIINX
u3MeHeHHud B EauHBIL  rocymapcTBeHHBI — peecTp  IOpPUAMYECKMX  JUI (Vi1 OpraHu3alui,
3aperucTpUPOBaHHbIX Ha TeppuTopuu Poccuiickoit deaepanun) wiM co THSA MPUHATUS COOTBETCTBYIOIIETO
JOKYMEHTa, IOATBEPXKAAIOLIET0 PEOPraHu3alyi0  IOPUIUYECKOro Juua (s OpraHu3aluid, He
3aperucTpUPOBaHHBIX Ha TeppuTopuu Poccuiickoit @enepanuu). B ciydae peopranuzanuu epxaress WId
BJIAJICJIbIIA PETMCTPALIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO IIpenapara Juisi BETEpUHAPHOIO IPUMEHEHUS
3asBJICHUE O BHECEHUM W3MEHEHUM B JOKYMEHTBI, COJEp)KaIMecs B PErMCTPAllMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar il BETEPUHAPHOTO MPUMEHEHHUs, MMOJAETCS IOPUINIECKUM
JUIOM, KOTOPOMY B XOJ€ pEOpPraHM3alMM IEepefaHo IpaBO BIAJNCHUS TAaKUM PETUCTPALMOHHBIM
YIOCTOBEPEHUEM.

(uactb 1.2 BBennena @exnepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

2. B cnydyae BHeceHUS M3MEHEHMH B JOKYMEHTBI, COJIEpXallUecs B PErMCTPALMOHHOM JOCbE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar uisi BETEPUHAPHOIO IIPUMEHEHNUs, B OTHOILIEHUH CBEICHH,
yKa3aHHbBIX B moamynkrax "e", "x", "k", "n", "H", "c", "X" mynkra 7 wactu 3 crtateum 17 Hacrosmero
®denepanbHOro 3aKOHA, M3MEHEHMs] W (MJIM) JONOJIHEHHUS NPOU3BOJCTBEHHOW IUIOIIAAKH JIEKapCTBEHHOTO
CpPEICTBA, a TaKkKe B ClIy4yac W3MEHEHHUs IIOKa3aTeleld KauecTBa JIEKapCTBEHHOIO Ipenapara Ui
BETEpUHAPHOTO MPHUMEHEHHs M (WIM) METOJOB KOHTPOJIS KayecTBa JICKApCTBEHHOTO Npenapara i
BETCPUHAPHOIO IPUMEHEHMs IPOBOAMTCS DKCIEPTHU3a JIEKAPCTBEHHOIO CPEIACTBA Ul BETEPUHAPHOTO
npuMeHeHus. B ciayuyae HeoOXOIMMOCTH BHECEHHsI MHBIX H3MEHEHHH B JIOKYMEHTBI, COJAepxKaluecs B
PErMCTPAllMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOTO
IIPUMEHEHUS, DKCIIEPTU3a JIEKaPCTBEHHOTO CPEICTBA JJIsl BETCPUHAPHOIO IPUMEHEHUS HE IIPOBOIUTCSL.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3agBUTENb BIpaBe NMPEICTaBUTh MO COOCTBEHHOW WHHIIMATHBE BMECTE C 3asBJICHUEM O BHECCHHUHU
U3MEHEHUNH B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar A1 BETEpUHAPHOTO NMPUMEHEHMS, KON JTOKYMEHTOB, MOATBEPKAAIOIIUX YIUIATY
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

rOCy/JapCTBEHHOW IOIUIMHBI 3a BHECEHUE B JOKYMEHTHI, COAEpXKAILMECH B PErMCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JEKapCTBEHHBIN Mpenapat JUisi BETEpUHAPHOTO MPUMEHEHUs, U3MEHEHU, TpeOyIoIHX
IIPOBEJICHUS] OKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEJICTBA, WIM HW3MEHEHUH, HEe TpeOyroMX I[pPOBEIECHUs
9KCIIEPTU3BI JIEKAPCTBEHHOTO CpeicTBa. B ciayyae HE0OXOJUMOCTH M3MEHEHMs CBEACHUMH, COAEpKALUXCS B
PEruCTPallMOHHOM y/JOCTOBEPEHHHM JIEKapCTBEHHOIO Tpernapara /i BETEepPUHAPHOIO NPHUMEHEHHus, C
3asdBJICHUEM, YKa3aHHbIM B 4acTH | HacTOsIIEH CTaTbu, 3asBUTEINIb BIIPABE IMPEICTaBUTH 110 COOCTBEHHOMH
VMHUIMATUBE KOMMIO JOKYMEHTa, NOATBEPKAAIOIIErO YIUIATY TIOCYJapCTBEHHOM MOLUIMHBI 3a BbIIAUY
PETUCTPAllMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOIO IIpenapara. 3asBUTENb BIPABE INPEACTaBUTH 11O
cOOCTBEHHOM MHMIIMATUBE CBEJICHUS O JIMLIEH3USX, yKa3aHHbIe B NyHKTax | u 2 yactu | Hacrosmien crateby, a
TaKKe BBbIJaBacMbIe YIOJHOMOYECHHBIMU (penepanibHbIMA OpraHaMH HCIIOJIHUTENFHONW BIIACTH JOKYMEHTHI,
yKa3aHHbIE B ITyHKT€ 3 4acTu | Hacrosmed craTeu. B cilydae HempeIcTaBlIeHHs YKa3aHHBIX JIOKYMEHTOB
(cBeneHMii) YNOJIHOMOYEHHBIH (efepabHbli OpraH MCIOJHUTEIbHON BJIACTH 3allpalllMBAaeT YyKa3aHHbIE
JIOKYMEHTBI (CBE/IEHUS) B OPSIIKE MEXKBEIOMCTBEHHOT'O MH(POPMAITMOHHOTO B3aUMOIEHCTBHS.

(uactb 3 B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B CcpoK, HE MPEBHIMANUN JecATH paboumx THEH cO JHS MOCTYIUICHHS yKa3aHHOTO B 4YacTu 1
HACTOSIIEH CTAaThbH 3asBICHUS W HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOYCHHBIN (QelepabHbIi opraH
HCTIOJIHUTEJILHOM BIACTHU:

1) IMPOBOAUT IIPOBEPKY IOJHOTEI U JOCTOBCPHOCTHU CBeﬂeHHﬁ, CoACpIKauXCsa B IPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) NMpUHHMMAET pelIeHHE O MPOBEIECHUHM SKCHEPTH3bl JIGKAPCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOTO
MIPUMEHEHHS WK 00 OTKa3e B €€ MPOBEACHUHY;

3) yBegoMIisieT B NMUCBMEHHOM (opme 3asBUTENS O NPUHATOM pELIEHUH WIA B Cllydae TNPUHATHS
perieHus 06 0TKa3e B IPOBEACHUH SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA JIIsl BETEPUHAPHOTIO MPUMEHEHHUS C
yKa3aHUueM IIPUYMH TaKOro OTKasa.

4.1. B crmy4ae BBISBICHUS HEAOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH CBEICHMH, COIEpIKAIIMXCSA B
MIPEJCTABICHHBIX 3asiBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepalibHbli OpraH UCIIOJHUTEIbHON BIacTH
HamnpaBJsIeT 3asBUTENIO0 3ampoc 00 YTOYHEHMM YKa3aHHBIX CBEIEHHWH. 3ampoc MOXKeT ObITh mepeaaH
YIIOJITHOMOYEHHOMY TPECTABUTEIIO 3asSBUTEIIS 1TOJI PACTIMCKY, HAPABJICH I10 MOYTE 3aKa3HBIM MHUCHMOM WIIH
nepesiaH B AJIEKTPOHHOW (OpMe TO TEIeKOMMYHHKAIlMOHHBIM KaHajlaM CBsi3W. B cilydae HampaBieHUs
3ampoca 00 YTOYHEHHH yKa3aHHBIX CBEICHHI IO MOYTE 3aKa3HBIM IMHCHMOM OH CUHTACTCS MOJTYYEHHBIM IO
VICTEUEHHH IIECTH JTHEH C aThl HAIPaBICHUS 3aKa3HOTO MMUCHhMa.

(uactb 4.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.2. 3asBuTens 00s3aH MPEACTABUTH OTBET HA 3alpoC YIOJIHOMOYEHHOTO (eAepatbHOr0 OpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMNN JeBIHOCTa pabouyMuX JHEH cO JAHS MOJy4YeHHUs JAHHOTO
3anpoca. Cpoku, ykazaHHble B 4acTu 1.l Hacrosiieil cratbu, MPUOCTAHABIMBAKOTCI CO JHSA HAIPABICHUS
3asIBUTEIIO 3alpoca YHIOJTHOMOYEHHOTO (pe/iepabHOrO OpraHa MCHOJIHUTENBHOM BIACTU 10 JHS MOJTyYeHUs
OTBETa Ha JAHHBIN 3alpOC U HE YUYUTHIBAIOTCS MPHU UCUYUCICHHHM CPOKAa TMPUHATHS PEIICHHWs O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKallhecsi B PETUCTPAllMOHHOM JOCh€ Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIH Npenapar AJis BETEpUHAPHOTO IPUMEHEHHUS.

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

5. OcHOBaHHuEM JJI1 OTKasa B MPOBCACHUHU SKCIICPTHUILI JICKAPCTBCHHOI'O CpCACTBA JJIsI BETCPHUHAPHOI'O
IIPUMCHCHUSA ABJISACTCA IMPEACTABIICHHUE AOKYMCHTOB, YKa3aHHBIX B 4YacCTiaX 1 u3 HaCTOHH_[Cﬁ CTaTbu, B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

HETOJTHOM 00BeMe WM OTCYTCTBHE B MPEACTaBICHHBIX JIOKYMEHTaX JOCTATOYHBIX CBEACHUIA,
MOJTBEPKAAIOUINX HEOOXOIMMOCTh BHECEHUS HW3MEHEHMH, JM0O0 HeNpeACTaBICHUE 3asBUTENIEM B
YCTAaHOBJIEHHBIA CPOK OTBETa HA yKa3aHHBIM B yacTu 4.1 HAcToOsILIEH CTAaTbU 3alpoc YIOJHOMOYEHHOI'O
(benepanbHOrO OpraHa HCHOJTHUTEIBHON BIACTH.

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

6. DxcmepTusa JEKapCTBEHHOI'O CPEACTBA [UIsl BETEPUHAPHOIO MPUMEHEHHUS B IIENIAX BHECCHUS
U3MEHEHUH B JIOKyMEHTBHI, COJepKallhiecs B PETUCTPALMOHHOM JOChe Ha 3apEeTrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar JJisi BETEPUHAPHOTO MPUMEHEHHUsS], OCYIIECTBIISIETCS B MOPSAKE, YCTAaHOBICHHOM
cratheit 24 Hacrosiiero deaepanbHOTO 3aKOHA.

6.1. B cpok, He mpeBBIIAIONIUN ACCITH PadOYMX THEW CO JHS TONYyYEHHs 3aKIIOUEHUS KOMUCCHUU
SKCIEPTOB MO pe3yjbTaTaM YyKa3aHHOW B YacTH 2 HACTOAIIEH CTaThbU ASKCHEPTHU3bI, YIMOJIHOMOYEHHBIN
(denepanbHBIA OpraH UCIOJHUTEIBHOMN BIACTH:

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

1) npuHUMaeT pelleHne O BHECEHWU M3MEHEHHUH B JIOKYMEHTBI, COJEpIKaIlMecs] B PErUCTPAlMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBII Mpemapar Ui BeTepUHAPHOTO MPUMEHEHHS, WM 00 OTKaze
BO BHECEHHH TaKUX U3MEHEHUN;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
U3MEHEHUN B JIOKyMEHTBI, COJEp)KallMecs B PETUCTPALMOHHOM [JOChE HA 3apErMCTPUPOBAHHBIN
JIeKapCTBEHHBIM Mpemnapar s BETePUHAPHOTO MPUMEHEHHs, HEOOXOIUMble U3MEHEHUS U BO3BpALIAeT 3TH
JIOKYMEHTBI 3asIBUTEIIIO;

3) BBIIAET 3asBUTENI0 HOBOE PETUCTPALMOHHOE YJIOCTOBEPEHME JIEKApCTBEHHOrO IIpemnapara Juls
BETEPUHAPHOIO TMPUMEHEHMSI B Cllydae HEOOXOJIMMOCTH W3MEHEHHs CBEJIEHUH, COIEpPXKAIIUXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BBIJAHHOI'O PErMCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara Jiis
BETEPUHAPHOI'O IPUMEHEHUS.

(. 3 BBenen PexnepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBennena denepanbHbIM 3aKk0HOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHECEHMS M3MEHEHUH B JOKYMEHTBI, COAEPIKAIIUECS B PErHUCTPALIMOHHOM J0ChEe Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Tpenapar AJii BETEPUHAPHOTO MPUMEHEHHUs, B YaCTH, Kacarolleucs
W3MEHEHUsT # (WIW) JOMOJHEHHUs TMPOU3BOJCTBCHHON IUIONMIAIKK JICKAPCTBEHHOTO IMIpernapara, NpH
MPE/ICTABIICHUH 3asBUTEJIEM B COOTBETCTBHU C IIYHKTOM 3 4YacTH | HACTOSIIEH CTaTbW KOIHMH PEIICHUS
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHUH WHCIEKTUPOBAHUS
MPOU3BOJUTENS]  JIEKAPCTBEHHBIX CPEJACTB CPOK, YyKa3aHHBIM B dyactu 6.1 Hacrosmieil crartbu,
MPUOCTAHABIMBACTCA CO JIHA TIOJYyYECHMs] 3aKIIOYCHUS KOMHCCHUHM OJKCIEPTOB [0 JHS [PUHATUA
YIOJTHOMOYCHHBIM (peIepalIbHBIM OPTaHOM HCITOJIHUTEIBHOW BJIACTH PEIICHUS O Bbgade Wi o0 oTKase B
BBIJJa4Y€ 3aKJIFOUYCHHS O COOTBETCTBHHM TIPOW3BOJMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM MPABHUII
HaJUIeKaIEel TPOU3BOACTBEHHOM MPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCEMBACCAT pabounx JHEH.

(dacts 6.2 BBeeHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIs OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEP/KALINECS B PETUCTPALIUOHHOM
JI0OChE Ha 3apPETUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar s BETCPUHAPHOIO NPUMEHEHMs, B ClIydasX, HE
TpeOyIOIMX IMPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJACTBA, SABISAETCS MpPENCTaBICHHE JTOKyMEHTOB,
yKa3aHHbIX B yacTsaX | u 3 Hacrosmied craTbd, B HEMOJIHOM OObeME WJIM OTCYTCTBHE B MPEICTABIECHHBIX
JIOKYMEHTaX CBEJICHHH, KOTOpbIE JOJKHBI OBITh B HUX OTpPa)KE€HbI, JTUOO HENpEICTaBICHUE 3asBUTENEM B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

YCTaHOBJICHHBI CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4.1 Hacrosmiel CTaThbH 3alpoC YHNOJIHOMOYEHHOTO
(enepanbHOrO OpraHa UCIOJHUTEIBHOMN BIACTH.
(uactp 7 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM JUIsi OTKa3a BO BHECEHWHM W3MEHEHHH B JIOKYMEHTBHI, COJepXamuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemapar sl BETEPUHAPHOTO
NPUMEHEHHS, B CIy4asX, TPeOYIOIMX NPOBEIACHUS SKCHEPTH3BI JICKAPCTBEHHOTO CPENCTBA, SBIISCTCS
3aKJIIOUEHHE YIIOJTHOMOYEHHOTO (peaepaabHOro opraHa MCIOJHUTEIBHOW BIACTH O BO3MOXXHOCTH CHUYKECHHUS
0€30MacHOCTH, KauecTBa, F(PPEKTUBHOCTH JIEKAPCTBEHHOr'O Mperapara BCJEICTBHE BHECEHHS M3MEHEHUH B
yKa3aHHbIE JOKYMEHTHI, 0TKa3 YHOJIHOMOYEHHOTO (peiepanbHOro opraHa MCIOJHUTEIBHON BIACTH B BbIIAYe
3aKIIIOYCHUSI O COOTBETCTBUU IPOW3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM HPABUI HaJIEKaIIen
MPOU3BOJICTBEHHON TMPAKTHUKU B ClIy4ae W3MEHEHHWs W (WJIM) JOTMOJHEHHS MPOW3BOJICTBEHHOH IIONIAIKA
JIEKapCTBEHHOTO TIperapara, €cid IPOM3BOJCTBO JICKAPCTBEHHOTO Ipermapara Uil BETEPUHAPHOTO
IPUMEHEHHsI OCYLIECTBIIIETCS 3a npeaenaMu Poccutickoit depepariiiy, Wik OTCYTCTBHE 3TOTO 3aKIIOYCHUS.
(uactpb 7.1 BBennena @exnepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

8. Jomyckaercss oOpalleHHe JIEKapCTBEHHBIX IMPENapaTroB Ui BETEPHUHAPHOTO IPHUMEHEHHS 0
WCTEUCHHs CPOKa TOIHOCTH, MPOU3BEICHHBIX B TEYEHHE CTa BOCBMHUICCATH THEHW TOCIE NaThl MPUHSTHS
YIIOJITHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HWCIIOJTHUTEIBHOW BIIACTH PEIICHWS O BHECCHWH W3MEHEHHWH B
JOKYMEHTBI, COJIEpKAIIHMEcs] B PErHCTPALIMOHHOM JIOChE Ha JICKAPCTBEHHBIM IIpernapaTr, B COOTBETCTBUH C
nH(popMmanuei, cogepkameiics B TOKYMEHTaX PErHCTPAllMOHHOTO JIOChEe Ha JIGKapCTBEHHBIM Hpemnapar 0
JaThl IPUHATHUS TAKOTO PEIICHUS.

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

CratbAa 32. OTMeHa rocyaapCcTBEHHOW perncTpauum fieKapcTBeHHOro npenapara

Pemenne 00 OTMEHE rocynapcTBEHHOM pEruCTpalydu JIEKAPCTBEHHOrO Ipernapara W HCKIIOYEHHUH
JIEKapCTBEHHOI'0 IIpemapara U3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB IPUHUMAETCA
YIIOJIHOMOYEHHBIM (he/IepalibHBIM OPraHOM HCTIOJIHUTENFHON BIACTH B CIIy4Yae:

1) mpexncraBiieHust COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (heJepaabHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH 3aKJIIOYEHMSI O PUCKE UM 00 Yrpo3e 3/10pOBbIO, KHU3HU YEJIOBEKa WM KUBOTHOTO MPU MPUMEHEHUU
JIEKapCTBEHHOI'0 Iperapara, MpeBbIIIAMUX ero 3(pQeKTUBHOCTb, M0 Pe3yibTaTaM OCYLIECTBISEMOIO UM
MOHUTOPHHIa 0€30MaCHOCTH JIEKAPCTBEHHOI'O MpenapaTa;

2) momayM JAep)kaTelieM WIM BIAJENbIEM pPErHCTPAllMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernapara Wid yInoJHOMOYEHHBIM UM JIPYTHM IOPUANYECKUM JIMIIOM 3asBJICHUSI 00 OTMEHE roCyAapCTBEHHON
perucTpanuy JeKapcTBEHHOI O IIpernapara;

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

3) HEMOATBEPKACHUS TOCYJAPCTBEHHON PErUCTPAlUU JIEKAPCTBEHHOTO Iperapara o UCTEUYEHUU CpoKa
JEHCTBUS PErHCTPAIIIOHHOTO YOCTOBEPEHHUS, BBIIAHHOTO HA TISTH JIET;

4) HempenCTaBICHMS 3asBUTENIEM HH(POPMALMU, KOTOpas MOXKET MOBJIEYb 3a OO0 HEOOXOIUMOCTb
BHECECHMsI U3MEHEHUHN B JOKYMEHTBI, COACPIKALIUECH B PETHCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIeKapCTBEHHBIH Mpenapar, B TeUeHUe TpUALATH pabounx JHEN Co JHS HACTYIUIEHUS ATUX U3MEHEHUM;

5) OCYHIECTBJICHHS TOCYIapCTBEHHOW PETHUCTpAIlMU JICKapCTBEHHOTO TMperapata I0J TOPTOBBIM
HAaMEHOBAHHUEM 3apEeTUCTPUPOBAHHOTO paHee O] STUM TOPrOBHIM HAaWMEHOBAaHHEM JIEKApPCTBEHHOTO
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

npenapara, OTJIMYAIOIIErocss KAUeCTBEHHBIM COCTaBOM JI€HCTBYIOIINX BEIIECTB;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) OCYIIECTBIICHUSI TOCYJIaPCTBEHHON PETUCTPAIlMU OJHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHWM OJHOTO ¥ TOTO JKE€ JepKaTelid WM BIAJENblla PETUCTPANMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO IMperapara B BHJIC IBYX U 0oJiee JICKAPCTBEHHBIX MPEIapaToB MO PAa3IMIHBIMU TOPTOBBIMU
HaMMEHOBaHHUIMU,

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

7) BBIHECEHUS CYJOM pEIIeHUs O HapyLIeHHM IpaB MpaBooOsafareiss 0ObEKTOB HMHTEIUIEKTyalbHOU
COOCTBEHHOCTH MPH 0OpaIleHNH JIEKApCTBEHHBIX CPE/CTB;

8) oTcyTCTBHSI JIEKQpCTBEHHOTO MpernapaTta B oOpamieHuu B Poccuiickoii denepanyil B TEUEHUE TPEX U
Oouee JeT;

(n. 8 BBenen denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) HEBBINONIHEHUs AeprKAaTeTIeM WU BIAJENblIeM PEerHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO
npemapaTta JIMOO YMOTHOMOYCHHBIM WUMHU APYTUM HOPUIMYECKUM JUIIOM MEPONPHUSATHN 1O 00ecTeueHUro
0€30MacCHOCTH JIEKAPCTBEHHBIX MPENAapaToB, YCTAHOBICHHBIX YIIOJIHOMOUYEHHBIM (erepalbHbIM OpPraHoOM
HCTOJIHUTEIBHON BJIACTH B COOTBETCTBHUM C 4acTsAMH 3 U 4 ctarbu 64 Hactosmero deaepaibHOro 3aKoHa, B
paMKax OCyIIeCTBIICHHs (papMaKOHAA30Pa;

(. 9 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

10) oTkaza meprkareis WM BIaJeNblla PETUCTPAMOHHOTO yIOCTOBEPEHHsI JIEKAPCTBEHHOTO Mpernapara
A100 YMOJTHOMOUYEHHOTO MMH JPYroro IOPUINYECKOro JIMIA OT BHECEHUS W3MEHEHMH B WHCTPYKIHIO 10
MPUMEHEHHIO JICKApPCTBEHHOTO TpenapaTa, KacalolIUXCsl HOBBIX MOATBEP)KICHHBIX JAHHBIX O TOM, YTO PUCK
MPUYMHEHUST Bpela 370pPOBHI0 YENIOBEKa WIIM JKMBOTHOTO BCIICACTBHE NpHEMa JIEKAPCTBEHHOTO Iperapara
npeBbiaeT 3G HEeKTUBHOCTH €ro MPUMEHEHUS.

(n. 10 BBenen deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2023 crt. 32 gononnsiercs m. 11 (D3 ot 27.12.2019 N 475-D3).

Cratbsa 33. NlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. 'ocynapcTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB CONEPIKUT NIEPEUEHD JIEKAPCTBEHHBIX IIPENApPaTOB,
MPOMIEIINX TOCYJAPCTBEHHYIO PETHCTPALHUIO, TepeueHb (apMaleBTUYECKUX CYOCTaHIMHA, BXOAAIINX B
COCTaB JICKaPCTBEHHBIX MIPENapaToB, U CIEAYIOIIYI0 HHPOPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB:
a) HaWMMEHOBaHWE JICKAPCTBEHHOTO  IMpemapata (MEXIyHapOJHOE  HEMaTeHTOBAHHOE,  WJIU
IPYNIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

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

0) sexapcTBeHHast (opma C yKa3zaHHEM JIO3MPOBKU JIEKAPCTBEHHOTO Mperapara M ero KOJMYecTBa B
MOTPEOUTENTHCKOMN YIIaKOBKE;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

B) HaMMEHOBAaHHME JepXKaTellsl WM BIAAEiblla PETUCTPAMOHHOTO YIOCTOBEPEHHS JIEKapPCTBEHHOT'O
mpernapara M CBEACHUS O PErHCTpalldy JepkaTellss WM BIAJeNblla PETUCTPAIMOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOTO Tpernapara Juii MEAMLIMHCKOTO MPUMEHEHHs B KauecTBE HAJOTOIUIATENIBIIMKA B CTpaHe
perucTpanyu (UIE POCCUHCKUX IOPUIUYECKUX JIMI - HWACHTU(UKAMOHHBIA HOMEp HAJIOTOIUIATENbIINKA
(MHH), anst WHOCTpaHHBIX IOPUIMYECKHUX JIMI[ - CTPaHa PETUCTPAIH, HAUMEHOBAHUE PETHCTPHPYIOMIETO
OpraHa, perucTpanMoHHBII HOMEp, KOJI HAJOTOIIaTENbIINKA B CTPAHE PETUCTPALUH (MHKOPIIOPALIMH) HITH €TI0
aHajor);

(mm. "B" B pen. denepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAaHUE W aJpec MPOU3BOAMUTEINS JIEKAPCTBEHHOTO TpemnapaTa M CBEACHUS O PETUCTPAIUH
MPOU3BOUTENSL  JICKAPCTBEHHOTO  TIpemapara  JUIi  MEJUIIMHCKOTO  TPUMEHEHUS B KadecTBe
HAJIOTOTUIATEIBINKA B CTPaHE PETUCTPAIUH (U1 POCCHUCKUX FOPUAMYECKUX JIHI - HACHTH()UKAIMOHHBINA
Homep Hanoromnatensimuka (MMHH), m1s WHOCTpaHHBIX IOPUAMYECKHX JIUII - CTpPaHa PETUCTPALUH,
HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJ HAJIOTOIUIATENbIINKa B CTpaHe
perucTpanuy (MHKOPIOpPALKH) WIK €r0 aHaJoT);

(nm. "r" B pen. @enepanbHoro 3akoxa ot 28.12.2017 N 425-03)

1) (apmakoTepaneBTHIeCKas rpyImnmna, KOJ{ JIEKapCTBEHHOT O mpernapara 1o
aHATOMO-TEpaneBTHUECKO-XUMUYECKON KilacCU(pUKallMK, peKOMEeHJA0BaHHON BcemupHoil opranuzanueit
3paBOOXPAHEHUS;

(nm. "n" B pea. @enepanbHoro 3akoxa ot 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTUBOMOKA3aHMsI K MPUMEHEHHIO JIGKAPCTBEHHOTO Mpernapara;
) MOOOYHBIE IEHCTBHS JIEKApCTBEHHOTO MIPENapara;

3) CPOK F'OJTHOCTH JIEKAPCTBEHHOTO Mpenapara;

1) YCJIOBUS XpaHEHUs JIEKapCTBEHHOTO Mpernapara;

K) YCIIOBHSI OTITyCKa JIEKapPCTBEHHOI'O MIpernapara;

J) HOMep (apMakoneiHHON cTaTbM WM B ClIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

M) JlaTa TOCYJapCTBEHHOW PETUCTpallMy JIEKAPCTBEHHOr'O IMpenapara U €ro perucTpalMoOHHbIN HOMED,
JaTa 3aMEHbl  PETHCTPALMOHHOTO  YAOCTOBEPEHHUs JIEKAPCTBEHHOTO TMperapaTta Ha  OeccpodyHoe
PErUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO IMperapaTa, JaTta MoJaaud 3asBICHHUS O MOATBEPKICHUH
TOCYJaPCTBEHHOM pPETHUCTpaIliy JICKapCTBEHHOTO Ipernapara, Jara OTMEHbI TOCYJIapCTBEHHOW PErHCTpPalUH
JIEKapCTBEHHOT'O Tperapara;

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

H) KaueCTBEHHBIA COCTAaB M KOJIMYECTBEHHBIM COCTaB JICMCTBYIOIIMX BEIIECTB M KAUECTBEHHBIM COCTaB
BCIIOMOTaTEJIbHBIX BEIIECTB JIEKAPCTBEHHOIO Mpernapara;

(nn. "H" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) nH$popMalus 000 BCeX pa3peIieHHbIX BUaX BTOPUYHON (MMOTPEOUTETHCKON) YITaKOBKH;
(nm. "o" BBeaen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

H) AaTta MPUHATHA pPCIICHUA O BO3MOXHOCTH pPacCMaTpUBATh J'IeKapCTBeHHHﬁ npemnapar Inpu
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

l"OCy,Z[apCTBCHHOI\/'I peructpaniu B Ka4dCCTBC Op(l)aHHOl"O JICKApCTBCHHOTO IIpfIiapara (,I[J'ISI JICKApCTBCHHBIX
npenapaTtoB JJIis1I MCAUTTUHCKOT'O HpI/IMCHGHI/IH);

(mn. "n" BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-®3)

p) Hamu4We JIEKapCTBEHHOTO TIpernapara B [EPEYHE JKU3HEHHO HEOOXOAUMBIX U BaKHEHIIHMX
JICKapCTBEHHBIX MPENapaToB (MJIs IEKaPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO MPUMECHECHHS);
(mm. "p" BBemeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOro 3akoHa OT
27.12.2019 N 475-®3)

C) HajJu4Me B JICKAPCTBEHHOM IIpenapare HApKOTUYECKUX CPEACTB, MCUXOTPOMHBIX BEIIECTB U MX
MPEKYpPCOPOB, MOJIekKaAIMX KOHTpoto B Poccuiickoit deaepanuu, B COOTBETCTBUU € 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanun, MexIyHApOIAHBIMU JoroBopamu Poccuiickoir @enepanuu, B TOM uucie EguHoin
KOHBEHIIMEH 0 HapKOoTHYecKuX cpenctBax 1961 rona u KonpeHimen o ncuxoTponHbix BemecTBax 1971 rona;
(nm. "c" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

T) HHGOPMALIUS O TOM, SIBJISETCS JM JaHHBINA JIEKAPCTBEHHBIN IMpenapar peepeHTHHIM JeKapCTBEHHBIM
IIpenapaToM;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

}’) CBCICHHA O IIoJayc€ 3asdBJICHUA O BHCECCHUU H3MCHCHUU B AOKYMCEHTBI, COACpKAIIUCCA B
PErUCTPpallMOHHOM JOCBEC HA HeKapCTBCHHLIﬁ Impenapar,

ne,n

(nm. "y" BBeaen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhsblii 3akoH oT 27.12.2019 N 475-D3;

X) CpPOK BBE/ICHUS JIEKAPCTBEHHOTO TIpenapaTa B TpakJaHCKHii 000poT;
(nm. "x" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUHU (hapMalleBTUUECKUX CYyOCTaHIIMMA:

a) HaWMecHOBaHWE ¢apMaleBTUYECKOW CyOcTaHmMM (MEXKIyHapOAHOE HEMAaTeHTOBAaHHOE, WIH
TPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

0) HAaMMEHOBAaHUE U AAPEC MPOU3BOAUTEINS (hapMALIEBTHUECKON CyOCTaHITNH;
B) CPOK TOJHOCTH (hapMareBTUIECKON CyOCTaHINY;
I') yCJIOBUS XpaHeHHs! (papMalieBTUUYECKON CyOCTaHIINH;

1) HOMep (apMaKOIEHHOWM CTaTbU WM B CIydyae €€ OTCYTCTBHSI HOMEpP HOPMATUBHOM JTOKyMEHTAllUU
1100 HOPMATUBHOTO JJOKYMEHTA;

€) Hainyue (apMaleBTHUECKOW CyOCTaHIMU B [EpPEYHE HAPKOTUYECKUX CPEACTB, MCUXOTPOIMHBIX
BEIIECTB M HUX MPEKypCOPOB, NOMICKAMMX KOHTposro B Poccuiickoit denepanniv, B COOTBETCTBUU C
3aKoHomarenscTBOM Poccuiickoit @epepannn, MexIyHapoaHbIMU noroopamu Poccuiickonn denepanuu, B
TOM uncie EnMHON KOHBEHIMEHW O HapKOTHYECKHX cpeAcTBax 1961 roma m KoHBeHIMEN O NMCHXOTPOITHBIX
BemectBax 1971 roxa.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2. @apmareBTHYECKas CyOCTaHIUS, MPOU3BEACHHAs MJs pealn3allHi, MOXET OBITh BKJIIOYEHA B
TOCY/IapCTBEHHBIA PEeCTp JIEKApCTBEHHBIX CpPEJCTB Ha OCHOBAaHUM 3asBICHUA pPa3padOTUMKa WU
MIPOU3BOIUTEINS JIEKAPCTBEHHOTO CPEJICTBA JIMOO YIOJIHOMOYEHHOTO MU IOPUIMUYECKOTO JIUIA TIPH YCIOBUU
MPOBEJICHUS B OTHOIIIEHUH TaKOH (hapMarieBTHUECKON CyOCTaHITNHM SKCIIEPTHU3hI KauecTBa (papMarieBTUIeCKOn
cyOCTaHIIMM B TIOPSIIKE, YCTAaHOBJICHHOM cTaThell 34 Hacrtosimero deaepaqbHOro 3akoHa. B oTHomeHWn
(dapmaneBTHUECKUX CyOCTaHIMM, NPOU3BEACHHBIX JJIs pealu3alid, B TOCYJapCTBEHHOM peecTpe
JIEKapPCTBEHHBIX CPEJICTB COJIEPKUTCS ClIeayroIas nHhopMaIus:

1) HaumeHoBaHHMe (apMaleBTUYECKON CyOCTaHIMM (MEXIyHapoJHOE HEMaTeHTOBAaHHOE, WU
IPYIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

2) HauMEHOBaHHE, aJpec MPOU3BOAMUTENS (apMalleBTUUECKON CyOCTaHIMM, a TaKK€ B OTHOLLIEHUU
JICKapCTBEHHBIX CPEACTB [UIsI MEAMIIMHCKOIO TPHUMEHEHHUS CBEJEHUS O perucTpanuv IpOU3BOIUTENS
(apmareBTHUECKON CyOCTaHIIMM B KayeCTBE HAJIOTOIUIATENbIIMKA B CTPAHE PETUCTpAlMU (IJIs1 POCCUHCKUX
IOPUAMYECKUX JIMIl - UACHTU(DUKAIMOHHBIM HOMep Hamoromarensiuka (MHH), ans wHOCTpaHHBIX
IOPUJIMYECKUX JIMI] - CTpaHa PETrHCTpalyy, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, pPerucTpaldOHHBIN
HOMEDP, KOJI HaJIOTOIUIATelbIMKA B CTPAHE PErUCTpalui (MHKOPIOPALIMH) WU €T0 aHAJIor);

(n. 2 B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (papMarieBTUIECKOM CyOCTaHIINN;
4) ycnoBus XpaHeHus (papMareBTUIECKON CyOCTaHIINM;

5) HoMep (apmakomneitHo#i cTaThu MO0 B Cllyyae ee OTCYTCTBUS HOMEp HOPMAaTHBHOM JOKYyMEHTaluu
WM HOPMATHUBHOTO JJOKYMEHTA;

6) Hammuue (QapMaleBTUYECKOH CyOCTaHIIMM B TepeYHE HAPKOTUYECKHX CPEACTB, TCHUXOTPOIHBIX
BEIIECTB M HX MPEKypCOpPOB, MOMICKAMMX KOHTpouro B Poccuiickoit denepanuii, B COOTBETCTBUU C
3aKoHoOarenbcTBOM Poccuiickoit @eaepannn, MexIyHapoaHbIMU foroBopamu Poccuiickoin denepanuu, B
TOM yucie EnuHoil KOHBEHIMEH O HapkKoTHYecKuX cpeactBax 1961 roma m KoHBeHIIMEW O MCHUXOTPOIHBIX
BemrecTBax 1971 ropa;

7) nata BKIIOYEHHUs (papMaleBTUYECKOH CyOCTaHIIMM B TOCYAAapCTBEHHBIH peecTp JeKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS W3MEHEHWH B JOKYMEHTHI (apMalleBTUYECKOW CyOCTaHIWHM, AaTa HCKIIOYEHUS
(bapmaneBTHUECKOI1 CyOCTaHIIMN U3 FOCYIAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEJICTB.

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

3. HO[!HZ!OK BCACHUA TOCYAApCTBCHHOIo peecTpa JICKAPCTBEHHBIX CPEACTB I MCAUIHUHCKOI'O
IMPUMCHCHUA U HOPANOK BCACHUSA IOCYyHAAPCTBCHHOI'O PECCTpa JICKAPCTBCHHBIX CPCACTB HJIsI BETCPHUHAPHOI'O
NPUMCHCHUSA YTBCPIKAAOTCA COOTBCTCTBYOIIIUM YIIOJITHOMOYCHHBIM @eﬂepaHLHHM OpraHom HUCIIOJIHUTEIBLHOMN
BJIACTH.

Cratba 34. BknrwoyeHMe B rocyfapCTBEHHbIA peecTp JIeKapCTBEHHbIX CpeaAcTB U
UCKIIOYeHNe U3 rocyfapCTBEHHOro peecTtpa NeKapCTBEeHHbIX cpeaAcTB hapmMmaueBTUYECKOU
cyb6cTaHuum, nponsBeaeHHOM ANns peanusauum
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

1. Jng BriodeHUS (papMareBTHYECKOW CyOCTaHIMHM, TPOW3BEICHHOW IS pealiu3allid, B
rOCYIapCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB, TPOBOAUTCS IKCIIEPTH3A €€ KaUeCTBa.

www.consultant.ru Crpanvua 74 n3 130
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=342001&date=15.03.2021&demo=2&dst=100018&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342001&date=15.03.2021&demo=2&dst=100018&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=135628&date=15.03.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=135628&date=15.03.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=121091&date=15.03.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=121091&date=15.03.2021&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100536&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100536&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=205524&date=15.03.2021&demo=2&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=205524&date=15.03.2021&demo=2&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=223533&date=15.03.2021&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=223533&date=15.03.2021&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100546&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100546&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

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

2. DKcrepTH3a KauecTBa yKa3aHHOW B yacTh | Hacrosimeil craThu (apMalieBTHYeCKON CyOCTaHIUH,
COCTABJICHUE KOMHUCCHUEH JKCIEPTOB 3aKIIOYEHUHN II0 PE3yJIbTaTaM 3TOM JKCIEPTU3bl U UX HAIPABICHUE B
YIOJHOMOYEHHBIN  (enepanbHblii OpraH HCIOJHUTENBHONM BJIACTU  OCYILECTBISIIOTCS B CpPOK, HE
MPEBBIIAIONINN  [IECTHIECATH pabdoyux JHEHM co JHA TOJyYeHUs HKCHEPTHBIM  YUpEexkJICHUEM
COOTBETCTBYIOLIETO 3a/laHUsl  YIIOJHOMOUYEHHOIro (efepalbHOrO OpraHa HCIOJHUTENBHOW BIacTd U
CJIEAYIOUINX IOKYMEHTOB (CBEIeHHH):

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBexeHuss 0 naTe MPEAOCTABICHHS M PETUCTPALMIOHHOM HOMEpE IHUIICH3MH Ha MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB MJIM CBEICHHUS O JIaTe MPEIOCTABICHUS U PETHCTPALIMOHHOM HOMEpPE 3aKIFOYCHUS O
COOTBETCTBUHM  TPOM3BOIUTENS  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHWUSM  OpaBUI  HaJJIekKalneil
IPOU3BOJICTBEHHOM NPAaKTUKH, BBIAAHHBIX (IPEAOCTABICHHBIX) YIOJIHOMOYEHHBIM (elepalbHbIM OpraHoM
UCIIOJIHUTENIHOW BJIACTH, B Cllyyae, €ClIM IPOU3BOACTBO JICKAPCTBEHHOI'O CPEJCTBA OCYIIECTBISIETCS B
Poccuiickoit ®enepanuu;

(B pen. ®enepanbubix 3aKkoHOB 0T 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) Komus JOKYMEHTA, BBIIAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOIUTENS JIEKAPCTBEHHOTO
CPEJICTBA M MOJATBEPIKJAIOLIEr0 pa3pelieHue MPOU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA, U €ro MepeBo] Ha
PYCCKHIl f3BbIK, 3aBEpEHHBbIC B YCTAaHOBJICHHOM HOpPSIKE, a TaKXKe KOMUS 3aKII0YEHHs O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUI HaJJIeKalleil MPOU3BOACTBEHHON MPAKTHKH,
BBIIAHHOTO YIOJTHOMOYEHHBIM (heiepaqbHbIM OpPraHOM HCIIOJHUTEIHHONW BIIACTH, JTHUOO KOMUS pPELICHUS
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCIOJHUTEILHON BIACTH O TPOBEJICHUH WHCICKTUPOBAHUS
MIPOU3BOJUTEINS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHbIE JOKYMEHThI IPEACTaBISIOTCA B Clydyae, €cliu
MPOU3BOACTBO JEKAPCTBEHHOI'O CPEICTBA OCYIIECTBIsICTCS 3a npeaenaMu Pocculickoit @eaepanuu;

(. 2 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
3) AOKyMEHT, CoiepKalllii CIeYIONIre CBEACHUS O (papMalleBTUIECKOM CyOCTaHIUH:
a) HauMeHoBaHue (papMaIeBTHUECKON CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOWCTBA;

0) HAaMMEHOBAaHUE U A/IPEC MTPOUZBOAUTEIIS;

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpoOnU3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTaguigX IMMPONU3BOACTBA,

I') OlMcaHKe pPa3paboOTKH MpoLecca MPOU3BOICTBA;

1) OMCAaHNE KOHTPOJISI KPUTHUECKUX CTaui Mpolecca MpOU3BOICTBA U IPOMEKYTOUHOM MPOAYKIIUH;
€) JOKyMEHTAJIbHOE MOJITBEPXKACHUE (BaIUJaIM) POLIECCOB U (MJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa ACHCTBYIOIIUX BEIIECTB;

3) XapaKkTepHUCTHUKa IPUMECEi;

1) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U €€ 000CHOBAHUE;

K) AaHAINTHYECKHE METOAWKH, HCIOJNb3yeMble IPM  OCYIIECTBICHMH KOHTPOJIS  KadyecTBa
(hapmareBTHUECKOIN CyOCTaHIINY;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

J'I) AOKYMCHTAJIBHOC TMOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAJIUTUYCCKUX MCETOAUK, HUCIIOJB3YCMbIX [IPU
OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBA (I)apMaI_ICBTI/IHGCKOI\/II CY6CTaHI_II/II/I;

M) pe3ybTaThl aHaTN3a cepuid (hapMareBTHUECKON CyOCTaHIINY;

H) TIEpEUeHb CTAaHJIAPTHBIX OOpa3lOB WJIM BEUIECTB, MCIOJIb3YEMBIX MPH OCYIIECTBICHHH KOHTPOJIS
Ka4yeCcTBa,

0) ONKMCAHKUE XaPAKTEPUCTHK M CBOMCTB YIIAaKOBOYHBIX MATEPHUAJIOB U YKYIIOPOYHBIX CPEICTB;
1) IJaHHBIE O CTAOMIBHOCTH (papMaIeBTUUYECKON CyOCTaHIIHH;
P) CPOK TOJTHOCTH;

4) NOKYMEHT, COJEp)KalllMil CBEJIEHUS O PErucTpalud IMPOU3BOJAUTENS JEKAPCTBEHHBIX CPEIACTB IS
MEJUIIMHCKOTO MPUMEHEHHS B KauyeCTBE HAJIOTOIUIATENbIMKa B CTpaHE perucrpauuu (A1 pOCCUMCKHUX
IOpUANYECKUX JIMI - WICHTU(PUKAIUMOHHbI HoMmep Hanoromarensiuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKUX JIML - CTpaHa PETUCTPALUM, HAUMEHOBAaHUE PETUCTPUPYIOIIETO0 OpraHa, PEerucTpaliOHHBIN
HOMEp, KOJI HAJIOTOIJIaTeNbIUKA B CTPAHE PErHCTPalui (MHKOPIOpALMN) UIIH €r0 aHaJjor).

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

3. Jlns mpoBeeHrs KCIEePTU3bl KauecTBa yKa3aHHOM B yacTu | HacToslel cTathil (hapManeBTHUECKOM
cyOCTaHIMK 3asBUTEIb MPEACTABIISIET B YIIOJTHOMOYEHHBIN (efiepalibHbIN OpraH UCTIOJHUTEILHOM BIACTH:

1) 3asgBieHHEe O BKIIOYCHWH B TOCYAAPCTBCHHBIH pPEECTp JICEKAPCTBEHHBIX CPEICTB JaHHOU
(hapmareBTHUECKOI CyOCTaHIINY;

2) Komus JOKYMEHTa, MOJTBEPXKJAIOIIEro YIUIATy TOCyJapCTBEHHOW MONUIMHBI 3a BKIIOYEHHE B
TOCYJIapCTBEHHBII PEECTp JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CyOCTaHIMM, NMPOU3BEICHHON s
peanuzanuu, JIuOO MO COOCTBEHHOW WHMIIMATUBE YKa3aHHBIM JOKyMEHT. B ciyuyae ero HempeicTaBlieHUs
3asiBUTENIEM YTIOJTHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTEIBHONW BJIAcTH MpoBepseT (akT YIaThl
rOCyJJapCTBEHHON NOUUIMHBI 3asBUTEIEM C HCIOJIb30BaHHMEM HH(pOpMaunuu o0 ymiaTe rocyaapcTBEHHON
HNOUUIMHBI, cofepxamieiics B [ocymapcTBeHHON HWHPOPMALMOHHOM cHCTEME O TOCYAAapCTBEHHBIX U
MYHULMIIAJIBHBIX  IUIaTe€XaX, HA OCHOBAHMU INPEJICTABICHHON  3asfBUTEIEM KONMHM  JIOKYMEHTa,
MOATBEPKIAOILETr0 YIIIATy FOCY1apCTBEHHOM IOLIINHBL,

(n. 2 B pen. @exnepanbHoro 3akoxa ot 22.12.2014 N 429-03)

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

4) 3agBIeHHME O BbIJaue paspelieHuss Ha BBo3 B Poccuiickyro denepanuio KOHKPETHOM HapTHH
HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOIO CPEACTBA, IPEIHA3HAYEHHOIO Ul IIPOBEJIEHUS YKa3aHHOMU
JKCIIEPTU3BI.

(. 4 BBeneH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

3.1. B cnyuyae HempeACTaBIE€HUS C 3aABJICHHEM O BKJIYEHUUM B TOCYIAApPCTBEHHBIM peecTp
JIEKapCTBEHHBIX CpPEACTB (papMaleBTUUECKON cyOCTaHIMM JOKYMEHTOB, IOATBEPKAAOUMUX YyIUIATy
rOCyJJapCTBEHHOM MOIUIMHBI U YKa3aHHBIX B IyHKTE 2 YacTH 3 HACTOALIEH CTaTbu, a TaKKe BblJaBaeMbIX
(mpenocTaBisieMbIX) YHOJTHOMOYEHHBIMU (ellepajbHbIMU OpraHaMH HCIOJHUTENIBHONW BJIACTH JOKYMEHTOB
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(cBeneHwMil), YKa3aHHBIX B MTyHKTax | U 2 4acTH 2 HACTOSIIEH CTaThH, YIIOJHOMOUYEHHBIH (eepaabHbIil Opran
WCTIOJTHUTENILHON BJIACTH 3amlpalliiBaeT yKa3zaHHbIC JOKYMEHTHI (CBEJICHHS) B MOPSIKE MEKBEIOMCTBEHHOTO
MH(OPMAIIMOHHOTO B3aMMOJICHCTBHSI.

(uactp 3.1 BBeneHa denepanbHbIM 3ak0HOM OT 27.12.2019 N 478-D3)

4. B TeueHue necsATH pabOUYUX JTHEW CO JTHS MPUHATHS 3asBJICHHS O BKIIOUCHWM YKa3aHHOW B yacTu |
HACTOSIICH cTaThu (papMaleBTHYECKON CyOCTaHIIMM B TOCYJAPCTBEHHBIN pPEecTp JIEKAPCTBEHHBIX CPEACTB U
JOKYMEHTOB, TEPEUMCIEHHBIX B 4YacTh | M NyHKTEe 2 4YacTU 3 HACTOSIIEH CTAaThH, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH:

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

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

2) NPpUHHUMACT PCHICHUEC O HAIPABJICHUHU B J3KCICPTHOC YUPCKIACHUC 3adaHUSA Ha IIPOBCACHHUC
OKCIICPTHU3BI KA4YCCTBA YKaBaHHOﬁ B yacTu 1 HaCTOSAIIEH CTaTbH (I)&pM&LIGBTPI‘lCCKOI:I CY6CTaHI_II/II/I uii o0
OTKa3C B TAKOM HallpaBJICHUU;

3) yBEAOMIISIET B JICKTPOHHON MJIM MUCHbMEHHON (DOpMe 3asBUTEIISI O MPUHATOM PEIICHUH WU B CITydae
0TKa3a ¢ YKa3aHHWEM IPUYMH TaKOTO OTKa3a.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cny4ae BBISIBICHHSI HEJIOCTOBEPHOCTH CBEICHHH, COAEPIKAIUXCS B MPEICTABICHHBIX 3asBUTEIEM
MaTepuaiax, YHOJHOMOYEHHBIH (QenepaabHbIii OpraH MCIOJHUTEIbHON BIACTH HANpAaBISET 3asSBUTEIIO
3ampoc 00 yTOYHEHHMM YKa3aHHBIX CBeAeHHMH. J[aHHBIN 3ampoc MoKeT OBITh mepenaH YHOJTHOMOYEHHOMY
MIPEJCTABUTEINIO 3asBUTENS JIMYHO TI0J] PACIKCKY, HAIPaBJICH IO MOYTE 3aKa3HBIM IMHChMOM WJIHM TIepelaH B
ANIEKTPOHHON (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H. B ciydae HampaBleHHs TaHHOTO 3ampoca
0 TIOYTE 3aKa3HBIM MMUCHMOM OH CUMTAETCS MOJIYYEHHBIM 10 MCTEYCHUH LIECTH JHEW C JaThl HAIpaBIICHHS
3aKa3HOTO MHChMA.

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

4.2. 3asBuTens 00s3aH MPEACTAaBUTH OTBET HA 3alpoC YIOJIHOMOYEHHOTO (eAepatbHOr0 OpraHa
WCIIOJIHUTEJIBHOM BJIAacTU B CPOK, HE MPEBBIMIAIOMUN JeBIHOCTa pabouMX JHEW cO JAHS MOJy4YeHHUsS AAHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacTosIed CTaTbU, MPUOCTAHABIMBAETCS CO JHS HaNpaBlICHUS
3asiBUTEIIIO 3alpoca YIOJTHOMOYEHHOTO (peliepaibHOrO OpraHa MCHOJIHUTENBHOM BIACTU 10 JHS MOJTyYeHUs
UM OTBETa HA JAHHBIA 3ampoc M HE YUYWUTHIBACTCS NPU HMCUMCICHHHM CpPOKa SKCIEPTU3bl KauecTBa
(bapMareBTHUECKON CyOCTaHIIMH, HEUCIIONb3yeMOI IPH MPOU3BO/ICTBE JIEKAPCTBEHHBIX MTPENapaToB.

(uactsp 4.2 BBeeHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM JJs OTKa3a B HalpaBlIC€HUM B AKCIEPTHOE YUPEXKJIEHUE 3a/JaHus Ha IpPOBEJIECHUE
9KCIIEPTHU3bl KayecTBa yKa3aHHOW B yacTu | HacTosmiel craThbu (QapMaleBTUYeCKOW CyOCTaHIMM SBIISETCS
HENpe/ICTaBIeHUe JOKYMEHTOB, YyKa3aHHbIX B 4YacTW 2 HACTOsALIEH CTaThbd, OTCYTCTBUE HH(OpMaLUH,
noATBepKJatomed (akT ymiaTel TOCYyJapCTBEHHOM MONUIMHBI 32 BKJIIOYEHHE (papMaleBTUYECKON
CyOCTaHIIMM, TPOM3BEACHHOW /IS pealin3allii, B TOCYJApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEJCTB,
HEIPEJICTaBICHHUE 3asBUTEIIEM B YCTAaHOBJIEHHBIN CPOK OTBETA HA yKa3aHHbIM B yacTu 4.1 HacTosiel cratbu
3aIpocC YIOJIHOMOYEHHOTO (peepansbHOTr0 OpraHa UCIOJHUTEFHON BIACTH WIIH MPEICTaBICHHE TOKYMEHTOB,
HE CoJIep KalliX UCUEPIBIBAIOIIETO NEPEYHsI HEOOXOANUMBIX CBEICHUH.

(dactpb 5 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

6. B Teuenue natHaamatu pabouux AHEW CO THS MOTYyUEHUs PELICHUS YIIOJIHOMOUYEHHOTO (peepanbHoro
OopraHa HCIIOJIHUTEJIbHOM BJIACTM O HANpaBJICHUU B SKCIEPTHOE YUPEXKACHUE 3aJaHUs HA TMPOBEJCHUE
IKCIIEPTH3bI KAYeCTBA YKAa3aHHOW B YacTu | HacTosmiei cratbu (papMareBTUYECKOW CyOCTaHIIMU 3asiBUTEIh
MPEACTABISET B SKCIIEPTHOE YUPEIKICHUE JIJIsl POBEACHUS TAHHOM SKCTIEPTU3BI 00pa3iibl (hapMaleBTHUECKOM
CcyOCTaHIIMK B KOJMYECTBE, HEOOXOIUMOM JJIsI BOCTIPOU3BEICHHSI METOJIOB KOHTPOJISI Ka4eCTBA. JKCIIEPTHOE
YUpEXKICHUE TPH TOJYy4eHHH OOpaslloB YKa3aHHOHW B 4acTW | HacTosImed cTaThd (hapMaleBTHUYECKOU
CyOCTaHIIMM BBbIIAET 3asSBUTENIO JOKYMEHT, MOATBEPKAAIOIINN TOTyYeHHEe STHUX OOpas3loB, U B CPOK, HE
MPEBBIIAIONINI TpeX padouux OHEH, yBEAOMIISIET B DJIGKTPOHHOW WM THCHbMEHHOW (opme 00 3ToM
YIOJTHOMOYCHHBIN (penepalbHblii OpraH HCIOJHUTEIHHOW BJIACTH. OJTH CPOKM HE BKIIIOYAIOTCS B CPOK
MPOBEACHUS JAHHOM SKCIIEPTU3HI.

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

7. JIOKyMEHTbI, MOCTYIUBIIME B SKCIEPTHOE YUPEKAECHUE Ui IMPOBEJCHMS SKCIEPTU3bl KauecTBa
yKazaHHOM B wyactu 1 Hacrosimeidl crtatbu (¢apMaleBTUYECKOW CyOCTaHIMM, TMOJIEKaT BO3BpaTy B
YIOJIHOMOYEHHBIA (pesiepabHblii OpraH HCIOJHUTEIBHONM BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHHUSIMH I10
pe3ysbTaTtaM IpOBEAEHHON IKCIEPTU3HI.

8. B cpok, HE IPEBBIMIAIOIINIMA ITSITH pabounX JHEH CO THS MOJIYUYSHUS 3aKITI0YEHUST KOMUCCUU SKCTIEPTOB
M0 pe3yjbTaTaM 3KCHEPTH3bl KadecTBa yKa3aHHOW B dYacTh | Hacrosmied cratbu (hapManeBTHUECKOU
cyOcCTaHIINH, yIOJIHOMOYEHHBIN (eepanbHblii OpraH UCIIOTHUTEIHHON BIACTH:

1) OCYHICCTBILIECT OHLCHKY TAaKOI'0 3aKJIOYCHUA A OHNPEACIICHUA €ro COOTBETCTBUA 3aJIaHUIO Ha
MIPpOBCACHUC JTaHHOM 9KCIICPTU3HI,

2) IpUHUMAET pelIeHHE O BKJIIOUEHHH yKa3aHHOM B yacTu | HacTosimed craThbi (papManeBTHYECKOM
CcyOCTaHIIMM B TOCYIapCTBEHHBIM PpEECTp JIEKApCTBEHHBIX CPEACTB WM pelleHHe 00 OTKa3e B TaKkoM
BKJIFOUEHUU;

3) BHOCUT MNpU NPUHATHM PELICHUS O BKIIOYEHUM YKa3aHHOW B yacTu | HacToslled CTaTbu
(dapmManeBTHUECKONH CyOCTaHIIMK B TOCYIAPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJCTB MPELYyCMOTPEHHYIO
qacThio 2 cTaTtbu 33 Hacrosero deaepalbHOrO 3aKOHA MH(OPMAIIHIO U YBEIOMIISIET 00 3TOM B AJIEKTPOHHOMN
WA TUCBbMEHHOU (hopMe 3asiBUTEIS.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3)

9. OcHoBaHMeM JiJIs1 0OTKa3a BO BKJIOYEHHMH YKa3aHHOM B yacTu | HacTosiei craTtbu apMaleBTHIeCKON
CyOCTaHIIMM B rOCYAapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEJICTB SABISETCS 3aKIFOUEHHE COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOTO (pe/IepajIbHOr0 OpraHa UCHOJHUTENbHOM BIACTH O TOM, YTO Ka4ecTBO (hapMaleBTHYECKON
cyOCTaHIIM HE TIOATBEPIKICHO MOTyYEHHBIMU JJAHHBIMH.

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

10. He pomyckaercss BKIIOYEHHWE B TOCYJAPCTBEHHBIM pPEECTP JIEKAPCTBEHHBIX CPEACTB OJHOMN
(dapmaneBTHUECKON CyOCTaHIMM, IMPOU3BEACHHON M pealu3allid U BbIIYCKAeMOW OJHUM U TEM XKe
MPOU3BOJUTENEM, B BUIE ABYX U O0Jiee pPeecTPOBBIX 3alHCEeH.

(dacte 10 BBegeHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MeHEHHMI B JAOKYMEHTHI Ha (apMalleBTUYECKYIO0 CyOCTaHIIMIO, NMPOU3BEIACHHYIO IS
paim3ani MW BKJIIOUYCHHYIO B FOCYI[apCTBCHHBII\/JI peecTp JCKAPCTBCHHBIX CPCACTB, OCYHICCTBIIACTCA B
MOpsiAKE, yCTaHOBIEHHOM crarbsiMu 30 w31 Hactosmero @enepanbHOrO 3aKOHa, C  YIUIATOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

roCyJJapCTBEHHON MOLUIMHBI, IPEYCMOTPEHHOM 3aKOHOAATeNbcTBOM Poccuiickoit ®@enepanuu o Hajmorax u
cbopax.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercsi oOpamieHue (hapMareBTHUIeCKHX CYOCTAHIIMN, MPOW3BEICHHBIX JUIS pealiu3allii, B
TEYEHHE CTa BOCBMMJECATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
UCIIOJTHUTENBHOM BJIACTU pEIIeHHSs O BHECEHWHW W3MEHEHMH B JOKYMEHThl Ha (apMaleBTUYECKYIO
CyOCTaHIIHIO, MPOU3BEACHHYIO AJI PeaTu3allii ¥ BKIIOUYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(uactp 12 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 UCKIOYEHMM M3 TOCYJAapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX  CPEICTB
(dapmaiieBTHUECKON CyOCTaHIIMM, MPOU3BEACHHON [UIsl pealn3alliy, NPUHUMAETCS YIOJTHOMOYEHHBIM
(denepaibHBIM OPraHOM HCTOJIHUTEIHHON BIACTH B CIyYae:

1) OpeaACTaBJICHUA COOTBECTCTBYIOIIHUM YITOJIHOMOYCHHBIM Q)eﬂepaHBHLIM OpraHomMm HUCIOTHUTEIbHOMN
BJIACTU 3aKIIIOYCHHUA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCJIOBCKA a100 KHUBOTHOIO npu
HCIIOJIb30BAHHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) nojayu pazpabOTUUKOM JIEKAPCTBEHHOTO CPEACTBA WU MPOU3BOAUTENIEM JIEKAPCTBEHHOI'O CPEJCTBA
aM00  YHOJHOMOYEHHBIM HMH JIpYTHUM  IOPUAMYECKHM JIMIOM 3asBJIEHUS 00 UCKIIOYEHHHM U3
rOCy/IapCTBEHHOIO peecTpa JEKapCTBEHHBIX CPEICTB (apMaleBTUYECKOW CyOCTaHIMH, MPOU3BEICHHON s
peanu3aiuy;

3) orcyrcTBHsS (hapMaleBTHUECKOM CyOCTaHLUM, MPOU3BEACHHOW I peanu3alud, B OOpalleHuHd B
Poccwuiickoit @eneparnuu B TeUeHUE TpEX U OOJIEE JIeT.
(uactp 13 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpaTtuna cuny ¢ 1 ionsa 2015 ropa. - ®eagepanbHbIi 3aKoH oT 22.12.2014 N
429-93.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OoTKase B Bblgaye paspelueHuss Ha npoBeadeHue
KNMMHMYECKOro MUCCrnefoBaHUA JleKapCTBEHHOro npenaparta, peweHuss o006 oOTkase B
rocynapCTtBeHHOM perncTpaumm JeKapCTBEeHHOro npenapara, 3akil4eHUss KOMUCCUm
3KCMEepPTOB IKCNEPTHOrO YUYPEXACHUS TN 3aKIOYeHUs coBeTa No 3TUKe

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

Pemienue COOTBETCTBYIOLIETO YMOJHOMOYEHHOTO (hefepabHOIO OpraHa WCIHOJIHHUTENBHOW BIACTH 00
OTKa3e B BbIJau€ pPa3pelieHHs] Ha TPOBEJCHUE KIMHUYECKOTO HMCCIIENOBAaHUS JIEKAPCTBEHHOTO Mperapara,
pelieHre yKa3aHHOro (¢eaepalbHOro OpraHa MCIOJHUTENBHONM BIIAaCTH 00 OTKa3ze B TOCYAapCTBEHHOU
perucTpaluu JeKapcTBEHHOTO Mpenapara, 3aKII04eHHe KOMUCCHH KCIIEPTOB dKCIEPTHOTO YUPEXKICHUS HIIN
3aKJIIOUYEHHE COBETa MO STHUKE MOXKET ObITh 00’KaloBaHO B MOPSAKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccmiickoit ~ Denepanmu.  3akiOu€HHE ~ KOMHCCHHM  JKCIEPTOB  OKCIEPTHOTO  YUYPEKACHHUS O
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPEMapaToB I MEAWIIMHCKOTO MPUMEHEHHs JIMOO O TOM, HYTO
JICKapCTBEHHBIN TIpermapar i MEIUIIMHCKOTO MPUMCHEHHS HE SBJISCTCS B3aMMO3aMEHSEMBIM, MOXKET OBITh
00>aJIoBaHO JIep KaTeIeM WIN BIIJIENIblIEM PErHCTPAllMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara B
YIOJHOMOYEHHBIN (eaepanbHbli OpraH HUCHOJHUTEIBHOM BJIACTH, KOTOPBIM MPUBJIEKAET K PACCMOTPEHUIO
yKa3aHHOHM >kajo0bl MOJBEIOMCTBEHHbIE €My Hay4yHble OpraHH3allil M 00pa3oBaTENbHBIE OpraHU3alUU
BBICIIIETO 00pa30BaHUs, OCYIIECTBISAIONINE JEATEIBHOCTh B cdepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

3aKIII0YeHHe KOMHCCHUM 3KCIEPTOB SKCIEPTHOIO YUYpexaAeHus, Oo(pOopMIIEHHOE [0 HTOraM IepecMoTpa
00’KaJIOBaHHOTO ~ 3aKJIOYEHHUS OSKCIEepTa, MOXET OBIThb OCHOPEHO JepKaTeleM WIM  BiaJesIbleM
PETUCTPAIIIOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOT'O IIpernapara JIMOO YIOJTHOMOUYEHHBIM HMH JIMLOM B
MOpsiIKe, YCTAHOBIICHHOM 3aKOHOAATeNbcTBOM Poccuiickoit ®enepanmu. [lpu oOxkanoBaHMM peLICHUS
YHOJHOMOYEHHOTO (efepalbHOr0 OpraHa MCIOJHUTEIbHON BJIACTH, 3aKJIIOUEHHUS HKCIEpTa WM KOMHCCHUU
JKCIIEPTOB  DKCIEPTHOTO YYPEXKACHHUsA, 3aKIIOYCHHMsS COBETa II0 JOTUKE JepXKaTelb WU  BIaJellel
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOr'0 Ipernapara JIMO00 YIMOJIHOMOYEHHOE MMM JIUIO BIpaBe
NPEACTAaBUTh  PE3yJIbTaThl  JKCIEPTU3Bl  JIEKAPCTBEHHOI'O  IIpernapara, IPOTOKOJBI  IOJyYEHHBIX

aKKpEIMTOBAHHBIMHU HCIIBITATEIbHBIMU JIAOOPATOPUAMHE (LIEHTPAMHU) pe3yIbTaTOB UCCIIEIOBAHNMN, UCITBITAHHA.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratea 37. WHdopmauus, cBA3aHHaA C OCYLECTBIEHMEM rocyAapCTBEHHOW
peructpaumm rneKapcTBeHHbIX npenapaTtoB, WHOpMauUa O 3aperncTpUpPoBaHHbIX
nekapcTBeHHbIX Mpenapatax W JNeKapCTBEHHbIX MpenapaTtax, WCKMIOYEHHbIX U3
rocyaapcTBEeHHOro peecTpa fieKapCTBEeHHbIX CPeacTB

1. CooTBeTCTBYIOLIMI YIOJTHOMOYEHHBIN (eiepabHbIIl OpraH UCIOJIHUTEIFHOW BIACTH pa3MellaeT Ha
cBoeM odunuaabHoM caiite B cetd "HHTepHer" wuHGOpMamMio, CBA3aHHYIO C OCYIIECTBICHUEM
rOCYJapCTBEHHON pErucTpaly JIEKapCTBEHHBIX NpenapaTroB, B TOM YHCIE NPOBEIECHHUEM SKCIHEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKJIOYash pe3yJbTaTbl €€ MpPOBEACHUS), MH(YOpMAIMIO O 3aperUCTPHUPOBAHHBIX
JIEKapCTBEHHBIX IpernapaTax M JEKapCTBEHHBIX Ipenaparax, UCKIIOUEHHBIX U3 I'OCYJapCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPEJACTB, HE MO3JHEE YeM 4epe3 MATh padouyux JHEH CO JHA MOIYYEHHs YIOJIHOMOYEHHBIM
(denepaibHBIM OPraHOM HCTIOJIHUTEIBLHONM BIACTH COOTBETCTBYIOLIEH HHOpMaLIUH.

(B pen. DeaepanbHbiX 3ak0HOB 0T 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku ® TOPSAOK pa3MelIeHUs yKa3aHHOM B dYactu | HacTosimied cTtaThbil WHGOpMAIUU
YCTaHABIMBAIOTCA YIMOJIHOMOYEHHBIM (helepalbHBIM OpPraHOM UCTHOJHUTENbHOW BiacTu. HWHbopmanus,
yKa3aHHas B 4YacTh | HACTOSIIEH CTaTbH, SBISETCS OTKPBITOM M OOMIEHOCTYIHON M MPEIOCTABIISACTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi denepanuu.

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

Mnasa 7. KIIMHWYECKUE UCCINEAOBAHUA NIEKAPCTBEHHbIX
NPENAPATOB OANA MEANLUMWHCKOIO NPUMEHEHWUA, OTOBOP
Ob UX NMPOBEOEHUW, MPABA NALUMUEHTOB, YHYACTBYIOLIUX
B 3TUX UCCIIEQOBAHUAX

Cratbs 38. KnuHunyeckune nccecnenoBaHuA JIeKapCTBEeHHbIX npenapartoB Ansd
MeaAULUUHCKOro npuMmeHeHus

1. Kiiunnueckue ucciieoBaHUsl JEKAPCTBEHHBIX MPENapaToB JJisl MEAUIIMHCKOTO MPUMEHEHUs, B TOM
YHUCJIe MEXKIyHApOIHbIE MHOTOILIEHTPOBBIE, MHOTOIIEHTPOBBIC, TTOCTPETUCTPAIIMOHHBIE, MMPOBOISITCS B OIHOU
WU HECKOJIBKUX MEIHWIIMHCKUX OPTaHHM3allMAX B COOTBETCTBHHM C IPABUIAMH HAJJIEKaIIeH KIMHHYECKOU
MPAKTUKH, YTBEPXKICHHBIMH YIOJTHOMOYEHHBIM (eIepalbHBIM OPraHOM HCIIOJTHUTEIIBHOW  BIJIACTH,
COOTBETCTBEHHO B CIEIYIOIINX IEISAX:

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

1) ycraHoBieHHe O€30MAaCHOCTH JICKAPCTBEHHBIX MPENapaTtoB s 3J0POBBIX JTOOPOBOJIBIEB W (W)
MEPEHOCUMOCTH HX 3I0POBBIMH JIOOPOBOJIBIIAMH, 32 HCKIIOYEHHEM TaKHUX HCCIIECIOBAHUN JIEKAPCTBEHHBIX
MpenapaToB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2) moa0op ONTUMANBHBIX JTO3MPOBOK JIEKAPCTBEHHOTO MpernapaTa U Kypca JIUeHUs Ul MalUeHTOB C
OTIpe/IeIeHHbIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 03 M CXEM BaKIMHALUH HWMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU IIpenapaTaMu 3J0pOBBIX 100POBOJIBIIEB;

3) ycraHoBIieHHEe 0€30MacHOCTH JIEKAPCTBEHHOIO Tperapara U ero 3PQGEeKTUBHOCTH IS MAIUCHTOB C
orpeziesieHHbIM 3a00sieBaHHEM, TPOdUIaKTHIECKON 3P (HEKTUBHOCTH UMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
npenapaToB IS 30POBBIX 100pPOBOJIBLIEB;

4) HU3YYCHUC BO3MOKHOCTHU pPACIIHUPCHUS MOKa3aHui Il MEIUIIMHCKOIO IMPUMCHCHUS U BBIABIICHUSA
PaHEC HCU3BCCTHBIX MMOOOYHBIX JIeicTBuit 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX MTPCIIapaTOB.

2. B orHomeHnu BOCITPOMU3BCACHHBIX JICKAPCTBCHHLBIX IIPCIapaToB A MCAUIIMHCKOI'O IMPUMCHCHUA
MIPpOBOAATCA HUCCIICAOBAHUA OHMOPKBUBAJIEHTHOCTH H (I/IJ'II/I) TepaHGBTI/IqCCKOﬁ OKBHUBAJICHTHOCTU B IOPAJKE,
YCTAaHOBJICHHOM YIIOJTHOMOYCHHBIM Cbejlepa.]'IBHBIM opraHomMm HCIIOJIHUTEILHOHN BIACTH.

3. OpFaHI/I3aHI/IIO MIPOBCACHUA KIMHHYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBCHHOI'O IIpfliapara AJiid
MCIUIIMHCKOI'O MPUMCHCHUA BIIPABC OCYIICCTBIIATD:

1) pa3pa60TqHK JICKApCTBCHHOTO IIpCIiapaTa Wik YIIOJITHOMOYCHHOC UM JIMIO,

2) o0Opa3oBarenbHBIC OpraHU3aldd  BBICIIETO 00pa3oBaHUS, OpraHHU3AIMH JOMOJHUTEIBHOTO
npodeccnoHaTLHOTO 00Pa30BaHNS;
(. 2 B pea. ®exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAyYHO-UCCIIEeIOBATEeIbCKUE OpraHU3aIiH.

4. KinuHuyeckue UCCIENOBAHMS JIEKAPCTBEHHOIO IIpenapara A MEJUIMHCKOrO IPUMEHEHUS
IIPOBOJAATCS HA OCHOBAaHHUU pa3pelIcHUs Ha IPOBEICHHUE KIMHUYECKOIO0 MCCIIEJOBAaHUS JIEKAPCTBEHHOI'O
mpernapara,  BBIJAHHOTO  YIOJHOMOYEHHBIM  ()eAepaibHBIM  OpraHOM  HCIIOJIHUTENBHOW  BIIACTH.
YnonHoMo4YeHHbIN (eepaabHblii OpraH MCHOJHUTENBHOM BIACTU BEJET PEECTP BbIIAHHBIX pa3pelleHui Ha
MPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUN JIEKapCTBEHHOI'O Ipenapara, COAEpKalluil yKa3aHHe Ha UX Lelb
WIH LIEJIH, B yCTAHOBJICHHOM 3THM OPraHOM IMOPSAJKE.

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

5. ¥Yrpatun cuny ¢ 1 utons 2015 ropa. - @eaepanbHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuzauud npoBeIEeHUS KIMHUYECKUX MCCIEIOBAHUN JIEKQPCTBEHHOTO Ipenapara mAJis
MCIUIIUHCKOI'0 IMIPUMCHCHUA p33pa60T‘~II/IKOM JICKAPCTBCHHOT'O IMperiapaTa MOT'YT MPUBJICKATHECA IOPUIUYCCKUC
auia  JIiro00W  OpraHU3aIMOHHO-TIPABOBOW  (POPMBI  MpU  yCIOBUM OOECTIEUEHUS COOTBETCTBUS ITHX
ucclieoBaHuii TpeboBaHuAM Hactosero deaepaabHOro 3aKOHa.

7. KiuHuueckue UCCIENOBAHUS JIEKapCTBEHHBIX IIPENaparoB i MEIULUHCKOTO IPUMEHEHUS
MPOBOJIATCSL B MEAMIIMHCKUX OPraHU3alUAX, aKKPEIUTOBAHHBIX YIOJIHOMOYEHHBIM (eepalbHbIM OpPraHOM
HCIIOJIHUTEJIBHOM BJIACTHU B NOPsIIKE, ycTaHOBIEHHOM lIpaBurensctBoM Poccuiickoi @enepanuu.

8. IlepeueHbp MEIUIIMHCKUX OpPTaHU3AIMi, UMEIOIIUX IMPABO MPOBOJUTH KIWHUYECKUE HCCIICIOBAHUS
JIEKapCTBEHHBIX TIPEMapaToB Il MEIWIMHCKOTO TPUMEHEHHWs, W PEeecTp BBIJAHHBIX pa3penieHud Ha
MIPOBE/ICHUE KIMHUYECKUX MCCIICIOBAHUN JICKAPCTBEHHBIX MPENapaTOB OIMYOJIMKOBBIBAIOTCS M Pa3MEIIArOTCS
YIOJTHOMOYEHHBIM (eiepaibHbIM OPTraHOM HCIOTHUTENBHOM BIACTU B YCTAaHOBIEHHOM MM TOPSIIKE HA CBOEM
odunmansHoM caiite B cetu "MHTEepHET".
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Cratba 39. PeweHue 0 npoBeAeHMM KIIMHMYECKOro UCCneaoBaHUA JeKapCTBEHHOro
npenapara ana MeauLUHCKOro NpuMeHeHus
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuyeckoe ucciaeloBaHME JIEKAPCTBEHHOrO Ipernapara i MEIUIUHCKOIO IpUMEHEHHUs
NPOBOJUTCS HAa OCHOBAHUHU pa3pelleHHss Ha NpPOBEJIEHHE KIMHUYECKOI'O HCCIIEOBAaHUS JIEKapCTBEHHOTO
npernapara, BBIJaHHOTO YIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCHOJHHUTENBHOM BIACTH MO pe3ysibTaTaM
9KCHEePTU3bl JAOKYMEHTOB, HEOOXOAMMBIX [UIS TOJYYCHHs pa3pelieHUs] Ha TMPOBEICHHE KIMHUYECKOTO
UCCIIEI0BaHMS JIEKapCTBEHHOT'O MpernapaTa U 3TH4ECKOM SKCIEPTU3bI.

2. Jlns mosydeHus paspelieHus Ha NPOBEICHHE KIMHMYECKOTO HCCIIEeI0OBaHUS JIEKapCTBEHHOI'O
npenapaTta Ui MEIULMHCKOIO NPUMEHEHHs 3asBUTENIb MPEACTaBIsIET B YHOJIHOMOYEHHBIH (enepaabHbIi
OpraH MCIIOJIHUTEIbHOMN BJIACTH:

1) 3ad4BJICHUC O BbBLAAYC PA3pPCHICHHA Ha IMPOBCACHUC KIIMHHUYCCKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O
npenapara it MCAUIUHCKOTIO IPUMCHCHUA

2) KomMM JIOKyMEHTOB, MOATBEPKIAIOLIUX YIJIaTy TOCYAApCTBEHHOW MONUIMHBI 32 IPOBEJIECHUE
3TUYECKOM 3KCIEPTHU3bI, SIKCIIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpenapar Il MOJIyYEHHUS pa3pelIeHUs
Ha MPOBEJICHHE KIMHUYECKOTO MCCIIEAOBAHMS JIGKAPCTBEHHOTO Ipernapara sl MEAUIMHCKOTO MPUMEHEHHS,
3a BBIaYy pa3pellieHHss Ha IPOBEICHHE KIMHHUYECKOTO HCCIEJOBAaHMS JIEKAPCTBEHHOIO IperapaTa s
MEIMLMHCKOTO TPUMEHEHUs, 32 MPOBEIEHHE HKCHEPTH3bl JTOKYMEHTOB Ha JIGKAPCTBEHHBIM Npemnapar s
MOJIYUCHHUA pa3pCHICHUA HAa NPOBCACHUC MCKAYHAPOAHOI'O MHOTI'OLCHTPOBOIO KIMHHUYCCKOI'O HMCCIICAOBAHUA
JICKAPCTBCHHOI'O Ipfrapara ajJd MCAUIHUHCKOIo0 MNPUMCHCHHA, 3a BbiAa4y paspClICHUA Ha MIPOBCIACHUC
MEXIYHapOAHOTO MHOTOIEHTPOBOTO KIMHHYECKOTO HCCICIOBAHUS JICKQpPCTBEHHOTO IIperapara Juis
MEIUIMHCKOTO NPUMEHEHHS, 3a IMPOBEICHHE ATUYECKOW OSKCHEPTH3bl, SKCHEPTH3bl JOKYMEHTOB Ha
JEeKapCTBEHHBI TpermapaT Uil [OJY4YeHUS pa3pellieHHss Ha MPOBEAEHHE ITOCTPETHCTPALIHOHHOTO
KJIMHUYECKOTO HCCIIeI0OBaHMs JIEKAPCTBEHHOrO Mpernapara Uis MEAWIUHCKOIO TNPUMEHEHHUs, 3a Bblrady
paspeuieHrdss Ha TPOBEACHHE MOCTPETHUCTPALIMOHHOTO KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO
npemnapara st MEAUIUHCKOI'O IIPUMCHCHUA
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

3) IMPOTOKOJ KIMHHUYCCKOro HMCCICAOBAHUA JICKAPCTBECHHOI'O IIpfriapara i MCEAUIHUHCKOI'O
IMPUMCHCHUA,

4) 6porropy uccuea0BaTeNs;
5) uaopMaMOHHBIN JTUCTOK NAIIUEHTA;

6) cBeneHusi 00 ombITe PabOTHI MCCIEAOBATENed O COOTBETCTBYIOIIMM CIEIUATBHOCTSIM M UX OIBITE
paboTHI IO MPOBECHUIO KIIMHUYECKUX HCCIICIOBAHUN;

7) cBeAeHUA O MEIUIIMHCKUX OpPraHHU3alUsaX, B KOTOPBIX IMPEAINOoJaraeTcsl MPOBEIEeHUE KIMHUYECKOTO
UCCIIEJIOBaHMs JICKAPCTBEHHOTO TMpernapara Ais MEIUIMHCKOTO TNpUMEHEeHHs (MOJHOE W COKpAIIEHHOE
HAaUMEHOBAHMSI, OpraHU3allMOHHO-TIpaBoBas (opma, MeCTO HAXOXKIEHUS U MECTO OCYIIECTBICHUS
NesSTeNIbHOCTH, TeseoH, Tenedake, aipec dJICKTPOHHOM MOUThHI KAKI0W METUITMHCKOW OpraHU3aIiN);

8) cBeleHHS O TMPEANOJaraéMbIX CpPOKax MPOBEACHHUS KIMHUYECKOTO HCCIIEIOBAHHS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIIMHCKOTO IPUMEHEHHSI;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

9) KOIIMKO JO0TO0BOpa 00513aTeNIHLHOTO CTpaxOBaHHU, 3aKJIHOYCHHOTO B COOTBCTCTBHU C THUIIOBBIMH
npaBujIaMun 00513aTEeNIBLHOTO CTpaxoBaHHA, C YKAa3aHUCM HpeHeHBHOﬁ YUCJICHHOCTU MAUCHTOB, YYaCTBYIOIIUX
B KNIMHUYCCKOM HUCCJICAOBAHUU JICKAPCTBCHHOI'O IperiapaTa JJIs1 MCAUIIUHCKOI0 MPUMCHCHUS

10) uadopmaruio o cocTaBe JIEKapCTBEHHOTO Mpernapara Ak MEIUIIMHCKOTO IPUMEHEHUST;

11) AOKyMeHT, cOCTaBJEHHBIH MPOU3BOJUTENIEM JIEKaPCTBEHHOIO IIpernapaTa A MEIUIMHCKOTO
INPUMEHEHHUS U COEPIKAIlUI MOoKa3aTenu (XapaKTepUCTUKHN), a TAK)Ke CBEJCHUS O JISKapCTBEHHOM IIpernapare
JUISL MEJUIIMHCKOTO IPUMEHEHMS], TPOU3BENECHHOM IS IPOBEACHUS KIIMHUYECKUX UCCIIEIOBAHMT;

12) cBemeHuss o JaTe NPEJOCTABICHUS W PETUCTPAMOHHOM HOMEpE JMICH3MM Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEIACTB B CIy4ac, €CIIM IPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapara OCYLIECTBIIACTCA B
Poccniickoit @enepanun, WIK CBEECHUS O AAaT€ IPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE 3aKIIOYEHUS O
COOTBETCTBUM  NPOU3BOJUTENS  JIEKAPCTBEHHOIO  Mpemapara TpeOOBaHMSAM  [paBui  HaAJexallei
IIPOU3BOJCTBCHHON NPAKTUKH, IPEAOCTABICHHOIO YIOJIHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOAMTENSA

JIEKapCTBEHHOTO Mpernapara.
(B pen. denepanbubix 3akoHOB OT 04.06.2018 N _140-D3, ot 27.12.2019 N 478-D3)

2.1. B ciydae HenmpeACTaBJICHUS C 3asBJICHHEM O BbIJadye pa3pelieHHUs Ha MPOBEJCHHUE KIMHHYECKOTO
WCCIIEZIOBAaHMs JIEKAPCTBEHHOTO Tpernaparta JUisi MEJUIIMHCKOTO TPUMEHEHUS JIOKYMEHTOB (CBEICHUIN),
MOJITBEPKTAIONINX YIIATy TOCYAapCTBEHHOW MONMUIMHBI U YKa3aHHBIX B MTyHKTE 2 YacTH 2 HACTOSAIICH CTaThH,
a TaKk)Ke BBLIaBAaeMbIX (TIPEJOCTABISIEMBIX) YIIOJIHOMOYCHHBIMHU (e/iepalbHBIMH OpraHaMH HCTIOJHUTEIBHON
BJIACTH JAOKYMEHTOB (CBEIEHMI), yKa3aHHBIX B MyHKTe 12 WacTu 2 HAcTOAIIEH CTaThH, YHOJIHOMOYCHHBIN
(benepanbHBIi OpraH MCMOJHUTEIBHOM BJIACTH 3alpallMBaeT yKa3aHHbIC JOKYMEHTHI (CBEICHHUsS) B MOPSIKE
MEXBEIOMCTBEHHOT'O HH(OPMAITMOHHOTO B3aUMOJICHCTBHSI.

(uactsp 2.1 BBeneHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBblaonuil NITH paboynx JHEH co JHS MPUHATUS YKa3aHHOTO B MyHKTe | yactu 2
HACTOSIILEH CTaThbM 3asBJICHHS W HEOOXOMUMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (eaepanbHblii OpraH
VICTIOJTHUTENIBHOM BJIACTH:

1) MMPOBOAUT IMPOBCPKY MOJHOTBI U JOCTOBCPHOCTH CBCHGHHﬁ, COACPpKANXCA B MPCACTABICHHBIX
3aABUTCIICM JOKYMCHTAX;

2) NpUHUMAET pELIEHUE O MPOBEACHMM SKCIEPTU3bl JOKYMEHTOB Ui MOJYYEHHs pa3peleHus Ha
MPOBEACHUE KIMHUYECKOIO0 MCCIIEIOBAHUA JIEKAPCTBEHHOIO Ipernapara Uil MEIULIHUHCKOTO NPUMEHEHUS U
TUUYECKON IKCIIEPTU3BI WM 00 OTKa3e B IPOBEJCHNUN YKAa3aHHBIX 3KCIIEPTU3;

3) yBenoMJsieT B 3JEKTPOHHOM (opMe miu Ha OyMakHOM HOCHTENE 3asBUTENSI O MPUHATOM PELICHUU
100 B cilydae MPUHATHS PELIeHUs 00 OTKa3e TaKkKe C yKa3aHUEeM MPUYMH TaKOro 0TKas3a,

4) MoAroTaBIIMBAET U HAIIPABIISET B SKCIEPTHOE YUPEKACHUE U COBET 110 3TUKE 3a/1aHHE HA IIPOBEJICHUE
COOTBETCTBYIOIIUX 3KCIEPTH3.

4. B cinydae BBISBIEHUS HENOJHOTHI W (WJIM) HEIOCTOBEPHOCTH HH(MOpMALIMU, colepKalieiics B
IPEACTABICHHBIX 3asBUTEJIEM JOKYMEHTAX, YIIOJHOMOUYEHHbIH (efepanbHblii OpraH UCIOJHUTEIbHOMN BIaCTH
HanpaBiIeT 3asgBUTENI0 3ampoc 00 YTOYHEHUM YyKa3aHHOM uH(popmauuu. J[aHHBIH 3ampoc MOXXeT ObITh
nepesaH yMOJIHOMOYEHHOMY IIPEICTaBUTENIO 3asABUTENS JIMYHO IO PACIMCKY, HANpaBleH IO I04YTe
3aKa3HBIM MHCHMOM WJIM TIepelaH B DJEKTPOHHOH (opMe Mo TeneKOMMYHHMKAIIMOHHBIM KaHajdaM CBs3d. B
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(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Cllydae HaIpaBJICHUs AAHHOTO 3alpoca MO IOYTE 3aKa3HbBIM IHMCbMOM OH CYHMTAETCS IOJYyYEHHBIM IIO
WCTEYCHUHM LIECTH JHEW C JaThl HANpPABICHUS 3aKa3HOrO MUChbMA. 3asgBUTENb 00s3aH NMPEICTaBUTh OTBET HA
3arpoc  YHOJIHOMOYEHHOTO (heepaibHOTO OpraHa HMCIOJHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMAIOIINN
JeBstHOCTa paboumx JHeW co aHSA ero monmydeHus. CpokK, yKa3zaHHBI B 4YacTH 3 HACTOAILICH CTaThH,
MIPUOCTAHABIMBAETCSl CO JIHS HANPABJICHUS 3asBUTEIIO 3alpoca YIMOJIHOMOYEHHOrO (elepaibHOro OpraHa
UCIIOJIHUTEIIBHOM BJIACTH N0 JHS IOJIyYEHHS HMM COOTBETCTBYIOILEIO OTBETa M HE YYHUTBIBACTCSA IIPU
MCUHUCIIEHUH CPOKa MPHUHATHUS YIIOJIHOMOUYEHHBIM (e/iepaibHbIM OPraHOM HCIOJIHHUTENBHOM BIACTH peIIeHUs
O IPOBEIACHUU DHKCIEPTU3bl JOKYMEHTOB [UI IIOJNy4EHMsS pa3pelICHUs Ha IPOBEACHUE KIMHUYECKOTO
HCCIIE0BaHus JICKAPCTBEHHOT' O IIpenapara Juisi MEAULIMHCKOIO IPUMEHEHHS.

5. OcHoBaHMEM AJI OTKa3a B MPOBEIEHUHU 3KCHEPTU3bl JOKYMEHTOB JJISl MOJYYEHHs pa3pelleHus Ha
MPOBEACHUE KIMHUYECKOIO MCCIIEIOBAHUA JIEKAPCTBEHHOIO Ipernapara Ui MEIWLIHUHCKOTO NPUMEHEHUS U
ITHUYECKON DKCHEPTU3BI SBISAETCS NPEACTABICHUE JOKYMEHTOB, IMPENyCMOTPEHHBIX YacTblO 2 HACTOSILEH
CTaTbH, B HETIOJHOM 00beMe, HeNpeICTaBICHUE 3aBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETA HAa YKa3aHHBIN B
4acTH 4 HACTOSILEH CTaThU 3aIpPOC YIOJIHOMOUYEHHOTO (eepaibHOr0 OpraHa UCIOJHUTEIbHOM BIacTu J100
OTCYTCTBHE B MPEJCTABICHHBIX JOKYMEHTAX HCUEPIIBIBAIONIETO TMEepedHs HE0OXOAMMOW HH(OpMaruu HiIu
nHpOpMaNn, KOTOpasi JOJDKHA OBITh OTpaKeHa B HUX, a TAKXKe OTCYTCTBHE WH(OPMAINU, TOJTBEPKIAI0IICH
(bakT ynuaThl TOCY/JapCTBEHHOM MOIUINHBI 32 MPOBEJCHUE STUUYECKON SKCIEPTU3bI, IKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIN INpenapar Il MOJIY4YEHHs pa3pelleHUs Ha IMPOBEICHUE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOI'O Ipernapara Uil MEOULUHCKOrO NPHUMEHEHMs, 3a BbIIayy pas3pelleHHs Ha IIPOBEICHHE
KJIMHUYECKOT'0 MCCIIEN0BAHMS JIEKAPCTBEHHOIO IIpernapara i MEAULMHCKOIO IPUMEHEHMs, 32 IIPOBEICHUE
JKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpemnapar Uil IOJIy4eHHUs pa3pellieHus Ha IIPOBEICHHE
MEKIYHApPOAHOTO MHOTOLIEHTPOBOIO KIMHHYECKOIO HCCIEAOBaHUSA JIEKapCTBEHHOIO Ipernapara s
MEJMIMHCKOrO MPUMEHEHMS, 32 Bblady Pa3pelleHHs Ha MPOBEICHHUE MEXIYHAPOAHOTO MHOTOIIEHTPOBOIO
KJIIMHUYECKOI0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO Iperapara Uil MEIULHUHCKOIO IIPUMEHEHHUs, 3a IPOBEACHUE
3TUYECKOHN DKCIEPTU3BI, HKCIIEPTU3BI JOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpenapar i MOJIyYeHUs pa3pelleHUs
Ha IIPOBEICHHUE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIECJ0BaHUs JICKAPCTBEHHOIO IIpernapara s
MEJIMLIUHCKOrO IIPUMEHEHHs], 3a BblJady pa3pelICHUs Ha IPOBEICHUE IIOCTPErUCTPALMOHHOIO KIMHUYECKOIO
HCCIEN0BaHUs JIEKAPCTBEHHOTO IIpenapara Juisi MEAULIMHCKOTIO TPUMEHEHHS.

6. IIpoBeneHne skcnepTHU3bl JOKYMEHTOB JUIS MOJIYYEHHUs PAa3pelieHHs Ha MPOBEACHHE KIMHHYECKOTO
UCCIICIOBAHMs JIEKAPCTBEHHOIO IIpernapaTa s MEIMLIHUHCKOIO IPUMEHEHHS W ITHUYECKOM JKCIEPTHU3HI,
COCTaBJIEHUE KOMUCCUEN IKCIIEPTOB U COBETOM I10 3THUKE 3aKJIFOUYEHUN O BO3MOXKHOCTH MJIM HEBO3MOXXHOCTH
MIPOBEACHUSA TAKOI'0 KIMHUYECKOI'O MCCIICIOBAHUS W HAIPABICHUE JTUX 3aKIIOYECHHUM B YIIOJIHOMOYECHHBIN
(benepanbHBIi OpraH HWCIOJIHUTEIBHOW BJIACTH OCYLIECTBISIIOTCS B CPOK, HE MPEBBIIAIOUINA TPUALATH
pabounx IHEH CO IHS TONXYYeHHUS HKCHEPTHBIM YUpPEKIECHHEM 3aJaHUs YIOJIHOMOUYEHHOTO (heaeparbHOTOo
OpraHa MCIHOJHUTEIbHOMN BIIACTH C NPWJIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B MyHKTax 3, 4, 10 u 11 gactu 2
HACTOSIILEH CTaTbU, U COBETOM IO 3THKE 33JaHUs YIIOJIHOMOYEHHOTO (peiepanbHOro opraHa UCIOJHUTEIbHON
BJIACTH C IIPUJIOKEHUEM TIOKYMEHTOB, YKa3aHHBIX B IIYHKTax 3 - 6, 8 u 9 yactu 2 HacToOsILIEN CTaTbU.

7. B cpok, He MPEBBILAIONINN MIATH pabOYMX AHEH CO JTHS MOJYUYECHHUs 3aKIIIOYCHUH, YKa3aHHbBIX B YacTH
6 HacTosIIEeH cTaThH, YIIOJIHOMOYEHHBIN (e/iepaibHbIi OpraH UCTIOHUTEILHON BIACTH:

1) OCYHICCTBJIACT OLCHKY IMOCTYIIHMBIIUX 3aKITFOUCHUM AJIg ONpEACIICHUA UX COOTBCTCTBUA 3alaHUAM Ha
IPOBECACHUEC COOTBETCTBYIOIINX SKCIICPTUS;

2) NpUHMMAET pEUIeHHe O BbIJAa4e pa3pelieHHs Ha MPOBEICHHE KIMHUYECKOTO HCCIIEI0BaHMS
JIEKapCTBEHHOI0 TMpenapara il MEIUIUHCKOIOo NpUMEHEeHHs Win o0 OTKa3e B Bblaye YKa3aHHOI'O
paspeleHus;
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(c u3m. u gon., BCTYN....

3) BBIIAeT pa3pellieHre Ha MpOoBeJIeHHE KIMHUYECKOro MCCIIEOBAaHUS JIEKAPCTBEHHOrO IMpernapara s
MEIMLMHCKOTO MPUMEHEHHs] WM pelleHHe 00 OTKa3e B BbLIaye YKa3aHHOTO pa3pelleHus ¢ yKa3zaHHeM
IIPUYMH OTKAa3a.

8. OcHoBaHHEM AJi1 OTKasa B BbIAAYC pa3spClICHUA Ha MNPOBCACHUC KIIMHUYCCKOIO HCCICOAOBAHUA
JICKAPCTBCHHOI'O Ipfriapata Ajdd MCIUIHUHCKOIO HNPUMCHCHUA SABIACTCA HAJIWMYHUEC 3aKIIOYCHHA KOMHCCUH
OKCIICPTOB HJIM 3aKJIHOYCHHUA COBCTA IO 3THUKE O HEBO3MOXXHOCTH IMPOBEACHHUA KIMHHYCCKOI'O MCCIICAOBAHUA
JICKAPCTBCHHOT'O IIpfliapaTa JiI MCEAUIUHCKOI'O IHNPUMCEHCHUS I1I0 PE3yJIbTaTaM IMPOBCACHHBIX 3SKCICPTU3,
OpeaAyCMOTPCHHBIX YaCThIO 6 HaCTOSIIEH CTaThHU.

9. Pemienne 00 OTKa3e B MPOBEICHUU OSKCIEPTU3bI JOKYMEHTOB Jisl TOJYYCHHs pa3peiieHus Ha
MPOBEICHUE KJIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Mpenapara Uisi MEIUIIMHCKOTrO NMPUMEHEHUS U
ATUYECKOM HKCHEPTU3bl W B BbIJAAUY€ pa3pelieHHus Ha MPOBEACHUE KIMHUYECKOTO HCCIETOBAHUS
JIEKapCTBEHHOI'O0 TIperapara i MEIUIMHCKOIO MPUMEHEHUS MOXKET ObITh 00KajJoBaHO B TIOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATENLCTBOM Poccuiickon ®Penepanuu.

Cratba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

1. OTnueckas OKCIEPTH3a IIPOBOJUTCA COBCTOM IIO OTHUKEC, CO3JaHHBIM B MOPANKE, YCTAaHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaHLHbIM OpraHomMm HUCIOTHUTEIbHOMN BJIaCTH, B HCIAX BblAd4YH 3aKJIIHOUYCHHA 00
STUYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara it MCAUIUHCKOTrO NPpUMCHCHMU .

2. DKcnepTaMu COBETa IO 3TUKE MOTYT ObITh NMPEACTaBUTEIN MEIULMHCKUX OpPraHu3aluid, HayYHBIX
opraHm3anuii, oOpa3oBaTelbHBIX OpraHM3alMii BbICHIET0 OOpa3oBaHMs, a TaKXkKe MPeACTaBUTEIN
OOLIECTBEHHBIX OpraHU3alluii, PEIUTHO3HBIX OpraHu3aluid U CPeACTB MaccoBoil uH(opmanmu. JlaHHbIE
9KCIIEPTHl HE JOJHKHBI HAXOJIUTHCA B KAKOH-TMOO 3aBUCHMOCTH OT pPa3pabOTUMKOB JIEKapCTBEHHBIX
MIPENapaToB U APYTHUX JINL, 3AMHTEPECOBAHHBIX B PE3YJIBTATAaX 3TUYECKON IKCIIEPTU3BI.

3. Omnara yciayr 3KCIEpPTOB COBETA 110 ITHKE OCYLIECTBIISETCS HA OCHOBAaHUM J0r0BOPA, 3aKIFOUYEHHOIO
MEX1y YIOJIHOMOUYEHHBIM (eepaibHbIM OPraHOM HCIOJIHMUTEIbHOW BIACTH, KOTOPHIM CO3/laH COBET I10
9THKE, U OJKCIEpPTOM COBETa IO JTHKe, 3a CYeT OIO/PKETHbIX aCCUTHOBAaHUM, NPEIyCMOTPEHHBIX
YIOJIHOMOYEHHOMY (pe/lepaIbHOMY OpraHy HMCIIOJHUTEIbHOM BIIACTH, KOTOPBIM CO3JIaH COBET IO 3THKE, B
¢denepanbHOM OIO/KETE Ha COOTBETCTBYIOLIMHM ToA Ha oOecleyeHue ero JesTeabHOCTH, B pa3Mepax,
ycraHoBieHHBIX [IpaBurenscTBoM Poccuiickont @enepannu.

4. 3KCH€prI COBCTAa IO 3THUKEC HECYT OTBCTCTBCHHOCTH B COOTBCTCTBHU C 3aKOHOAATCIILCTBOM
Poccuiickoit ®eneparumn.

5. CocrtaB coBeTa MO ATHKE, [OJIOKEHUE 00 3TOM COBETE, MOPSAAOK €ro JIeATeIbHOCTH, TpeOOBaHUS K
KBaJIM(UKALMU U ONBITY pabOThI MO 3KCIEPTHOM OIEHKE HAayuYHBIX, MEAMLMHCKUX U 3TUYECKUX aCIEKTOB
KJIMHUYECKUX HUCCIIEOBAaHUI JEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO PUMEHEHUS, IPEIbsBIsieMble
K JKCIIEpTaM COBETa IO JTHUKE, MOPAJOK OpPraHM3allMd U TPOBEIACHMSI 3TUYECKOW HKCHEPTHU3BI, (opma
3aKJIIIOYCHHA COBCTA 1O 3TUKC YCTAHABJIMBAIOTCA YIIOJTHOMOYCHHBIM q)eﬂepaJILHBIM OopraHomM HUCIIOTHUTEIbHOMN
Bnactu. Ywncio HpeI[CTaBI/ITeHeﬁ MEAUIIMHCKHX OpFaHHSaHI/Iﬁ HC MOXCT MNPCBLIIATL IMOJIOBHUHY OT 06III€FO
qucia SKCIEPTOB COBETA IO ITUKE.

6. HH(bOpMaI_[I/IH O COCTaB€ COBE€Ta IIO0O J3THKEC, IlJIaHaxX €ro pa6OTI>I n TeKymeﬁ ACATCIIBHOCTH
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

pa3menaercs Ha O(UIMAIBLHOM CaiiTe yNOoJIHOMOYEHHOIO (hefepalbHOrO OpraHa UCIOJHUTENIbHONW BIacTU B
cet "MHTEpHET" B yCTAaHOBIEHHOM UM HOPSIKE.

Cratbsa 40. NpoBeaeHue KIIMHMYECKOro UCCreaoBaHUA NleKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpMMeHeHus

1. PykoBoauTellb MEIWIIMHCKOW OpraHU3alliH, KOTOpas MPOBOJUT KIMHHYECKOE WCCIICIOBAHHE
JICKapCTBEHHOTO Mpernapara s MeIUIIUHCKOTO MPUMEHEHHsI, Ha3HAYaeT MCCleoBaTeNs, OTBETCTBEHHOTO 3a
MPOBEJICHUE TAaKOr0 WCCIEAOBAHUS U HMEIOIIET0 JIEYEOHYI0 CHEIHATbHOCTh, COOTBETCTBYIOIILYIO
MPOBOJAMMOMY  KJIMHHYECKOMY HCCIICIOBAHHMIO JIGKAPCTBEHHOTO IIperapara, €O CTaKeM paboThl 110
MporpaMMaM KIMHUYECKHX HCCIICIOBAHHMKA JICKAPCTBCHHBIX IPENapaToOB HE MEHEE YeM TPH rojia U 10 €ro
IPEUIOKCHHUIO Ha3HAYaeT COUCCIICIOBATENICH U3 YKCIIa Bpaue 3TOH MEIUIIMHCKON OpraHn3allky.

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

2. HCCJ’ICI{OB&TGHB OCYHICCTBJIACT BBI60p ManMCHTOB, KOTOPBLIC IO MCAWIIMHCKHUM IMOKAa3aHUAM MOTYT
OBITh MPUBJICYCHLBI K YUYACTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOT'O IIpe€riapara Ajid MCAUIUHCKOTO
IIPpUMCHCHUA.

3. HCCJ’I@}IOB&TCJ’IB N COHUCCIIEAOBATCIIN OOJIXKHBI OBITE O3HAKOMIJIEHEI C pe3yjbTaTaMu JOKIMHHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBECHHOI'O CpPEACTBa, COACpNKAIIUMUCA B 6pOH_II-Op€ HCCIICO0BATCIIA, IIPOCKTOM
IIPOTOKOJIA KIIMHUYCECKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIliapaTa M MCEAUIMHCKOIO INPHUMCHCHUA,
pa3pa60TaHHLIM pa3pa6OT‘-II/IKOM JICKApCTBCHHOT'O  Mpfriaparta HWJIM HWHBIM HOPUIUYCCKHUM  JIMIOM,
MIPHUBJICKACMBIM K OpraHu3anuu IMpOBCACHHA KIIMHUYCCKOI'O MCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCriapata AJIAd
MCOUIIUHCKOI'0 IPUMCHCHUS, U APYTUMHU MaTCpUaJiaMH TaAKOIr'0 UCCIICAOBAHU .

3.1. PykoBoauTenb MEAUIIMHCKONW OpPTaHM3allMy B CPOK, HE MPEBBIIAIONINN TpeX pabouux JHEH co JHS
Hayaja IPOBEICHMS KIMHUYECKOIO HCCICNOBAaHUS JICKapCTBEHHOIO IIpernapara M MEIULUHCKOrO
NpUMEHEHHUs, cooluiaer o0 3TOM B YHNOJIHOMOYEHHBIM (QelepanbHblii OpraH HCIOJHUTEIbLHON BIACTH,
BBIJIaBIINI pa3pelieHre Ha MPOBECHUE TAKOT0 UCCIIeI0BaHUs, TI0 YCTAaHOBJICHHOW UM (Gopme.

(uacts 3.1 BBeneHa @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYIIECTBISIOIINE OPTraHU3ALUI0 MPOBEICHUS KIMHUYECKOTO HCCIIEIOBaHUS
JICKAPCTBCHHOT'O IpfriapaTta Ajd MEAUIMHCKOTO MPUMCHCHHA U YKa3aHHBIC B 4aCTH 3 crateu 38 HaCTOAIIECTO
denepanbHOTO 3aKOHA, B Cllydyae HEOOXOIMMOCTH BHECCHHS HM3MEHEHMH B TPOTOKOJ KIMHUYECKOTO
VICCIIEZIOBAHMS JIEKQpPCTBEHHOTO IIpenapara Uil MEJUIMHCKOTO MNPUMEHEHHS COOOIAaloT 00 3TOM B
YIOJIHOMOYEHHBIN (eiepabHblii OpraH MCIOJHUTEIbHON BIIACTH, BBIJABIIMIN pa3pelleHHe Ha NPOBEJCHHE
TaKOT'0 MCCIIEI0OBAHUS, 10 YCTAHOBICHHON UM (hopMe.

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

4.1. dopma cooOmEHUS O BHECCHHWH W3MECHCHHH B TIPOTOKON KIMHHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO Mpernapara Jijisi MEJUIIMHCKOTO PUMEHEHHUSI JIOJDKHA COCPKATh CIACAYIOIINE CBEICHHMS:

1) HaumeHOBaHUe, NACHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEIOBAHMUS;
2) nata BHECEHUsI U3MEHEHUH B MPOTOKOJ KIMHUYECKOTO UCCIIEI0BAHUS;
3) HaMMEHOBAHKME U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HauMEHOBaHUE OpraHM3allM, IPUBJICUYEHHON pa3padOTUMKOM JIEKApCTBEHHOrO Ipernapara K
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

OopraHu3anru MMPOBCACHUA KIIMHUYCCKOTO UCCIICJOBAHUA (HpI/I HaJ'II/I‘{I/II/I);

5) HaMMCHOBaHUA MW MCECTa HAXO0XICHHA MCIUIHMHCKHX OpPaHI/ISaLII/Iﬁ, B KOTOpPBIX IPOBOAHUTCA
KIIMHUYCCKOC NCCICIOBAaHUC,

6) AaTa BbIAa4YU pa3pClICHUS HA IMPOBCACHNUEC KIIMHUYCCKOI'0 NCCICAOBAHNA U HOMEP 3TOT'O pa3pCUICHUA,

7) ©3MEHEHUs1, BHOCUMBIE B TIPOTOKOJI KIIMHUYECKOTO MCCIICTIOBAHNUS.
(dactp 4.1 BBenena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NpeBBIIAOLIMN TPUALATH pabo4MX AHEH CO JIHS MOJY4YeHMs YKa3aHHOIO B yacTu 4
HacTosIIeH CTaThM COOOILICHMS, YIMOJHOMOUYEHHBIN (elepanbHblii OpraH MCIOJHHUTENIbHON BlacTu
paccMaTpuBaeT 3TO COOOLICHME B YCTAaHOBJICHHOM MM [OPSJIKE M TNPUHUMAET pPELICHHE O BHECCHHHU
W3MEHEHUH B NPOTOKOJ KIMHUYECKOIO MCCIEI0BaHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOIO
MpUMEHEHUsT WM 00 OTKa3e BO BHECEHWHM Takux u3MeHeHui. [lpm paccmorpenun cooOmeHus o
HEOOXOIMMOCTH BHECEHUSI U3MEHEHUH B MPOTOKOJ KJIMHUYECKOIO UCCIIE0BaHMsI JIEKAPCTBEHHOI'O IIpenapara
JUIs  MEJUIIMHCKOTO NPUMEHEHHs B LENAX OLEHKM OOOCHOBAaHHOCTH TpeAjiaraeMblX HW3MEHEHUH u
ONpEACNEHUs] CTENEHN pUCKA JUIsl MAlMEHTOB, NPUHUMAIOIIUX Y4YacTHE B KIMHMUYECKHUX HCCIEIOBAHHUSAX,
YHOJHOMOYCHHBIM d)ellepaHLHbIM OopraHom HWCIIOJTHUTEIBHON BJIACTH MOTYT IPUBJICKATHCA OKCIICPTHI COBCTA
IO JTHUKE.

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

6. Knunuueckoe ucciaenoBaHME JIEKAPCTBEHHOIO Ipenapara il MEAUIMHCKOIO NMPUMEHEHHS MOXET
OBITH MPHOCTAHOBIIEHO HIIM TMPEKPAIlEHO, €CIM B IMPOLECCe €ro MpoBeAeHUS OOHapy» eHa OMacHOCTb [
JKU3HM, 370pOBbsSI TAaIMEHTOB. B cilydyae BO3HUKHOBEHUS OIMACHOCTH UISl >KM3HHU, 3J0pPOBbSl MAIMEHTA,
y4acTBYIOLIETO B KIMHUYECKOM MCCIIEJOBAaHUM JIEKAPCTBEHHOr'O Ipenapara A MEIUIUHCKOr0 NPUMEHEHNS,
HCClleIoBaTeNN  00s3aHbl MPOWH(GOPMHUPOBATE 00 3TOM PYKOBOAWTENS MEIWIMHCKOW OpraHu3alud H
OpraHM3aIHIo, MOTYUYHUBIIYIO pa3pelieHue YIIOJIHOMOYEHHOTO (pe/iepabHOro OpraHa UCIOIHUTEIbHOM BIIaCTH
Ha OpPraHM3alI0 MPOBEICHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKApCTBEHHOIrO mpemnaparta. Pemenue o
NPUOCTAHOBIIEHUH KIMHUYECKOTO HCCIEJOBaHUS JIEKAPCTBEHHOTO Impemapara Juisi  MEIULMHCKOTO
MPUMEHEHHUS TPUHUMAIOT PYKOBOJIUTENh MEAWIIMHCKOW OpraHu3aluyd ¥ (WIK) OpraHU3aius, MOJy4HBIIAs
paspeuieHre YHOJIHOMOYEHHOTo (eiepalbHOIO OpraHa HCIOJHUTEIbHONM BIACTH Ha OPraHU3aluio
MIPOBEJICHUS] KJIMHUYECKOIO MCCIEI0BaHUS JIEKAPCTBEHHOI'O Ipemnapara il MEIULUHCKOTO NPUMEHEHUs,
pelleHre O TNPEeKpalleHMH TaKoro HCCIeIOBaHUS NPUHUMAET YIOJTHOMOYEHHBIM QenepalbHblil oprax
UCIIOJTHUTENbHOM BIACTH HAa OCHOBAHHWM COOOIIECHHS B MHCbMEHHON (opMe PYKOBOAMTENS MEIULIUHCKON
OpraHM3allil WJIM OpraHMu3allysl, MONy4YWBIIAs pa3pelleHrne YHMOJHOMOYEHHOTO (QelIepalbHOr0 OpraHa
WCIIOJTHUTENIbHOW BJIACTH Ha OPraHU3alyi0 MPOBEACHUS KIMHUYECKOTO MCCIEIOBAHUS JIEKaPCTBEHHOIO
npenapara Jyisi MEIULUHCKOTO IPUMEHEHUSI.

7. B cpok, He MpeBbILAOMUN MITH paboyux AHEW co JHS 3aBepLICHMs,, NPUOCTAHOBIEHUS WU
MPEKpaAlICHUs] KIMHUYECKOTO HMCCIEIOBAHMS JICKAPCTBEHHOTO Ipenapara il MEIUIMHCKOTO NMPUMEHEHHs,
cooOuieHne 00 3TOM HampaBiAeTCsl OpraHu3alMsAMH{, YKa3aHHBIMM B 4acTH 3 cTaTbu 38 HACTOSIIETO
@denepanbHOrO 3aKOHa, B  YINOJHOMOYEHHbIH (efepasbHBId  OpraH HCHOJIHMTENBHOM BJACTH IO
YCTaHOBJICHHOW UM (hopme.

8. ®dopma CcoOOIICHHS O 3aBEPIICHUM, TNPUOCTAHOBICHUHM WM MPEKPAMICHUU KIMHUIECKOTO
HCCTIE0BaHUS JICKAPCTBEHHOTO IIpernapara Jyisi MEAUIIMHCKOTO MTPUMEHEHHUS TOJDKHA COIePKATh!

1) umHbopmManui0O O MEAMIMHCKONW OpraHM3alMi WM MEAMIMHCKHX OpraHU3alUsaX, MPOBOAMBIINX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JaHHOC UCCIICAOBAHUC,
2) OIIMCAaHUEC JAaHHOI'O UCCIICAOBAHMUA,

3) mamHble wuccnemoBatens (daMuims, WMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMas JIOJKHOCTH,
CHEIMAILHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HMCCIEAOBAHUN JICKAPCTBEHHBIX IPENapaTos,
MepeueHb KIMHUYICCKUX HCCIISIOBAHUN JICKAPCTBCHHBIX TIPENapaToB, B KOTOPBIX OH MPUHUMAII y9acTHE
(TIeproIbl y4acTHsl) B KAYECTBE MCCIICIOBATEIS UIM COUCCIICIOBATENs);

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

4) pe3ynbTaT JAaHHOTO HCCIENOBaHUS (3aBeplleHHEe, MPHUOCTAHOBICHUE WM MPEKpalleHUue TaHHOTO
WCCIICIOBAaHMS C yKa3aHWEM MX NPUYUH M BIUSHUS HA OICHKY €ro pe3yibTaToB, OOIIYIO OLIEHKY pHUCKa U
0’KHMJIa€MOM TOJB3bl OT MPUMEHEHHs UCCIIEAYEMOro JIGKapCTBEHHOTO Tpernapara, a TakKe MpearnoaraeMbie
JTanbHEHIIINE TeHCTBHS).

8.1. Ilpu BeIsIBICHNH (peiepaibHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIICCTBISIFOIIUM (QYHKIIUH 110
KOHTPOJIIO U HAaJ30py B cepe 3paBOOXpaHEHHs, HAPYIICHUN PABWI HaJIekKAIEH KIMHHYECKOW TPAKTUKU
TIpH MIPOBEJICHUM KIMHUYECKOTO UCCIICIOBAHMS JICKAPCTBEHHOTO Mpemnapara, BIUSIONUX Ha MOJHOTY U (WIIH)
JIOCTOBEPHOCTh JAHHOTO KIMHUYECKOTO HMCCIEIOBaHUS, YKa3aHHBIM (eepaibHbI OpraH HCIOJHUTEIHHON
BJIACTU NPHUOCTAHABIIMBACT IMPOBCACHUC JAHHOI'0 KIIMHUYCCKOI'0 HCCJICIOBAHUSA W BBIHOCUT MeILHHHHCKOﬁ
OpTaHM3alllK, B KOTOPOW MPOBOJUTCS JaHHOEC KIMHHYECKOE WCCIICOBAHHE, NMPEANrcanue o0 yCTpaHESHUH
BBISIBIICHHBIX HapylieHui. [Ipu HeycTpaHEHWM METUIIMHCKON OpraHu3aluedl BbISBICHHBIX HAPYIICHUH B
YCTQHOBJICHHBII B MPEANUCAHUN CPOK yKa3aHHBIN (efepalibHbI OpraH UCIIOJIHUTEILHON BIACTH PUHHUMAET
pelieHre O TMPeKpalleHUd TPOBEIACHHS KIMHUYECKOTO WCCIEAOBaHUs JIEKapCTBEHHOTO Tperapara u
HanpasisieT B (pefepabHbIA OpraH MCIOJIHUTEIBHOW BIACTH, OCYIIECTBIISIONINHA (PYHKIMH 10 BBIpaOOTKE U
peanM3allii  TOCYAApCTBEHHOW TIOJMTUKM W HOPMAaTUBHO-NIPAaBOBOMY  DEryJMpOBaHHIO B  cdepe
3ApaBOOXPAaHCHUA, 3aKIOUYCHHUEC O BBIABICHHU IIPH MNPOBCACHHUHW OAaHHOI'O KIIMHHUYCCKOI'0 HMCCIICIOBAaHUA
HApYyIICHUIA MPAaBHJ HaJUIeKAIEH KIMHUYCCKON MPAKTUKU JJIS TPUHATHS PEIICHHUS 00 OTMEHE pa3pelieHus
Ha OpPraHM3alMI0 TPOBEICHHUS TAaHHOTO KIMHUYECKOTO WCCICAOBAHUS C JaThl TPUHATHS PEIICHHS O
MIPUOCTAHOBIICHUH TPOBEACHUS KIIMHUYECKOTO UCCIIeI0OBAHUS JIGKAPCTBEHHOTO Mpernapara.

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

9. YrionmHOMOYEHHBIH (efiepatbHBId OpraH HCIIOJTHUTEIHHON BJIACTH OIMyOJIMKOBBIBACT M pa3MeIiaeT Ha
cBoeM odunuanbHOM caiite B cetu "HHrepHer" cooOlieHHe O 3aBEpIICHHUH, NPUOCTAHOBICHUM WIIU
NPEKPAIICHUN KIMHUYECKOIO UCCIEN0BaHUs JIEKAPCTBEHHOIO MpernapaTa Juisi MEAUIIMHCKOIO IPUMEHEHHUSI B
CPOK, HE MPEBBIAIONINHN MATH pab0YHX AHEH CO THS €ro MOJIy4YeHHs, B YCTAHOBIEHHOM UM TOPSIKE.

10. YromHOMOUYEHHBIH (enepanabHblil OpraH HCIOJHUTEIBHON BIACTH OCYIIECTBISET BEJICHHE peecTpa
HCCIIEN0BATENICH, IPOBOIAIIMX WIN IIPOBOJUBIINX KIMHUYECKUE UCCIEAOBAHMS JICKAPCTBEHHBIX IIPENapaToB
JUIS MEIULIMHCKOTO NPHUMEHEHMs, B COOTBETCTBUHU C YTBEPKICHHBIMA UM [PABWIAMH U PAa3MELIACT €ro Ha
cBOeM o(uLraibHOM caiite B ceT "MHTepHeT" B yCTaHOBJIEHHOM MM MOpsJIKE. YKa3aHHBIA peecTp COAEPKUT
UH(POPMALIUIO, IPETYCMOTPEHHYIO IIYHKTOM 3 4acTy 8 HACTOSILEH CTaThH.

11. OTuer o pe3ynpraTax KIMHUYECKOTO UCCIIEI0BaHMS JIEKapCTBEHHOTO IIpenapara A MEIULUHCKOTO
MIPUMEHEHHS COCTABIIAETCS OpraHM3allel, yKa3aHHOM B uyacTu 3 crtaTbu 38 Hacrosiero denepanbHOroO
3aKOHA, HAa OCHOBAHUHU 3aKIKOYCHUN MEIULMHCKUX OPraHW3alui, NPOBOJMBIIMX 3TO HCCIECIOBAHHUE, U
MPEJCTABISETCSA B YIIOJIHOMOYEHHBIN (hefiepaibHbIi OpraH UCIIOJIHUTEFHON BIIACTH, BBIIABIIMNA pa3pelieHne
Ha IMPOBEICHUE ITOTO MCCIECIOBAaHUSA, B CPOK, HE INPEBBIIIAIONIMN TPEX MECSLEB CO JHS €r0 3aBEpPIICHHS,
IPUOCTAHOBJICHUS WM IIPEKPAILEHUs, B TOPAAKE, yCTAHOBIEHHOM YIIOJHOMOUYEHHBIM (eliepaibHbIM OpraHoM
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HUCIIOJTHUTEILHOM BIIACTH.

12. HapymieHne DOpaBWiI HaANEXKamed KIMHHYECKOH TpakTuku, Qanbcudukanus pe3ylbTaToB
KIIMHUYECKOTO MCCIIeIOBAHMUS JIEKAPCTBEHHOTO TpernapaTa JJisi MeJUIIMHCKOTO TPUMEHEHHS BIEKYT 3a COOOU
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

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

13. Ilpu mpoBeneHUU KIMHUYECKOTO HCCIEIOBaHMS JIEKaPCTBEHHOIO Mpemnapara Jjs METUIMHCKOTO
OPUMEHEHHUs JOMycKaeTcss 3a00p y MalUEeHTOB OWOJIOTMYECKUX MaTepuanoB (00pasibl OMONIOTHYECKUX
KHUJIKOCTEH, TKaHEW, CEKPEeTOB M TPOIYKTOB HKHU3HEIEATEIbHOCTH YEIOBEKa, (U3UOJOTHUECKUX U
MATOJIOTUYECKUX BBIJICIICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OUOTICHITHBIN MaTepuan) s
ux uzydenus B Poccuiickoit @enepannu u (unm) 3a npenenamu Poccuiickoii deneparium.

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

14. Tlopsnok BBO3a B Poccuiickyto ®enepanuio u BbIBO3a 3a mpenenbl Poccuiickoit ®enepannu
OHMOJIOTMYECKUX MaTepHalioB, MOTYYEHHBIX MPHU MPOBEACHUU KIMHUYECKOTO HCCIIETOBAHMS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIIMHCKOro IpUMeHeHusl, yctanaBnupaercs [IpaButensctBom Poccuiickoit denepanuu.

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

Cratba 41. [JoroBop O npoBeAeHUU KIMHUYECKOro uccrieqoBaHUs NEeKapCTBEHHOro
npenaparta ansi MeAMLUUHCKOro npuMeHeHus

1. Kimawnueckoe HCCJIICAOBAHUC JICKAPCTBCHHOI'O IIpCliapara I MCAUIUHCKOIO MNPUMCHCHUA
IpOBOAUTCA B COOTBCTCTBUMU C JOTIOBOPOM O MPOBCACHHU KIMHHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
npemnapara ajd MCAUIUHCKOTO MPUMECHCHU S, 3aKIIIOYaCMbIM MCKIY opraHmauHeﬁ, HOJ'Iy‘-IPIBHICfI paspeui€cHuc
YIOJIHOMOYCHHOTO (bezlepanLHoro opraHa HCIIOJIHUTEILHON BIIACTH Ha OopraHu3alriio MpOBCACHHUA TaKOI'o
HCCICJ0BaHusA, U MCHHHHHCKOﬁ OpraHHSaHI/ICﬁ, OCYHIGCTBJ'I?IIOH.[CIZ IIPOBCACHUEC TAKOI'0 NCCICAOBAHMA.

2. I[OFOBOp 0 M[OpOBCACHHHU KIIMHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfllapara I
MCIUIUHCKOI'O IPUMCHCHUS JOJIZKCH COACPIKATD:

1) ycioBus ¥ CPOKM NIPOBENECHUS JAHHOI'O UCCIIEJOBAHMSI;

2) ompeneneHue oOMEH CTOUMOCTH MPOTPAMMBl JIAHHOTO HKCCIIEIOBAHUSA C YyKa3aHUEM CYMMBI,
MpeIHa3HAYAIOMICHCS TSl BBITUIAT MCCIIEIOBATENSIM, COMCCIIEIOBATEIISIM;

3) omnpenenenue (GopMbl MPEACTABICHUS PE3yJbTAaTOB JAHHOTO HCCIEIOBAHHS B YIOJHOMOYEHHBIN
(denepanbHBI OPraH UCMIOTHUTENBHOMN BIACTH.

Cratba 42. ®PuHaHCcOBOe obecneyeHue KIMMHUYECKOro MccrefoBaHUA NeKapCTBEHHOro
npenaparta ansi MeAMLUHCKOro npuMmeHeHus

duHaHCOBOE obOecreyeHune KIIMHUYCCKOI'O HCCJIICa0BaHUA JICKApCTBEHHOT'O Ipcerapara JIs
MCIUIIMHCKOI'O MPUMCEHCHUA OCYILICCTBIIACTCA 3a CUCT:

1) cpenctB deaepanbHOrO OOIKETA;

2) cpenctB opraHu3alui, MOIYYMBIIMX pAa3pelIEHUE HAa OpraHU3alUI0 IPOBEJIEHUS JAHHOIO
HCCIEN0BaHus, B COOTBETCTBUU C YCIOBUSMH JOTOBOPA O €r0 IMIPOBEACHUH;
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3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoit deaepanuu HCTOYHUKOB.

Cratba 43. [lpaBa nauMeHTOB, Y4YacTBYWOWMUX B KIIMHUYECKOM uUCCnefoBaHUMU
neKkapCcTBEeHHOro npenapara ans MeauLUHCKOro npuMeHeHus

1. Yuactue MAalMEHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBECHHOI'O ITp€riapaTra AJId MEAUIUHCKOI'O
IIPUMCHCHMU SABJISICTCA I[O6pOBOJ'IbHBIM.

2. ITanueHT UK ero 3aKOHHbIM MMPpEaACTAaBUTCIIb JOJIKCH OBITH I/IH(I)OpMI/IpOBaH B IIMCbMEHHOM (bopMe:

1) O JICKAPCTBCHHOM IIpfriapare Mid MCAUINUHCKOIO NPHUMCHCHUA W CYHIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAHMUA 3TOTO JICKAPCTBCHHOI'O IIp€iapara,

2) o 0e30macHOCTH JICKapCTBEHHOTO Tperapara s MEIUIIMHCKOTO MPUMEHEHHsI, €ro OXKHIaeMOi
3¢ (HEeKTUBHOCTH U CTENIEHU PUCKA I MAIUCHTA;

3) 00 YCIOBUAX YyYaCTHA NAIIMCHTA B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpCIliapara IJId
MCIUIUHCKOTI'O IPUMCHCHU

4) 0 1enu UM LeIsIX U IPOJODKUTEIbHOCTH KIMHUYECKOTO UCCIIEI0BaHUS JIEKapCTBEHHOTO IIpenapara
JUISL METUIIMHCKOTO TPUMEHEHMS,

5) o nelcTBUSAX MalMEHTa B Cly4yae HempeABUACHHBIX 3()()EKTOB BIMSHUS JEKAPCTBEHHOIO IpernapaTa
JUTISL MEAMLIMHCKOTO IPUMEHEHHUS Ha COCTOSIHUE €T0 310POBbS;

6) 00 YCIIOBUAX 00513aTENIHLHOTO CTPAaxOBaHUA KU3HU, 3A0POBBA MALIUCHTA,

7) 0 TapaHTUIAX KOH(bI/L[[eHLII/IaJIBHOCTI/I ydactusa MaluCHTa B KIMHUYCCKOM  HCCIICIOBAHUU
JICKAPCTBCHHOT'O IIpcIiapaTta JAJid MCAUIIMHCKOT'O IIPUMCHCHUA.

3. I[O6p0BOJ'H)HO€ corjraCue InanueHTa Ha Y4YaCcTUC B KIMHUYCCKOM HMCCICAOBAHUUN JICKAPCTBECHHOIO
npenapara ajd MCAUIHUHCKOr0 MpUMCHCHHA MOATBCPKAACTCA €ro NMOANUCHI0 WKW MOANHNCBIO €0 3aKOHHOI'O
MMpCACTAaBUTCIIA HA I/IH(i)OpMaHI/IOHHOM JIUCTKC ITallkCHTA.

4. ITarueHT UMM ero 3aKOHHBIN MMPEACTAaBUTCIIb UMCCT IIPABO OTKA34aTbCA OT YUACTUA B KIIMHUYCCKOM
HUCCIICAOBAHNU JICKAPCTBCHHOI'O IIpCIlapaTa Il MCAUIUHCKOI0 IMPUMCHCHUSA Ha 000 CTauu MPOBCACHUSA
TaKOT'0 UCCJICAOBaHMA.

5. IlpoBeneHHMe KIMHUYECKOTO HCCIECAOBAaHUS JIEKApPCTBEHHOIO IIpenapara Uil MEIULUHCKOIro
MPUMEHEHHUS C yYaCTHEM B KaUeCTBE MAIMEHTOB JIETEH TOMyCKaeTcsl TOJIBKO C COrylacusi B MUCbMEHHOU opMme
UX POJUTENEH, ychIHOBUTENEH. [leTn MOryT paccMaTpuBaThCs B KaUE€CTBE IOTEHIMAIBHBIX NAlIMEHTOB TaKOTO
UCCIICIOBaHMs, TOJBKO €CIM €ro IpoBeleHHEe HEeoO0XOAUMO Ui YKpEIUIeHHsl 3J10pOBbs JeTed HIu
npoMIaKTUKNA WHPEKIIMOHHBIX 3a00JIeBaHUI B JIETCKOM BO3pacTe JIMOO €CNM LENbI0 TAaKOTO HCCIeI0BaHUs
SIBJIAETCS MOJTY4YEHHE JAHHBIX O HAWJIy4ylled J03MpPOBKE JIEKAPCTBEHHOI'O Mpemnapara Jyuis jeueHus nereil. B
9THX CIIy4asiX TAKOMY MCCJIEJOBAHUIO JOJKHO MPEIIECTBOBATh KIMHUYECKOE HUCCIIEJOBAHUE JIEKAPCTBEHHOIO
npenapaTa AJii MEIUIUHCKOTO MPUMEHEHNS Ha COBEPIIEHHOJIETHUX TpakJaHaX, 3a UCKIIOYEHHEM CITy4yaes,
€ClIM  HCCIENyeMbI JIeKapCTBEHHBIH Ipernapar Julsi MEAMLUUHCKOIO INPUMEHEHUs IpeHa3HaueH
UCKITIOUUTEIBHO JJIs1 UCIIOJIb30BaHMs HECOBEPILICHHOIETHUMHU I'paXkJaHAMHU.

(B pen. denepanbroro 3akoHa ot 22.10.2014 N 313-03)
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6. 3anpemaeTc;1 IMPOBCACHUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapaTa IJIid
MCIUITUHCKOI'O IPUMCHCHUS C YIACTUCM B KAYCCTBC IMMAITUCHTOB!

1) nereit-cupoT U AeTei, ocTaBIIMXCs 0€3 TONEUYEHUs] pOTUTENCH;

2) KEHIIMH B TIEpUOJl OEPEMEHHOCTH, KEHIIUH B IEPHO IPYIHOTO BCKAPMIIMBAHUS, 32 MCKIIOUYEHUEM
CITy4aeB, €CII MPOBOANTCS KIMHUYECKOE MCCIIEAOBAHNE JIEKaPCTBEHHOTO Mpenapara, NpeaHa3HaYeHHOTO IS
YKa3aHHBIX JKEHIIUH, TIPH yCIOBUH HEOOXOANMOCTH HOIyYeHHS HH(OPMALUH TOJIBKO BO BPEMs IPOBEACHHUS
COOTBETCTBYIOIINX KIMHHYECKUX UCCIIETOBAHUM U TIPUHATHUS BCEX HEOOXOIMMBIX MEp MO UCKIIIOYEHUIO PHCKa
HaHECEHUs BpeJia KEHIMHE B NMepHoj OepeMEeHHOCTH, )KEHIIIMHE B TIEPUO]] IPYIHOTO BCKapMIIMBAHUS, IUIOAY
WK peOCHKY;

3) BOEHHOCTY)XalMX, 3a UCKIYEHUEM CIydyaeB [POBEACHUA KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOT'O Mpemnapara, ClieualbHO pa3paboTaHHOIO JAJIsl MPUMEHEHHS B YCIIOBUSIX BOCHHBIX JEUCTBUH,
Ype3BhIYANHBIX CUTYyalUi, TPOMUIAKTHUKY U JIeUeHUs 3a00JIeBaHU U MOPaKEHUH, TOJyUYEHHBIX B pe3ysbTare
BO3/ICHCTBHSI HEONArONMPUSTHBIX XUMHUYECKHX, OWOJIOTMYECKUX, paJualMoHHbIX (akTopoB. KimHmueckoe
HCCIe0BaHUE TAKOTO JIEKAPCTBEHHOI'O MpEernapaTa MOXKET MPOBOAMTHCS C YYACTUEM B KaueCTBE MAllUEHTOB
BOCHHOCIYXKAIIUX, 33 WCKIIOYEHHEM BOCHHOCIYXKAIIMX, MPOXOJSAIINX BOCHHYIO CIyXOy IO TPHU3BIBY, C
coOntofeHreM TpeOOBaHUIl, YCTaHOBIEHHBIX HacTOSIMM DenepanbHbIM 3aKOHOM B OTHOILLIEHUU
TPKIAHCKHUX JIUIT;

4) cOTpyTHUKOB MIPABOOXPAHUTEIBHBIX OPTaHOB;

5) nui, OoTOBIBAIONIMX HaKa3aHWE B MECTax JIMIICHHS CBOOOJBI, a TaKKe JIMI, HaXOIAIIUXCS IO
CTpa)keil B CJIEICTBEHHBIX M30JIATOpax.

7. I[OHYCKaCTCSI MMPOBCACHUC KIMHHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara I
MCIUIUHCKOI'0 MPUMCHCHU, MPECAHAZHAYCHHOI0 JIA JICUCHUSA IICUXUYCCKUX 32160J'I€B3_HHI>1, C ydaCTuem B
KaueCTBC NMaUMCHTOB JIMI C IICUXHYCCKHMU 3360J’I€BaHI/I$IMI/I, IIPHU3HAHHBIX He,ZIeeCHOCO6HBIMI/I B IMOPAJIKE,
YCTAHOBJICHHOM 3aKOHOAATCIIbCTBOM Poccuiickoit d)enepauml. Kinunanaeckoe HCCIEA0BAHHUE JICKAPCTBECHHOI'O
Inpenapara B 3TOM CJIyda€ HOPOBOAUTCA IIpU HAJIWYHUU COITIaCUsA B MHUCBMEHHOMN CI)OpMC 3aKOHHBIX
Hpe,I[CTaBHTeHCﬁ YKa3aHHBIX JIMII.

Cratbsa 44. O653aTenbHOE CTpaxoBaHMe XU3HU, 300POBbA NauUeHTa, yyacTBylolero B
KNMMHMYECKOM UccrnenoBaHMU NeKapCcTBEHHOro npenapara Ana MeAULUUHCKOro NpuMeHeHus
(B pen. deaepanproro 3akona ot 29.11.2010 N 313-D3)

1. OpFaHHSaHI/I}I, MoJIydyruBIIaAA PA3pCIICHUC HA OpTraHU3alui0 IPOBCACHUSA KIIMHUYCCKOI'0 UCCIICIOBAHUA
JICKAPCTBCHHOT'O IpfcIiapara AJisd MCAUIIUHCKOI'O MPUMCHCHUA, 00s13aHa B KauecTBe CTpaxoBaTCJisl CTPaxOBaTh
PUCK HNPUYUHCHUA Bpcaa KHU3HH, 3IJ0POBBIO ITaIMECHTA B PE3YJbTATC IMPOBCACHHUA KIMHUYCCKOI'O
HCCIIEA0BAaHMs JICKAPCTBCHHOI'O MMperapara Ajisd MEAUIIMHCKOT'O IIPUMCHCHUS 3a CBOM cUeT IMyTEM 3aKIHOYCHUA
JA0roBopa 00513aTEJIbHOTO CTpaxOoBaHUsI.

2. O0BEKTOM 0053aTEIHLHOIO CTpaxOBaHUs SABJIACTCA I/IMYI_I_ICCTBCHHBII\/'I HHTEPECC MALUCHTA, CBSI3aHHBIM C
NPpUYUHCHHUCM BpCJa €TI0 KHU3HHU WU 3J0POBBIO B PC3YJIbTATC MNPOBCACHUA KIIMHHUYCCKOI'O0 HCCIICAOBAHUA
JICKAPCTBCHHOT'O IIpcIiapaTta JAJid MCAUIIMHCKOTI'O IPUMCHCHUA.

3. CtpaxoBbIM Clly4aeM IO JIOTOBOPY OOs3aTEIIBHOTO CTPAXOBAaHUS SIBISETCA CMEPTh MAllUCHTa WIH
YXYAIIEHUE €ro 3J0POBbsl, B TOM YHCJIE BIIEKYIIEe 3a COOOH YCTaHOBJIICHWE WHBAIMIHOCTH, TIPH HAJTUYNAN
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HquHHHO—CHCHCTBeHHOP’I CBAA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U y4aCcTUCM IMallUCHTAa B KIIMHUYCCKOM
HCCIICAOBAHNU JICKAPCTBCHHOI'O IIpCIIapara.

4, Tp€6OBaHI/I$I 0 BO3MCIICHHHU BpCaa, MPUIUHCHHOI'O JKU3HU WJIK 300POBBIO MAUCHTA, MMPCABABIAIOTCA
B TCYCHHUEC CPOKOB HCKOBOI1 AaBHOCTH, YCTAHOBJICHHBIX I'PAXKJIAHCKHUM 3aKOHOAATCILCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JJOTOBOPY 00s13aTEIHLHOTO CTPAXOBAHUS COCTABIISIET:

1) B Cllydya€ CMCPTH IAallME€HTA ABa MHJIJIIMOHA py@]’[@ﬁ Ha KaXaoro ImnamucHTa, y4aCcTBOBABIICTO B
KIIMHUYCCKOM HUCCIICAOBAHNU JICKAPCTBCHHOI'O IIPCIIapaTa,

2) npu yXyAILEHUH 3J0POBbs MaIMEHTa:

a) MOBJICKIIEM 33 000 yCTaHOBJICHHE WHBAIUAHOCTH | TpyIIbl, OJMH MUJTMOH TSTHCOT ThICAY pyOen
Ha Ka)KJI0TO NAIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEA0BAHUM JIEKAPCTBEHHOTO MPEIapara;

0) moBJieKIIeM 3a co00i yCTaHOBJIEHHE MHBaIUAHOCTH Il rpynmel, olMH MIIIMOH pyOJiell Ha KaXkJI0ro
IallMeHTa, yYaCTBOBABIIETO B KIIMHUYECKOM MCCIIEIOBAaHHUH JIEKAPCTBEHHOTO TIpeTapara;

B) IMOBJIEKIIEM 3a c000i ycTtaHOBiIeHHEe UHBaMUAHOCTH 111 rpynmbl, OATHCOT ThICSAY pyOsel Ha KaXJI0ro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUH JIEKAPCTBEHHOTO NIpenapara;

I') HE TMOBJEKIIEeM 3a COO0N yCTaHOBJICHHS WHBAJIMTHOCTH, HE OOJiee YeM TPHUCTA THICSY pyOsed Ha
Ka)KJO0T0 TAI[UeHTa, YYaCTBOBABIIIECTO B KIMHHMYECKOM HCCIICIOBAHUH JICKAPCTBECHHOTO Tperapara, HCXOoIs U3
HOPMAaTHBOB, OTPAXKAIONINX XapaKTep U CTEICHb TOBPEXICHUS 3/IOPOBBS, a TaKkKe (PaKTUUISCKH TMTOHECEHHBIX
NAIMEHTOM pPAaCXOJIOB, BBI3BAHHBIX IMOBPEKICHUEM 3JI0POBbS, HA MEIUIIMHCKYIO TOMOIb, MPHOOPETCHUE
JICKapCTBEHHBIX TPENapaToB.

(nm. "r" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roga. - @enepanbublii 3akon oT 22.12.2014 N 429-03.

7. Cpok JnoroBopa 00s3aT€IbHOTO CTPAaxOBAaHMUS HE MOXET ObITh MEHee, YeM CpOK IPOBEICHUS
KJIIMHUYECKOTO UCCIIEI0OBaHMs JIEKApCTBEHHOTO MIpernapara.

8. YcioBus gorosopa 00s13aTeIbHOIO CTPaXOBaHUs, B TOM YUCIIE CTPaXOBble TapU(bl IO 0053aTEIBHOMY
CTpaxOBaHMIO, NepeuyeHb HEOOXOJUMBIX JOKYMEHTOB Ui OCYLIECTBICHMS CTPAaXOBOW BBIMJIATHI, MOPSIOK
YCTQHOBJICHHSI CTpaxoBaTeleM HHAMBHIYaJbHOTO WACHTU(PHUKAIMOHHOTO KOJa TMAaIMeHTa, MOpPsI0K
WHGOPMHUPOBAHUS CTPAXOBATEIIEM CTPAXOBIIMKA O TMPHUBICYCHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO
JICKAPCTBCHHOI'0 IIpfrapara A MCIUIHMHCKOI0 IMPUMCHCHHUSA IMMAllUCHTAaX, MNOPAAOK VYILIAThI CTanOBOI\/'I
opeMun, MnopdaaoK pfalnu3alrn ONPCACICHHBIX HACTOAIIHUM d)enepam,HHM 3aKOHOM W JpyTHUMHU
(benepanbHBIMU 3aKOHAMH IIPaB M 0053aHHOCTEH CTOPOH IO AOrOBOPY 00S3aTENBHOIO CTPAXOBAHUS, a TAKKe
HOPMATUBBI, OTpPaKalOIIME XapakTep M CTENEeHb MOBPEXICHHs 3/I0pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMU
[paBUIAMHU 00S3aTEILHOTO CTPAXOBAHMS.

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

9. B ciyyae mpuYMHEHHUS Bpela JKU3HU IMAIMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTEIIMU 110 JOTOBOPY 00S3aTEIHLHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOLIUE IPaBO Ha BO3MEUICHHE BpelJa B CilIydyae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXTaHCKUM 3aKOHOJATEIbCTBOM, MPU OTCYTCTBUU TaKWUX TPaKIaH - POAUTENH, CYNpPYT, JETH YMEPIIEro
MalMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHMM JICKAPCTBEHHOTO Ipernapara, B Cliydae CMEPTH
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

IMNanueHTa, y4aCTBOBABLICTO B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O IIPpCIiapaTa U HE MMCBUICTO
CaMOCTOATCIIBHOI'O J0X044d, - I'pakKAaHC, Ha MKIUBCHUHN KOTOPBIX OH HAXOAWJICA, B OTHOIICHUN BO3MCIICHUA
pPacxoa0B Ha HOFpe6eHI/I€ NnanueHTa, y4aCTBOBABHICIO B KIMHHUYCCKOM HMCCIICAOBAHUHN JICKAPCTBCHHOI'O
npemnapara, - JJMIo, IOHECHICC TaAKUC pacXoabl.

10. CTanOBaSI BbITIJIaTa B CYCT BO3MCEIICHHA BpE€aa, IPUINMHCHHOT'O JKU3HU MAUCHTA, YHaCTBOBABIICTO
B KIMHUYECKOM HCCICOIOBAHHUH JICKApCTBECHHOT'O npcIiiapara, pacrnpeacisicTcs MCKOY
BBII‘OI[OHpI/IO6peTaTeH$IMI/I MMpONOPLHUOHAJIBHO UX KOJIMYECTBY B PABHBIX JOJIAX.

11. IIpu HACTYMJIEHUH CTPAXOBOrO Clydasl MallMeHT, YYaCTBOBABIIUWA B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'O Tperapara, BbITOJONPUOOpETaTeNlb BIpaBe MPEAbSIBUTH HEMOCPEACTBEHHO CTPaXOBIIUKY
TpebOBaHNE O BO3MEIIEHUU MPUYMHEHHOTO Bpena. CTpaxoBasi BBIILIATA OCYIIECTBISIETCS CTPAXOBIIUKOM B
TEUEHUE TPHALIATH JTHEW CO JHS TPEICTaBICHUS HEOOXOIMMBIX JTOKYMEHTOB. [lanmeHTt, y4acTBOBaBIIUN B
KJIMHUYECKOM HCCJIEIOBaHUH JIEKAPCTBEHHOTO Tperapara, WiIH BbIFoJonpuodpeTarens 00s3aH COOOIIUTH
CTPaxOBIIUKY I OCYIIECTBICHUS CTPaXOBOW BBIMJIATHl WHAMBUAYAIbHBI HACHTU(UKAIIMOHHBIA KOJ
MalMeHTa, YCTAaHOBIGHHBIM CTpPaxoBaTeieM B COOTBETCTBUM C THUIOBBIMU MPABWJIAMHU OO0S3aTEIBHOTO
CTpaxoOBaHMs.

12. Jlo moHOTO OIpeAeNeHus pa3Mepa MOJIeKAIIEro BOSMEIICHUIO BPe/ia CTPAXOBIIUK MO 3asBICHHIO
MalyeHTa, y4acTBOBABIIETO0 B KIMHUYECKOM HCCIICOBAHMU JICKAPCTBEHHOTO Mpernapara, WiH 3asBICHHIO
BBITOIONPHOOpETATENsI BIPABE OCYIIECTBUTh YacTh CTPAaXOBOW BBIILIATHI, COOTBETCTBYIOUIYIO (DaKTHYECKU
OIpeIeTICHHON YacTH MPHYMHEHHOTO Bpe/a.

13. CTanOBaH BbIIJIaTa B COOTBCTCTBHUU C JOTOBOPOM 00513aTENBHOTO CTpaxOBaHHA OCYIICCTBIIACTCA
HE3aBHUCHUMO OT BBIILIAT, MIPUIUTAOIIUXCA IO APYTUM BUAAM CTPAXOBaHUA.

14. He nomyckaeTcsi y4acTHe MallM€HTa B MPOBEJACHUU KIMHHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara npu OTCYTCTBHH JIOTOBOpa 00s3aTEIHFHOTO CTPaXOBAHUS.

15. KoHTpoJib 32 UCIIOTHEHUEM OpraHu3aluel, MOdy4YUBIIeH pa3pelleHne Ha OpraHu3aliio IPOBEICHUS
KJIMHUYECKOTO MCCIENOBaHMs JIEKAPCTBEHHOTO IMpernapaTa A MEAUIUHCKOTO MPUMEHEHHUs, YCTaHOBICHHON
HACTOSIIEH cTaThell O0O0SI3aHHOCTH MO O00SM3aTENbHOMY CTPAaXxOBAaHHMIO JKWU3HHU, 3/I0POBbS TMAIMCHTA,
y4acTByIOIIero  (y4acTBOBABIIEr0) B  KIMHUYECKOM  HCCIIEIOBAaHWU  JIGKAPCTBEHHOTO  Ipemnapara,
OCYIIECTBIISIETCS ~ YMOJHOMOYEHHBIM  (e/lepaibHbIM OPraHOM HMCIHOJHUTEIBHON BJIACTH, BBIJABIIUM
paspelieHrne Ha TMPOBEJICHNUE KIMHUYECKHX HCCIICIOBAHHMM JIEKAPCTBEHHBIX MPEMApPaTOB I METUITMHCKOTO
PUMEHEHUSI.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 45. [pon3BoACTBO NeKapCcTBEHHbLIX CPeacTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEACTB JIOJDKHO COOTBETCTBOBATh TPEOOBAHHUSAM MOPABHUII
Ha/JIeXKalleld MPOU3BOJACTBEHHONW MPAKTUKU, YTBEPKACHHBIM YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM
HCTIONHUTENBbHON BiacTh. OCOOCHHOCTH Tepexojia MPOU3BOACTBA OTICIBHBIX JIEKAPCTBEHHBIX CPEACTB K HX
MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAaHUSMHU MPaBWI HAIUICKANICH NPOU3BOACTBCHHON MPAKTUKU
ycraHaBnuBaroTca IIpaButensctBom Poccuiickort ®enepanmu. Bpimada 3axkiio4eHHI O COOTBETCTBUU
TIPOU3BOUTEINS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPABUJ HAJICKAIICH MPOU3BOJICTBEHHON MPAKTUKH
OCYIIIECTBIISICTCS MO pe3yJibTaTaM HWHCIEKTHUPOBAHUS MPOU3BOAUTENECH JIEKAPCTBEHHBIX CPEACTB B IMOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickont ®epepanuu. Pasmep muatel 3a Bblady 3aKIKOYEHHS O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

COOTBETCTBUM  TMPOU3BOAUTENS]  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  MPaBHI  HaAJexXaiei
MPOU3BOACTBEHHOM TMpakTUKU ycraHaBiauBaercs IIpaBurensctBoM Poccuiickonn ®enepanuu. [lopsaok
OpraHu3aly U MPOBEICHHUS MHCIEKTUPOBAHHUS MPOU3BOAUTENEHN JICKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE
TpeOOBaHUSAM TIPaBUJ HAJUISKAIEH TPOU3BOJCTBEHHON TMPAKTUKU ycTaHaBiauBaeTcs [IpaBUTENbCTBOM
Poccuiickoit deneparumn.

(B pen. DeaepanbHbiX 3ak0HOB 0T 25.06.2012 N 93-D3, o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

2. IIpous3BoAcCTBO  JIeKapCTBEHHBbIX cpeacTB B  Poccuiickoir  ®enepanuu  OCyIIECTBISIETCS
MPOU3BOAUTENSAIMUA JIEKAPCTBEHHBIX CPEACTB, HMMEIOIIMMH JIMIEH3UI0 HA IPOU3BOACTBO JIEKAPCTBEHHBIX
cpeacts. lloaTBepxkaeHnEe COOTBETCTBHS JMLIECH3MATA OpaBUJIaM HaJJIekKaleld MPOU3BOACTBEHHON MPAKTUKHU
OCYILIECTBIISIETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBHM C 3aKOHOJATEILCTBOM Poccuiickoit
denepannu ¢ y4eTOM 0COOCHHOCTEH, YKa3aHHBIX B 9YaCTH | HACTOSIIIIEH CTAThH.

(B pen. DeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-P3, o1 22.12.2014 N 429-D3)

3. IIpou3BoACTBO JIEKapCTBEHHBIX CPEACTB OCYLIECTBISIETCS ¢  coOMroieHueM TpeOoBaHMN
MIPOMBIILIJICHHOTO pPErIaMeHTa, KOTOPBIM YTBEPKIAETCA PYKOBOAMUTEIEM IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEZICTB M BKIJIIOYACT B ce0s MepeueHb UCIOIb3yEeMbIX (papMalleBTUYECKUX CYOCTAaHIIMKA M BCIIOMOTATEIbHBIX
BEIIECTB C YKa3aHHWEM KOJIMYECTBAa KaKJOTO M3 HUX, JaHHBIE 00 HMCIIOJIIE3yeMOM O00OpYAOBaHHMH, ONMHCAHUE
TEXHOJIOTMYECKOT0 IIPOLECCa U METOIOB KOHTPOJIS Ha BCEX ATANAX MPOU3BOACTBA JICKAPCTBEHHBIX CPENICTB.

4. Tlpu mnpoW3BOACTBE JIEKAPCTBEHHBIX CPEICTB HCIOIB3YIOTCS (DapMameBTH4YeCKue CyOCTaHIUH,
CBEJICHUSI O KOTOPBIX COAEPIKATCS B TOCYAAPCTBEHHOM pPEECTpe JICKAPCTBEHHBIX CPEICTB, 32 MCKIIOYCHUEM
(apmaneBTHUECKUX CYOCTaHIIM, MPOU3BOAUMBIX ISl TPOBEACHHUS KIMHMYECKUX WCCICIOBAHMNA W JUIS
skcnopta. K mpomeccy mnpou3BoiacTBa (papmManeBTHUECKOH CyOCTaHIIMM OTHOCATCS JIIOOBIE CTaauu
TEXHOJIOTHYECKOTO IMPOIECCa, TTO3BOISIONINE MOYYUTh TOTOBBIN MPOIYKT, COOTBETCTBYIOIIUI TpeOOBaHUAM
¢dapmakomneiiHoil  cTatbM, B TOM 4YHucie (epMeHTalus, SKCTPaKlMsi, OYMCTKA, BbIJCIICHUE,
NepEeKPHUCTAILIN3AIIMS, BBICYIIMBAHKUE, U3MeNIbYCHHE. B ciydae HEOOXOIMMOCTH HCIOJIB30BAHUS ATHIOBOTO
CIHMpTa, B TOM 4YHCle (papMaleBTUYECKOH CyOCTaHIIMU CIUPTa 3TUIOBOTO (3TaHOJA), MPH MPOU3BOJCTBE
JICKapPCTBEHHBIX CPEJICTB B Ka4eCTBE JEHCTBYIOMIETO U (MJIM) BCIIOMOTATEIBHOTO BEIIECTBA, a TAKKE B MHBIX
TEXHOJOTUYCCKUX NLICIIAX MdOJIXKHaA 6BITL HCITIOJIB30BaHa TOJBKO q)apMaI_[eBTI/I‘-IeCKaﬂ CY6CTaHLII/I$I CIIMpTa
STUIIOBOTO (3TAHOI).

(B pen. @eaepanbHBIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3, o1 27.12.2019 N 481-D3)

4.1. IlepeueHp JIEKaPCTBEHHBIX MPEMApaToB I MEAUIIMHCKOTO MPUMEHEHHUS, B OTHOIICHHH KOTOPBIX
yCTaHaBIMBAIOTCA TpeOOBaHUSA K O0OBEMY Taphl, YMAKOBKE W KOMIUIEKTHOCTH, MEPEUYEHb JIEKApCTBEHHBIX
MpernapaToB AJsi BETEPHHAPHOTO TPUMEHEHUS, B OTHOIICHHH KOTOPBIX YCTaHABIMUBAIOTCS TPeOOBAHUS K
00BEMY Tapbl, a TaKXKe TPeOOBaHUs K 00bEMY Tapbl, YIIAKOBKE U KOMILJICKTHOCTH JICKAPCTBEHHBIX MPENapaToB
UL MEIWUMUHCKOTO TpPUMEHEHUs, TpeOoBaHus K OOBEMYy Tapbl JIEKapCTBEHHBIX MpenapaTtoB MJis
BETEPUHAPHOTO TIPUMEHEHUSI OMPEIEISIIOTCS COOTBETCTBYIONIMMHU YIOJTHOMOYCHHBIMU  (hesiepabHBIMU
OpraHamMu MCIOJHUTEIBHOM BIACTH B MOpAJiKe, ycTaHOBIeHHOM [IpaButensctBoM Poccuiickoit denepaiu.
(uacts 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzanuy, OCYIIECTBISIONIME TPOU3BOACTBO (hapMaleBTHUECKOW CyOCTaHIIMM CIHPTa
STWJIOBOTO (3TaHOJA) M IPOM3BOJICTBA CIMPTOCOAEPKAILMX JIEKAPCTBEHHBIX IIpPENapaToB, 00s3aHbI
OCYIIECTBJISATh YUET B MOPSAKE, yCTAHOBIEHHOM cTarhiMu 8 u 14 denepanbHoro 3akoHa ot 22 HosiOps 1995
rona N 171-®3 "O rocygapcTBEHHOM pEryJupoOBaHUM TPOU3BOJICTBA W 000pOTa 3THIOBOTO CIHUPTA,
QJIKOTOJIBHOM U cHUpTOCOAEp Kallel NpOAyKIMY U 00 OrpaHWYEeHUU NOTpeOsIeHUs (pacluTHsl) aaKoroJbHON
npoaykiuu". Ilpou3BoAcTBo ¢apManeBTHUECKOW CyOCTaHLMHU CIHMPTAa 3THIOBOrO (3TaHOJA) JOIMYyCKAaeTCs
TOJIbKO OpraHu3allMei, OCYIIECTBISIOMIEH TPOU3BOACTBO PEKTH(PHUKOBAHHOIO HSTUJIOBOTO CHHpPTa U3
MUIIEBOrO ChIpbS HA OCHOBAaHUM JIMLEH3UUM HAa IMPOU3BOJACTBO 3TUJIOBOIO CHUpPTa Uil IPOU3BOJCTBA
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(dapmainieBTHUECKON CyOCTaHIIMM CHOUpPTAa OJTUIOBOrO (3TaHONA) B COOTBETCTBHH C TpeOOBaHUSIMHU
@enepanbHOro 3akoHa oT 22 HosOps 1995 roma N 171-®@3 "O rocynapcTBEHHOM pEryJIMpPOBAHUHU
MPOU3BOJICTBA U O0OpPOTa STHJIOBOTO CIHPTA, AaJKOTOJBHOW M CHUPTOCOJAEpKAIled NPOAYKIMH H 00
OTpaHUYECHUU MOTPeOJIeHUs (PACTIUTHS) aJTKOTOJbHON MPOAYKIIUHU'", METOJOM Pa3BElICHUs BOJOW OUMIIIEHHON
TaKOT'0 TUJIOBOTO CIUPTA, MPOU3BEICHHOTO JTAHHOW OpraHU3alMeH M0 MECTY OCYIIECTBJICHHS MMPOU3BOJICTBA
(hapMareBTHUECKOM CyOCTaHIIMU CITUPTA STUIIOBOTO (3TaHOJA).

(uacte 4.2 BBegena dDenepanbHbiM 3akoHOM 0T 03.07.2016 N 261-03; B pen. denepansHOro 3akoHa OT
27.12.2019 N 481-D3)

4.3. WnpuBunyalbHble NPEANPUHUMATENIN W IOPUIUYECKHE JIMIA, OCYIIECTBISIOUINE 3aKylOKy U
WCTOJIb30BaHNE (papManeBTHYECKON CyOCTaHIIMM CHOUpPTa STHIOBOTO (3TaHONA), a TaKXKe MPOU3BOJICTBO,
W3rOoTOBJIEHHE U (W) 000POT (32 UCKIIOUEHUEM PO3HUYHOM MPOJaXKH) CIIUPTOCOAEPIKAIIUX JTEKAPCTBEHHBIX
npenapaToB, 0053aHbl OCYIECTBIIATh UX YUET U JIEKJIapUPOBaHUE B MOPSIIKE, YCTAHOBICHHOM CTaTbiMU 8 U
14 ®enepanbHoro 3akoHa or 22 HosiOpst 1995 roga N 171-®3 "O rocynapcTBEHHOM peryJnpOBaHUH
MPOU3BOJICTBA U 00OpPOTa STHJIOBOIO CIHPTA, AaJKOTOJBHOW M CHUPTOCOJAEp’Kallel MNpOayKIMH H 00
OTpaHUYEHUU MOTPEOICHUS (PACTIUTHS) AKOTOJIHHON IPOAYKIIHH'".

(uactp 4.3 BBeieHa PenepanbHbIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu TpOM3BOJICTBE JICKAPCTBEHHBIX MPEMApaTOB JJIsl BETCPUHAPHOTO MPHUMEHEHHS JIOIYCKaeTCs
WICTIONIb30BaHNE TPOM3BEACHHBIX JUId peanu3anud  (apMaleBTHUECKUX CyOCTAaHIMH, BKIIOYCHHBIX B
TOCYAAapCTBEHHBI  PEecTp  JICKAPCTBEHHBIX  CPEACTB  YIOJIHOMOYEHHBIM  (eiepalbHBIM  OpraHOM
WCTIOJHUTENIBHOM BJIACTH, OCYLIECTBISIONIMM BeJIeHHE TOCYIapCTBEHHOTO PEecTpa JEKapCTBEHHBIX CPE/ICTB
JUI METUITTHCKOTO TIPUMEHEHUSI.

(uactp 4.4 BBeneHa ®@enepanbHbIM 3akoHOM OT 02.08.2019 N 297-03)

5. 3amnpemaercsi IpPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEACTB, HE BKJIIOUYEHHBIX B TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, 3a
UCKJIIOYCHHEM JIEKapCTBEHHBIX CPEJCTB, MPOU3BOJUMBIX I MPOBEACHUS KIMHUYECKUX UCCIEIOBAHUN U TS
3KCMOPTA;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nekapCTBEHHBIX CPEJCTB 0€3 JTUIEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JICKAPCTBCHHEBIX CPEACTB C HAPYUWICHUEM HPABUJI OPraHU3alMK IMPOU3BOJACTBA U KOHTPOJIA Ka4€CTBa
JICKAPCTBCHHBIX CPCACTB,

5) yrpatui cuiy. - @enepanbHblil 3akoH o1 27.12.2019 N 481-03;

6) CHOUPTOCOAEP)KAIIMX JICKAPCTBEHHBIX MpEnapaToB 10 MECTY OCYUIECTBICHUs IPOU3BOJICTBA
(dapmaneBTHUECKON CyOCTaHIIMM COUpTAa O3TUJIOBOTO (dTaHona) W (WIM) IO MECTy OCYIIECTBICHUS
MIPOU3BOJICTBA STUIIOBOTO CIHPTA;

(. 6 BBeeH DenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

7) dapMmaneBTHUECKOM CYOCTaHIIMM CIUpPTAa ASTHUIOBOrO (dTaHoJIa) W (WIHM) CHUPTOCOAEPIKAIIUX
JIEKapPCTBEHHBIX MpEenapaToB HA OCHOBHOM TEXHOJIOTMYECKOM O00OPYIOBAHUU JJISl MPOU3BOJICTBA STUIOBOTO
cnMpTa, yka3aHHoM B myHkKTe 1.1 crateu 14.1 ®enepanbHoro 3akoHa ot 22 Hos0ps 1995 roga N 171-03 "O
TOCYJapCTBEHHOM PETyJUpOBaHMM TPOU3BOACTBA M 000OpOTa OSTHIOBOIO CIHPTA, AJIKOTOJBHOH U
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

CHMpTOCOepXkKaleil MPOAYKIUU U 00 OrpaHUYEeHUH NOTpeOaeHUs (paCIUTHs) aIKOTOJIbHON NPOogyKIun".
(. 7 BBenen PenepanabHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. [Tpu BBOJIE JIEKAPCTBEHHBIX CPEJICTB B TPAXKIAAHCKUNA 000OPOT YIIOJTHOMOYEHHOE JUII0 TPOU3BOAUTEIIS
JIEKAPCTBEHHBIX ~ CPEJACTB  OCYILECTBISAECT TOJITBEPKICHHUE COOTBETCTBUS JICKAPCTBEHHBIX  CPEJCTB
TpeOOBAHMAM, YCTAHOBJICHHBIM MPU UX TOCYJAPCTBEHHOW PETHCTPALUH, U TAPAHTUPYET, UYTO JICKAPCTBECHHBIC
CpelcTBa TPOW3BEJACHBI B COOTBETCTBHM C TPEOOBAHWSAMH MPaBUJ HAJUICKAIIEH IPOU3BOJCTBEHHON
IPAKTHKH.

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

7. YIOIHOMOYEHHBIM JIMIIOM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB SBIAETCA €ro pabOTHUK,
aTTeCTOBAaHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (ellepalbHbBIM OPraHOM HCIIOJIHUTEIFHON BIACTH
TOPSIIKE W UMEIOIIMKA CTaXK pabOThI HE MEHEee YeM TATh JIeT B 00JacTH MPOU3BOACTBA U (WJIM) KOHTPOJIS
KayecTBa JICKAPCTBEHHBIX CPEJICTB, BBICIIEE 00pa30BaHME COOTBETCTBEHHO MO OJHOM M3 CIIEHUANBHOCTEH U
(umu)  omHOMY W3 HampaBleHUH  TMOATOTOBKHM:  OHWOJOTHS,  OHOTEXHOJOTHs,  BeTEpUHAPHS,
BETEPUHAPHO-CAHUTApPHAsL  JKCIEPTHU3a, KIWHUYECKAas MEIUIMHA, paJMallOHHAs, XHUMHUYecKas U
Ouosiornueckas 3ammura, (papmanus, GyHaaMeHTaIbHast MEAULIMHA, XUMAYECKast TEXHOJIOTHS, XUMUSI.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. [IpousBoauTENN JIEKAPCTBEHHBIX CPENICTB (32 UCKIIOUEHHEM (papMalieBTUYECKOW CyOCTaHIIUU CIIUPTa
3TWJIOBOTO (3TaHOJa) MOIYT OCYILECTBIIATh IPOAAXY JIEKAPCTBEHHBIX CPEACTB MM IIepefaBaTbh HX B
YCTaHOBJICHHOM 3aKOHOAaTeNIbcTBOM Poccuiickoii denepaun nopsake:

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

1) apyruM npou3BOIUTEINSIM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB;
2) opraHu3anysaM ONTOBOW TOPTOBIIHU JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AllTCUHBIM  OpraHu3anudaM, BCTCPHUHAPHBIM  AIITCYHBIM  OpraHu3alviaM, WHIAHWBUAYAJIIbBHBIM
NpECaANIpUHUMATEIIAM, HMCHOIIMM JIMIOCH3UIO Ha (bapMaHeBTI/I‘ICCKYIO JCATCIIBHOCTh WM JIMOCH3HUIO Ha
MCIUIUHCKYIO ACATCIIBHOCTD;

4) Hay4YHO-UCCIIEIOBATEILCKUM OpraHU3alMsIM I HAyYHO-HCCIIE0BAaTEILCKOM padoThI;
5) MEAMLIMHCKUM OpraHU3alusAM U BETEPUHAPHBIM OpPraHU3aLUsAM;

6) opraHm3ansaM ¥ HHIUBUIYAJIbHBIM TPESANPUHUMATEISM, OCYIISCTBISIONINM  pas3BeleHUE,
BBIpANTUBAHUE M COJCPKAHHME XKUBOTHBIX (32 UCKIIOYCHHEM IMPOJaXH UM (apMalleBTHUECKUX CYOCTAHIIAN
WM UX TIepeaadn).

(m. 6 B pen. ®eaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpoumsBoautenu (apmaneBTUUECKON CyOCTaHIIMM CIHUPTAa STHWIOBOrO (3TaHONA) OOS3aHBI
OCYILIECTBIIAITh pealu3alrio (Ieperadyy B YCTAaHOBJIEHHOM 3aKOHOJATeslbcTBOM Poccuiickolt ®enepanuun
nopsizike) (hapMarieBTHUECKOH CyOCTaHIIMM CIHpTa ATHIOBOTO (3TaHOJA) MPOW3BOJAHUTENSAM JICKApCTBEHHBIX
CPEICTB Uil TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUTENSIM (M3TOTOBUTEISIM) MEIULUHCKUX
U3JIeNUI 71 IPOU3BOJICTBA U U3TOTOBIICHUS MEIUIIMHCKUX U3JIEJINH B eMKOCTSIX 00beMoM He Oosee 1 nutpa
u (umn) He meHee 1000 MUTPOB, a OpraHU3aNMsIM, YKa3aHHBIM B MMyHKTaxX 3 - 5 yacTu 8 HACTOSIIEH CTAaThH, B
Tape o0beMoM He Oosee 1 nuTpa.

(uacte 9 BBenena denepanpHpiM 3akoHOM oT 29.07.2017 N 278-@3; B pen. denepanpHbIX 3aKOHOB OT

www.consultant.ru Crpanuua 96 n3 130
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=15.03.2021&demo=2&dst=100097&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=15.03.2021&demo=2&dst=100097&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=15.03.2021&demo=2&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=15.03.2021&demo=2&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100660&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=15.03.2021&demo=2&dst=100660&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=170097&date=15.03.2021&demo=2&dst=100031&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=170097&date=15.03.2021&demo=2&dst=100031&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=15.03.2021&demo=2&dst=100071&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=15.03.2021&demo=2&dst=100071&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&date=15.03.2021&demo=2&dst=100348&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&date=15.03.2021&demo=2&dst=100348&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=15.03.2021&demo=2&dst=100072&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=15.03.2021&demo=2&dst=100072&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&date=15.03.2021&demo=2&dst=100349&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371763&date=15.03.2021&demo=2&dst=100349&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peanuzanus (nmepepada B yCTaHOBIEHHOM 3aKOHOJATenbCTBOM Poccuiickoit denepannn nopsake)
(dapmaneBTHUECKON CyOCTaHIIMM CHHpPTa JTWIOBOTO (3TAaHOJIA) OpraHW3alUsM ONTOBOH TOPTrOBIHU
JIEKapCTBEHHBIMH CPEACTBAMHU HE JOIYCKAETCS.

(uactp 10 BBegeHa deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku GapManeBTHUECKONH CyOCTAaHIIMM CHMPTAa 3TUIOBOTO (3TaHOJA) OCYILECTBIISIOTCS C
coOuto/IeHeM TpeOOBaHM, yCTaHOBJIEHHBIX a03alleM YeTBepThIM IyHKTa 3 ctathu 9 denepanbHOro 3akoHa
oT 22 HostOpst 1995 roma N 171-®@3 "O rocymapcTBEHHOM pEryJIMpPOBaHUHU IPOU3BOJACTBA M 00OpoTa
STHJIOBOTO CIHPTA, AIKOTOJIBHON M CIUPTOCOAEp)KALIeH MPOAYKUMH M 00 OrpaHHYeHHH MOTpeOIeHus
(pactiuTHs) aJKOrOJIbHOM MpoayKuuu'.

(uactp 11 BBenena denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratbs 46. MapkupoBKa NeKapCTBeHHbIX CpeAcTB

1. JlekapcTBEHHBIC TMpemapaThl, 3a HWCKIIOYCHUEM JIEKAPCTBCHHBIX IPENapaToB, H3TOTOBICHHBIX
anNTeYHBIMH  OPTaHM3AIMIMH, BETCPUHAPHBIMU  alTEYHBIMU  OpPTaHHW3AIUsMH,  WHIAWBUIYAITbHBIMU
MPEANPUHUMATEIIIMA, UMEIONTUMHE JIMIICH3UIO Ha (apMaIeBTUICCKYIO JCATEIbHOCTbD, JIOJDKHBI TIOCTYNATh B
oOparieHue, eciiu:

1) Ha UX NepBUYHON yNaKoBKe (32 MCKIIOYEHNEM MEPBUYHOMN YIaKOBKU JIEKAPCTBEHHBIX PACTHTEIbHBIX
MpEernapaTroB) XOPOLIO YHUTAEMbIM HIPU(PTOM Ha PYCCKOM S3BIKE YKa3aHbl HAaMMEHOBAHHE JIEKaPCTBEHHOTO
npenapaTta (MEXIyHApOJHOE HENAaTEHTOBAHHOE, WM TIPYNIUPOBOYHOE, WIM XHMUYECKOE, WM TOProBOE
HauMEHOBaHME), HOMEp CEpHHM, JlaTa BBIMyCKa (V11 UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpPENapaToB),
CPOK T'OJTHOCTH, JO3MPOBKA WM KOHIIEHTpalMs, 00beM, aKTUBHOCTh B €IMHUIAX NEHCTBUS WIH KOJIHMYECTBO
103;

(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha MX BTOPUYHOH (MOTPeOUTENbCKOM) YIAaKOBKE XOPOILIO YUTAEMBIM IIPU(PTOM Ha PYCCKOM S3BIKE
yKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOro  Ipemapata (MEXIyHApOJHOE  HENAaTEeHTOBAHHOE, WU
IPYNIUPOBOYHOE, WJIM XUMHUYECKOE U TOProBO€ HAUMEHOBaHWS), HAWMEHOBAHHE IPOU3BOIUTENS
JIEKapCTBEHHOI'0 Tpernapara, HOMEp CepHH, Jara BbITycka (711 MMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX
IpenapaToB), HOMEpP PErUCTPALMIOHHOIO YIOCTOBEPEHHUS, CPOK T'OAHOCTH, CIIOCOO MPUMEHEHHMs, 03UPOBKA
WIN KOHLEHTpanus, oO0beM, aKTUBHOCTb B €IUHULAX MACWCTBUS JMOO KOJMYECTBO J03 B YIAKOBKE,
JeKapcTBeHHas popMa, yCIOBUS OTITYyCKa, YCIOBUS XpaHEHUS, IpeLyNpeIuTebHbIe HaIHCH.

(B pen. @enepanbbix 3akoHOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2. ®apmarieBTUYEeCKHE CyOCTaHIIMU JOJDKHBI TIOCTYNIAaTh B 0OpallieHue, eclid Ha UX TIEPBUYHON YIIaKOBKe
XOpOIIIO YWTAeMbIM HMIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAaMMEHOBaHHE (hapMalleBTHUECKOW CyOCTaHIIUH
(MexayHapoJHOE HENaTeHTOBAaHHOE, WM I'PYNIIMPOBOYHOE, MM XMMHUYECKOE M TOProBO€ HAaMMEHOBAaHMS),
HalMEHOBAaHUE IPOU3BOAUTENS (papMalleBTUYECKOH CyOCTaHLMM, HOMEp CEepUM U Jara H3TOTOBJIECHUS,
KOJIMYECTBO B YIIAKOBKE U €MHUILIBI U3MEPEHUS KOJIMUECTBA, CPOK T'OJHOCTH U yCIIOBUS XPaHEHMS.

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

3. JlekapcTBEeHHBIE CpEICTBAa B KAYeCTBE CHIBOPOTOK JTOJDKHBI MOCTYNATh B OOpalIeHHE C yKa3zaHHEeM
KUBOTHOT'O, U3 KPOBH, TIa3Mbl KPOBH, OPTaHOB U TKaHEH KOTOPOTO OHH MOTYYEHBI.

4. Ha BTOpHYHYIO (MOTPEOMTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX CPEJICTB, MOJYYEHHBIX W3 KPOBH,
11a3Mbl KPOBH, OPTAaHOB U TKAHEW 4elOBeKa, JI0HKHA HAHOCUThCA Haanuck: "Antutena k BUU-1, BUU-2,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Bupycy renatura C 1 MOBEepXHOCTHBIM aHTUI'eH BUpYyca renartuta B orcyTcTBytoT".

5. Ha mepBuYHyIO yNakoBKY M BTOPUYHYIO (IOTPEOMTEIbCKYIO) YIMAKOBKY paguodapMareBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK PaJiMalliOHHON OIACHOCTH.

6. Ha BTOpHuHylO (NMOTPEOUTENBCKYIO) YMAKOBKY I'OMEONAaTHMYECKUX JIEKAPCTBEHHBIX IpenapaToB
JIOJKHA HAHOCHUTHCS Haamuch: "'I'oMeonatndeckmii".

7. Ha BTOpHYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTENIbHBIX MpENnapaTroB JOJKHA
HaHOCUTHCA Haamuch: "[Ipoaykuus mpomuia paaualuoOHHBIA KOHTPOIB" .

8. Ha mepBuYHYyI0 YMakoBKY (€CiH JJis 3TOTO CYIIECTBYET TEXHUYECKas BO3MOKHOCTh) M BTOPUYHYIO
(MOTPeOUTENBCKYI0) YIMAKOBKY JICKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUCHHBIX JJIS  KIMHHYECKUX
HCCIIeIOBAaHUM, JOJDKHA HAHOCUTHCS HAAMUCh: " /{71 KITMHUYECKUX MCCIe0BaHNN".

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

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

10. Ha tpaHcropTHyI0 Tapy, KOTopas He IpeJHa3HaueHa JUIsl MOTpeOuTeneld U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JOJDKHA HAHOCHTHCA HMH(OpMAIUs O HAWUMEHOBAHUH, CEPUU JIEKAPCTBEHHOTO
CpeACTBa, JAaTe BBITyCKA, KOJMYECTBE BTOPUYHBIX (TIOTPEOHUTENBCKHUX) YIAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BOIUTEIIE JIEKAPCTBEHHOI'O CPEACTBA C yKa3aHWEM HaUMEHOBAHHS U MECTOHAXOXKICHHS TPOU3BOIUTENS
JIEKapCTBEHHOI0 CpeAcTBa (ajzpec, B TOM YUCIE CTpaHa W (WIM) MECTO MPOU3BOJCTBA JIEKAPCTBEHHOI'O
CpEeZCTBa), a TAK)XXE O CPOKE FOJHOCTH JIEKAPCTBEHHOTO CPE/ICTBA U 00 YCJIOBUSX €0 XpaHEHHs U NepeBO3KH,
HE00XO0AMMBIE IPEAYPEAUTEIbHbIC HAAMUCH U MAaHUITYJISTOPHBIC 3HAKH.

11. Ha nepBu4HYyI0 ynakoBKY 1 BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO MPUMEHEHHUS J0HKHA HAHOCUTBCS HAAMUCh: " [{J1s1 BeTepHHApHOTO MPUMEHEHUs "

12. Ha BTopuuHyi0 (OTpeOUTENHCKYIO) YIAKOBKY JICKAPCTBEHHOTO Tpenapara HAaHOCHUTCS IITPUXOBOU
KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUUCKOU ®DEOEPALIUA
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. MNMopsaaok BBO3a NeKapcTBEHHbIX cpeactB B Poccuuckyro depepauuto u
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccuimnckon ®epepauyumn
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapctBeHHbIX cpenctB B Poccuiickyro ®Denepamnuio OCYIIECTBISAECTCS B MOPSIKE,
ycraHoBiieHHOM  [IpaBurenbctBoM  Poccuiickoit  @enepanud, B  COOTBETCTBUM C  TaMO>KEHHBIM
3aKOHOAATENTBCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (mamee - TamokeHHBINH cor03) u (Win)
3aKOHOJaTenbCcTBOM Poccuniickoit denepauri 0 TaMOKEHHOM JEJIE.

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

2. BBosumbie B Poccuiickyro @enepanuio JIeKapCTBEHHBIE CpPEICTBA JOJDKHBI COJEP’KAThCS B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

rOCYJTapCTBEHHOM pPEeeCTpe JICKApCTBECHHBIX CPEICTB.
(B pen. ®enepanbHbIx 3aK0HOB OT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. Jonyckaerca BB0o3 B Poccuiickyto denepaiinio KOHKPETHON MAPTHH 3apErMCTPUPOBAHHBIX U (MJIN)
HE3apCTUCTPUPOBAHHLIX JICKAPCTBCHHBIX CPCACTB, MPECAHA3HAYCHHBLIX [JIA MPOBCACHUA KIMHUYCCKHUX
HCCHGJIOBaHHfI JICKAPCTBCHHBIX IIpE€rapaToB, IPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBIX CPCIACTB I
OCYILECTBJICHUs] TOCYJapCTBEHHOH pErucTpalyMy JICKapCTBEHHBIX IpenapaToB MM JJIs  OKa3aHUs
MEIUIMHCKON MOMOIIM MO KU3HEHHBIM IOKa3aHUSAM KOHKPETHOIO MalMeHTa Ha OCHOBAHWUHU pa3pelIeHus,
BBIJJAHHOTO YIOJHOMOYEHHBIM (e/lepajbHbIM OpPraHOM HCIIOJIHUTEIbHON BIACTH IO 3asBICHHUSIM JIULL,
yKa3zaHHbIX B cTaThe 48 Hacrosuero denepanpbHoro 3akoHa. PaccMoTpeHue Takoro 3asBiEeHUS U IPUHATHE
pelieHus O BblJauy€ pa3pelieHuss Ha BBO3 KOHKPETHOW NapTUM 3aperuCTPUPOBAHHBIX M (WJIM)
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, MPECAHA3HAYCHHBIX [JIA MPOBCACHUA KIMHUYCCKHUX
UCCIICIOBAaHUH JIEKAPCTBEHHBIX MPENapaToB, IMPOBEICHHUsI HKCHEPTH3bl JIEKAPCTBEHHBIX CPEACTB I
OCYILECTBJIEHUs] TOCYJapCTBEHHOH perucTpaluy JIEKapCTBEHHBIX IpenapaToB MM JJIs  OKa3aHUs
MEIMLMHCKOW TIOMOIIM IO >KU3HEHHBIM IOKa3aHUsM KOHKPETHOro MalueHTa Ju0o 00 oTKa3e B BblJaue
YKa3aHHOTO Pa3pelieHus] MPOU3BOJISATCS B CPOK, HE MPEBBIMAONINN NATH pabounx aHei. [lmata 3a Beimady
YKa3aHHOT'O pa3pelleHHs HE B3UMAETC.

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

Koncynprantllnoc: npuMeyaHue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Homyckaercs BBO3 B Poccuiickyro denepanuro KOHKPETHOM NApTHM HE3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEnapaToB, COJEpIKAIUX HAPKOTUYECKUE CPEACTBA WM TMCUXOTPOITHbIC BEILECTBA, B
nopsake, ycranosieHHoOM [IpaBurensctBom Poccuiickoit denepanuu, 11 OKa3aHUs MEIULIMHCKOW TTOMOIIMU
M0 KM3HEHHBIM IOKA3aHUSM KOHKPETHOTO MAlMEHTa WM TPYyNNbl MAlMEHTOB B Ciy4yae, €CIM HMEeeTcs
penieHre BpadeOHOW KOMHUCCHHM MEIUIIMHCKOW opraHu3anuud O Hed(P(EKTUBHOCTH WU HEBO3MOXXHOCTHU
MPUMEHEHUS Y KOHKPETHOTO MAllMEeHTa UHBIX 3aPErUCTPUPOBAHHBIX JICKAPCTBEHHBIX MpenapaToB, B TOM YUCIIE
colepXalluxX Jpyrue JCHCTBYIONIME BEIIECTBA, HU O HEOOXOJAMMOCTH BBO3a  ONPEIEICHHOTO
HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO MpenapaTa ¢ yKa3aHUEeM €ro MEKIyHapOJAHOr0 HEMaTeHTOBAHHOIO
(MM XMMHYECKOro, WM TPYNIHPOBOYHOIO) HAMMEHOBaHMsS, (OpPMBI BBITyCKa W KoiuuecTBa. llepeueHb
3a00JIeBaHUN U COCTOSTHUN M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENapaToB, COIEPKAIINX HAPKOTHUECKUE
CPEIICTBA U MCUXOTPOITHBIC BEIIECTBA, B IICNIAX OCYIICCTBICHUS UX BBO3a B COOTBETCTBUU C TPeOOBAHUSIMU
HACTOSIIEH YaCTH YTBEPHKIAETCS YITOJIHOMOYSHHBIM (hefiepaTbHBIM OPTaHOM UCTIOTHUTEILHOUW BIIACTH.

(uactsp 3.1 BBeeHa PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-03)

4. B Poccuiickyto ®Denepanyio MOXXHO BBO3HTH JIGKAPCTBEHHBIE CPEICTBA, KAuyeCTBO KOTOPBIX
HOJTBEPKIECHO CePTH(PUKATOM MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOLIUM COOTBETCTBUE
BBO3UMBIX JICKAPCTBEHHBIX CPEICTB TPeOOBaHUAM (apMaKoNeHHbIX cTaTei JuOO B Cilydyae MX OTCYTCTBHUS
HOpMaTHBHOﬁ AOKYMCHTAIIMXU UJIX HOPMATHUBHOT'O JOKYMCHTA.

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

5. 3ampemaercs BBo3 B Poccuiickyro denepannio (anbcuuuupoBaHHBIX JIEKAPCTBEHHBIX CPEICTB,
HeI00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA()aKTHBIX JIEKAPCTBEHHBIX CPEJCTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. @anbcuduUpOBaHHBIE JIEKAPCTBEHHBIE CPEACTBA, HEJOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIE CPEACTBA
MOJUIE)KAT H3BATHIO M MOCIEAYIOIIEMY YHUYTOXKEHUIO WM BbIBO3y U3 Poccuiickoit ®enepaumu,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

KOHTpa(aKTHBIE JIEKAPCTBEHHBIE CPEJICTBA - U3BSTHUIO U MOCIEAYIOIMIEMY YHUUTOKECHHUIO. Y HUUTOXKEHHE WU
BbIBO3 U3 Poccwuiickoii @eaeparnuu danbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HETOOPOKAUECTBEHHBIX
JICKAPCTBEHHBIX CPEJCTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIISCTBISCTCS 3a CUET JIMIIA,
OCYIICCTBHBIIIETO WX BBO3. [lOPSAJOK YHHYTOKEHHUS W3BATHIX (PATbCUPUIIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEIOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEACTB
ycranaBnuBaercs [IpaButenscTBoM Poccuiickoit @enepanuu.

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

7. Jluua, ocymiectBistomue BBo3 B Poccuiickyto @enepanuio GpambCcupuIMpoBaHHBIX JTEKAPCTBEHHBIX
CPEICTB, HEAOOPOKAYECTBECHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaAKTHBIX JICKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXCHHBIM 3aKOHOJATEIHCTBOM TaMOXXEHHOTO Ccoro3a W (WIIN)
3aKOHOJaTeNnbCcTBOM Poccuiickoit denepannivi 0 TAMOKEHHOM JEJie.

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

8. BriBO3 nekapcTBeHHBIX cpenctB u3 Poccuiickoit denepanmu ocyiiecTBiseTcss 6e3 MpPUMEHEHUS
OTPaHWYEHUH, YCTAHOBJICHHBIX TaMOXXEHHBIM 3aKOHOJATENLCTBOM TaMOXXEHHOTO coo3a U (HIIN)
3aKoHoJaTenbCcTBOM Poccuiickoii dexepauun O TOCYAAapCTBEHHOM PETYJIMPOBAHUM BHEIIHETOPTrOBOM
NESATEIbHOCTH.

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

9. BBoa B rpaxkaaHCKuii OOOpOT JIEKAPCTBEHHBIX MPENapaToB MJii MEAULHUHCKOrO MpPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro denepainio, OCyIIECTBISIETCS C COONIOIEHHEM TpeOOBaHHM, YCTaHOBIECHHBIX
crateelt 52.1 Hactosmero denepanibHOro 3aKOHA.

(uactp 9 BBenneHa denepanbHbIM 3aK0HOM 0T 28.11.2018 N 449-D3)

Cratbsa 48. lOpuanyeckue nuua, KOTOpPbIM pa3speleH BBO3 JfieKapCTBEHHbIX CpeacTB B
Poccuinckyro Penepauuio
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

JlexapcTBennslie cpencta B Poccuiickyro deneparuto MOryT BBO3UTD:
(B pen. ®enepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpou3BOAUTENN JIEKAPCTBEHHBIX CPEICTB IS IieJiell COOCTBEHHOI'O MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) WHOCTpaHHbIE pPa3pabOTYMKU JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTETU
JICKApPCTBEHHBIX CPEJCTB WM JPyTrHe IOPUIMYECKUE JHIA MO TOPYUYEHUIO pa3paboTyHKa JEKApCTBEHHOTO
CpeACcTBa Il NPOBEAECHUS KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHOIO IMIPENapara, OCYIIECTBICHUS
TOCYapCTBEHHOW PETHCTPAIMH JIEKAPCTBEHHOTO IMpernapara, BKIIOUeHUs (hapMarieBTHIECKON CyOCTaHINHN B
FOCY/IApCTBEHHBIA PEECTpP JIEKApPCTBEHHBIX CPEICTB, KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPEICTB MpHU
HAJIMYUHM pa3pelieHus] YIOJHOMOYEHHOro (QelepaibHOr0 OpraHa HWCIOJHUTENBHON BIACTH Ha BBO3
KOHKPETHOM MapTHUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHuzanu OIITOBOM TOPIroBJIK JICKAPCTBCHHBIMHU CPCACTBAMMU,

4) Hay4YHO-UCCIIEIOBATEILCKUE OPTaHMU3AINH, 00pa30BaTeIbHbIC OPTaHMU3AIMU BBICIIETO OOpa30BaHUS,
MIPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB JUIS pa3paOOTKH, WCCIEAOBAHMA, KOHTPOJIS O€30MacHOCTH,
KayecTBa, 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHBIX CPCACTB TIPpU HAJIWYUKW PaspClICHUA YIIOJHOMOYCHHOI'O
(denepabHOrO OpraHa HUCIOJHUTEIBHOM BIIACTH;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

(B pen. ®enepanpHoro 3akona ot 02.07.2013 N 185-03)

5) MEeIUIIMHCKYE OpTraHu3allii, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosIIel cTaThbi OpraHu3aluy JJIs
OKa3aHWsl MEIUIIMHCKON ITOMOIMU [0 >XKU3HEHHBIM TOKA3aHUSM KOHKPETHOTO TMalMeHTa MPH HAIMYUU
paspelnieHns yIoTHOMOYCHHOTO (efepalbHOr0 OpraHa UCIIOTHATEILHON BIIACTH Ha BBO3 KOHKPETHON MapTHH
JICKapCTBEHHOTO Tpernapara, BBIJAHHOTO B YCTAHOBJICHHOM IOPSJIKE B (OpMe 3JIEKTPOHHOTO JTOKYMCHTA,
HOJIMTMCAHHOTO YCHJICHHOW KBATH(DHUIIMPOBAHHOMN 3JIEKTPOHHOM MOIIHCHIO;

(B pen. ®enepanpHoro 3akona ot 12.03.2014 N 33-D3)

Koncynerantllntoc: mpumedanue.
C 01.01.2024 1. 6 ct. 48 yrpauusaet cuiry (@3 ot 27.12.2019 N 475-D3).

6) rocymapCTBEHHbIE YHHWTapHbIC MPEANPHUATHs, MMYIIECTBO KOTOPBIX HAXOAWTCA B (QenepalbHOi
cobctBeHHOCTH, onperensiemble IIpaButensctBoM Poccuiickoit @enepauuu, B yacTu BBo3a B Poccuiickyro
®degepannio HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToOB, COACPKAIIUX HAPKOTHUECKUE CPEJCTBA
WU TICUXOTPOTHBIC BEIIECTBa, JIS OKa3aHUS MEIUIIMHCKOW TIOMOINM 10 XU3HEHHBIM IMOKa3aHUSAM
KOHKPETHOr0 TalMEeHTa WX TPYyNIbl MalMeHTOB B COOTBETCTBUM C 4YacThio 3.1 cratbu 47 HACTOAIIETO
®denepaabHOro 3aKOHa.

(. 6 BBenen PenepanbHbIM 3ak0HOM OT 27.12.2019 N 475-D3)

Cratba 49. [JOKyMeHTbl, npeAacTaBnsieMble B TaMOXEHHble opraHbl Poccumnckon
Penepaumm nNpm BBO3e NeKapcTBeHHbIX cpeacTB B Poccunckyro ®epepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. IIpn BBO3€ nekapcTBEHHBIX cpencTB B Poccuiickyro denepanuio B TaMOXKEHHbIE opranbl Poccuiickoi
@enepan  Hapsily € JOKYMEHTaMM, IPEIACTABJICHHE KOTOPBIX IPEILyCMOTPEHO  TaMO>XEHHBIM
3aKOHOAATENbCTBOM TaMmoOXkeHHOro corw3a M (MiIM) 3akoHoAarenbcTBOM Poccuiickoit ®denepauuu o
TaMOKEHHOM JIeJI€, IPEICTABIISIOTCS CIEAYIOIUE TOKYMEHTBHI:

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

1) ceprudukat Mpou3BOANTENS JIEKAPCTBEHHOIO CPEJICTBA, YIOCTOBEPSIIOIUN COOTBETCTBUE BBO3ZUMOTO
JIEKapCTBEHHOT'O cpesicTBa TpeOOoBaHUAM (hapMaKOMEeWHOM cTaTby JIMOO B Cilydae ee OTCYTCTBUS HOPMAaTUBHOM
JOKYMEHTAIIUH WM HOPMATUBHOTO JJOKYMEHTA;

2) pa3pelieHue yIoIHOMOYEHHOTO (peiepaibHOTO OpraHa HCIOJIHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOM
MIapTUU JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIEHHBIX YacTbl0 3 cTarbu 47 HACTOAIIErO
denepanbHOro 3aK0OHa.

2. JlokymeHThl, yKa3aHHble B MyHKTax | W 2 yactu | HacTosimield CTaTbM, MPEACTABISIOTCS B
TaMOXeHHble opranbl Poccuiickoit dexepanmu npu NpUOBITHMH JIEKApCTBEHHBIX cpelncTB B Poccuiickyro
denepauuro.

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

Cratbsa 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccumnckyro ®enepauuio ansi IMYHOro
MCNOSIb30BaHNA U WMHbIX HEKOMMEpYecKMX Luenen, a TakKke AN UCNONb3OBaHUA Ha
TeppuTOpUN MeXAyHapoaHOro MeaAMLMHCKOro Krnactepa
(B pen. ®eaepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, o1 29.06.2015 N_160-D3)

1. JlekapcTBEeHHBIE TIpeNIapaThl MOTYT OBITH BBE3eHBI B Poccuiickyro dexepanuto 6e3 yuera TpeOOBaHUIA,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

peayCMOTPEHHBIX yacTsMu | - 4 ctatbu 47, cratbsimu 48 u 49 HacTosero denepasbHOTO 3aKOHA, €CJIA OHU
MIpEeIHAa3HAYEHBI JUIA:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nuuHOTO MCHOJB30BaHUS (PU3MUECKUMHU JHUIaMH, NpuObIBIIMMHU B Poccuiickyto ®denepaunto. [Ipu
3TOM BBO3 B Poccuiickyto ®denepannio JEKapCTBEHHBIX MPENapaToB, COAEPKAIIUX CHIBHOACHCTBYIONIUE U
(uM) AOOBUTHIE BEILECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK CHJIBHOACHCTBYIOIIUX BEIIECTB IS
LeJIeld YTOJIOBHOTO 3aKoHozarenbcTBa Poccuiickoil @enepanyy U B CIUCOK SITOBUTBIX BEILECTB NS LieNEH
YTOJIOBHOIO 3akoHozarenbcTBa Poccuiickoir ®Penepauuu, yrBepxkaeHHblE [IpaBurensctBom Poccuiickon
®denepanyy, OCyLUIECTBIAETCS IPU HAIMUUU JOKYMEHTOB (3aBEPEHHBIX KONMHM JOKYMEHTOB WM 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOATBEPKAAOIIMX Ha3HAUCHHE (QU3NYECKOMY JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX
MpenapaToB (3a UCKIIIOUEHHEM JIEKapCTBEHHBIX MTPernapaToB, 3aperucTpupoBaHHbiX B Poccuiickoit denepannn
U oTnyckaeMbiX B Poccuiickoit Deneparnuu 0e3 perenta Ha JEKapCTBEHHBIN mpemnapat). [loarBepkaaromye
JOKYMEHTBI (MX 3aBE€pPEeHHbIE KONMM WU 3aBEPEHHBIE BBIMMCKM M3 HHUX) JOJDKHBI COJEpXKAaTh CBEACHHS O
HAaVMEHOBAHUM U KOJIMYECTBE Ha3HAYEHHOI'O JICKAPCTBEHHOI'O Ipenapara. B cilydae, eciu NOATBEPKIAI0IIKe
JIOKYMEHTHI (X 3aBEPEHHBIE KOIIMU WUJIM 3aBEPEHHBIE BHIMMCKH U3 HUX) COCTABJIIEHbl HA MHOCTPAHHOM S3bIKE,
K HUM MPHJIAraeTcsi HOTApUAIbHO 3aBEPEHHBIN MEPEBOJI HA PYCCKUH SA3BIK;

(n. 1 B pea. ®exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCIONB30BaHUS PAOOTHUKAMH JUIUIOMATHYECKOTO KOPIyca WM MPEACTABUTEISIMUA MEXIYHAPOHBIX
OpraHu3anui, akkpeAuToBaHHbIX B Poccuiickoit denepanuu;

3) JleyeHust Macca)kXMpoB U YJICHOB SKHUMAXKEH TPaHCHOPTHBIX CPEICTB, MOE3THBIX OpUraJ M BOAMTENEH
TPaHCIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyro @enepanutio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedyeHHs] yYaCTHHUKOB MEXAYHApOIHBIX KYJIbTYPHBIX, CIOPTHBHBIX MEPOINPHUITHA M yYaCTHUKOB
MEXIyHAPOJHBIX YKCIEIULINN;

5) neueHUs] KOHKPETHBIX KMBOTHBIX B 300MapKax, 300cajax, LUPKax, OKeaHapuyMmax, Jelb(uHapusx,
JICYCHUS JUKUX XKUBOTHBIX, ITIOCTOSIHHO WJIM BPEMEHHO HACEIIOIIMX TeppuTtoputo Poccuiickonn Penepanuu,
HaXOJALINXCS B COCTOSHUHM €CTECTBEHHOIN CBOOOIBI M MPUHAAJIESKAIINX K BHJIAM, 3aHECEHHBIM B KpacHyto
kuury Poccuiickoit ®enepanuu u (W) KpacHble KHUTH cyObekToB Poccuiickoit denepauuu, a Takxke
KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepatinio 11t ydacTrs B CHOPTUBHBIX U 3PEITUIIHBIX MEPOIIPHUATHSIX;
(B pen. deaepanbHbix 3akoHOB 0T 06.12.2011 N 409-P3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cayyasx, IpeIyCMOTPEHHBIX 4acTbio | HacTosel cTaTbM, AOIycKaeTcs BBO3 B Poccuiickyro
denepannio JIEKapCTBEHHBIX MIPENapaToB, HE 3apEeruCTPUPOBAHHBIX B Poccuiickoi denepannu.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. JlexapcTBeHHbIE NpenapaThl, MpeJHa3HAYCHHbIE A I'yMaHUTApHOM HoMoIM (CoAecTBus) WU
IIOMOILM TPU Ype3BbIYAMHBIX CUTyalHsIX, BBO3sATCA B Poccuiickyto denepanuio B HOPsAKE, YCTAaHOBICHHOM
[IpaButensctBoM  Poccuiickoii  ®enepauuu.  3anpemaercs BBo3 B Poccuiickyro  @exnepanuro
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToOB, IPEIHA3HAYEHHBIX [UIsI TYMaHUTapHOM I[OMOILU
(coneicTBYsI) MM MTOMOILY MPU YPE3BbIYAMHBIX CUTYALIUSX.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Cratba 51. CoTpygHuuecTBO (hefepanbHOro opraHa WCMNONMHUTENbLHOW BRnacTy,
YNONTHOMOYEHHOro B 065lacTM TaMOXEHHOro pgena, W APYrUX  YNONMHOMOYEHHbIX
denepanbHbLIX OpraHOB UCMOJNTHUTENbLHOW BNacTu

1. YmomsaoMo4eHHBIS @eﬂepaﬂbHHe OpraHbl HCITOJIHUTEIILHOM BIIACTH MNpEaOCTaBIAIOT B PACIIOPSKCHUC
(bez[epaanoro OopraHa HCITOJIHUTEILHOMN BJIaCTH, YIIOJHOMOYCHHOI'O B 00acTH TaMOKEHHOT'O Jcia,
l"OCy,Z[apCTBeHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB, a4 TAKKCE I/IHCI)OpMaI_[I/IIO O BBIJAHHBIX PA3pPCHICHUAX Ha
BBO3 KOHerTHOﬁ napTur JICKAPCTBCHHLIX CPCIACTB B ClIy4dasAX, YCTAHOBJICHHBIX YaCTbIO 3 crateu 47
HaCcTOoAIICrO @eﬂepanbﬂor O 3aKOHa.

2. ®denepanbHBI OpraH HCIOJIHUTEIBHOW BJIACTH, YIMOJHOMOYEHHBIH B OOJACTH TAMOXEHHOIO Jela,
nHOpPMUPYET YyKa3aHHbIE B YacTW | HacTosAled CTaThbU YIOJIHOMOYEHHBbIE (efepanbHble OpraHbl
UCIIOJIHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®Penepanuio U BBIBO3E
JeKapcTBeHHbIX cpeacTB u3 Poccuiickoit Penepauuu no ¢opme U B MOpPAIKE, KOTOPbIE YCTaHOBIICHBI
IIpaBurensctBoM Poccuiickoit denepanuu.

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

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue cpapmMaLeBTUYECKON AeATEeNbHOCTH

1. ®apmaneBTuyeckass JIEATEIBHOCTh OCYIIECTBIISICTCS ~ OpPraHU3alMsIMU  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMH CPEJICTBAMH, ANTEYHBIMUA OPTaHU3AIMSIMH, BETCPUHAPHBIMHU ANTEYHBIMUA OPTAaHU3AIMSIMH,
WH/IUBUIYaJTbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3WI0 Ha (DapMaleBTUYECKYIO ACSTEIbHOCTD,
MEIUIMHCKIMU OpPraHU3alMsAMHU, WMEIOIIMMH JIMICH3HI0O Ha (apMaleBTHYECKYIO ESTENbHOCTh, M X
000COOJIEHHBIMH  TIOJpa3AeTeHUsIMU  (aMOynaTopusiMu, (eabAMIEpCKUME U (eNbIIIepCKO-aKyIIePCKUMHU
MYHKTaMH, IEHTpaMH (OTHAeNeHUsIMH) oOmieil BpadeOHOW (CeMeWHOM) NpakTHKH), PaclONOKEHHBIMH B
CEeNIbCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHbIC OpPraHMU3allUU, U BETCPUHAPHBIMHU
OpTaHU3aIsIMH, UMEIOIUMH JIMIICH3UIO Ha (PapManeBTHIECKYIO 1A TeIbHOCTb.

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

Koncynpranrllimroc: mpuMedanue.

06 ycnoBusix gomycka B 2021 roay K OCYIISCTBICHHIO (hapMaleBTHYCCKOM AeATeIbHOCTH JHIl 0e3
ceprudukara crenuanucra W (WIM) MO CHCHUATBHOCTAM, HE TPEIyCMOTPEHHBIM CepTU(HUKATOM
cnenuanucta, cM. llpukaz Munsapasa Poccun ot 08.02.2021 N 58H.

2. ®usnyeckre JHIa MOTYT OCYIIECTBISATH (hapMalleBTHUECKYIO NESTENIbHOCTh MPU HAIMYUU BBICIIETO
WIN cpeaHero ¢apManeBTUYECKOro O0pa3oBaHMS M CepTH(HUKATA CICIHAIUCTA, BBICHIETO WU CPEIHETO
BETEPUHAPHOTO 00pa30BaHUS M CepTH(HKATA CIICIUAINCTA, a TAK)KE BBICIIETO WU CPEIHETO METUITMHCKOTO
oOpa3oBaHus, cepTUPUKATA CIEIUAINCTA U JOIOJHUTEIHFHOTO MPOPECCHOHATBHOTO 00pa30BaHUs B YaCTH
PO3HUYHON TOPTOBIW JICKAPCTBEHHBIMHM TMperapaTaMyd TpH YCJIOBHM HX padoThl B  000COOJEHHBIX
MOIpa3IeNICHUAX MEAUIIMHCKIX OpraHu3aIii, yKa3aHHbIX B 4acTH | HACTOSIIEH CTaThU.
(dacts 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynprantllotoc: npumeuanue.

JlekapcTBeHHbIE TpenapaTsl Uil MEIUIMHCKOrO NMPUMEHEHHs, BBEACHHBIE B I'PaXJAHCKHI 00OpOT 10
29.11.2019, nomnexaT XpaHEHHUIO, IEPEBO3KE, OTIYCKY, peadu3aluu, Iepeaadye, MNPUMEHEHHIO 10
ucteueHus cpoka ux rogHoctu (O3 or 28.11.2018 N 449-D3).
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEHHbIX npenapaTtoB Ans
MeOULMUHCKOro NpUMeHeHus
(BBeneHna denepanbHbiM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B TpaKJaHCKUH OOOPOT Ka)XJAOH CEpUU WM KaXKI0H MapTHHM IMPOU3BEIECHHOTO B
Poccuiickoit ®@enepanuu JIEKApCTBEHHOIO Ipernapara sl MEIULUHCKOIO IPUMEHEHUs, 3a HMCKIIOYECHHEM
UMMYHOOHOJIOIMYECKUX JIEKAPCTBEHHBIX IpernapaTroB, MPOU3BOAUTENb TAKOTO JIEKAPCTBEHHOr'O Ipernapara
MpeCTaBIsAeT B (hpefiepasibHbI Opral UCTIOJHUTENIBHON BIIACTH, OCYIIECTBISIIOIUI (DYHKIIMU 110 KOHTPOJIIO U
Hag30py B cdepe  3ApaBOOXpaHEHUsS, JOKYMEHT IPOMU3BOAUTENS  JIEKAPCTBEHHOTO  CPEACTBa,
MOATBEPKJAIOIINM Ka4yeCTBO JIEKAPCTBEHHOI'O Ipernapara, MW IMOATBEPKACHHE YIOJHOMOYEHHOIO JIMLA
MIPOM3BOJUTEINS JIGKAPCTBEHHBIX CPEACTB COOTBETCTBUS JIEKAPCTBEHHOI'O Ipemnapara TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPH €r0 TOCYIapCTBEHHON PErUCTpaLiy.

2. [lepen BBOJOM B rpayKAaHCKUI 000OPOT KAXKIOW CEpUM WITH KaXKII0¥ mapTuu BBo3uMoro B Poccuiickyto
@enepalvio  JEKapCTBEHHOIO  IIpemapara A MEOUIMHCKOIO  IPUMEHEHUs, 3a  HCKIIOUYEHUEM
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB, OPraHU3aIHsl, OCYIIECTBIISIONIAs BBO3 JIEKAPCTBEHHOTO
npemapata B Poccuiickyro ®enepanuio, mpencraBisier B (eaepaabHbIi OpraH HCIOJHUTCIBLHON BIACTH,
OCYHIECTBISAIOIMN (QYHKIMM TIO KOHTPOJIIO W Haa30py B cdepe 3apaBOOXpaHEHUs, CepTHPUKAT
IIPOU3BOJUTENS JIEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOLIUI COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOIO
npenapata TpeOOBaHUSAM (hapMakoNeHoll cTaTbu, a B Cily4yae OTCYTCTBHMS (apMakONEeWHOW CTaThbu
TpeOOBaHUSAM  HOPMATHBHOM  JTOKYMEHTAllMM, W  TOATBEP)KJICHHE  NPEACTaBUTENss  OpraHU3aluH,
OCYILECTBISIFOUIEN BBO3 JIEKapCTBEHHOro npenapata B Poccuiickyro denepanuio M yIOJIHOMOYEHHOMN
WHOCTPAHHBIM ITPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBHS BBO3MMOIO JIEKAPCTBEHHOI'O
npenapaTa TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €0 TOCYAAPCTBEHHOM PErUCTpaltU.

3. IlopaoK IpencTaBlICHHs B COOTBETCTBMM C 4YacTsAMU | M 2 HACTOAWIEH CTaTbU JOKYMEHTOB U
CBEIGHUII O JIEKapCTBEHHBIX IpenapaTax, BBOJUMBIX B TPaXJaHCKUH 0OOpOT, YCTaHABIMBAETCS
[IpaBurensctBoM Poccuiickoit denepanuu.

4. B OTHOUIEHMM MEpPBbIX TPEX CEpUH WIM MapTUH JIEKApCTBEHHOIO IIpernapara, BIIEPBbIE
npousBeqeHHOro B Poccuiickoil ®enepauyi Wid BhepBble BBO3UMOro B Poccuiickyro ®Penepauuio, B
(enepaibHBIN OpraH UCIIOJHUTENBHOMN BIACTH, OCYIIECTBISIONINI QYHKIIMU [0 KOHTPOJIIO U Ha/A30py B chepe
3paBOOXPAHEHUs, JONOJHUTEIBHO IPEIACTABIACTCS IMPOTOKOJ HCIBITAHUNM O COOTBETCTBHM CEPUM WU
NapTUX  JIEKAPCTBEHHOIO  Ipemapata Uil  MEJUIMHCKOrO INPUMEHEHHs  IOKa3aTelsiM  KaudecTBa,
MIPENYCMOTPEHHBIM HOPMAaTHUBHOW JOKYMEHTAlUell (Jajee - TMPOTOKOJN HCIBITAHUN), TPOBOJUMBIX
aKKpEeIMTOBAaHHBIMU B COOTBETCTBHH C 3aKOHOJaTelabcTBOM Poccuiickoit denepanyu 00 aKKpeauTaluy B
HAIIMOHAJILHOW CHCTEME aKKpeAUTaluu (elepaJbHBIMU TOCYIapCTBEHHBIMH OFOJKETHBIMH YUPEKICHUSIMH,
M0/IBEIOMCTBEHHBIMU (eiepalbHOMY OpraHy HCIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIEMY (GYHKIUH I10
BbIpa0OTKE U peaju3aluy IoCyJapCTBEHHOM MOJUTHUKH U HOPMATUBHO-IIPABOBOMY PEryJIMPOBaHUIO B cdepe
3/IpaBOOXpaHEHMs, U (efepaTbHOMY OpraHy HCIOJHUTENIBHOW BIAcTH, OCYIIECTBISIOIIEMY (QYHKLUUHU IO
KOHTPOJII0O W Haa3opy B cdepe 3apaBooxpaHeHHs. [lopsnok BbAAYM YKa3aHHBIMU  (herepanbHbIMU
TOCYJTapPCTBEHHBIMH OIO/DKETHBIMH YUPEXACHUSMH JAaHHOTO IMPOTOKOJA M pa3Mep IUIaThl 3a €ro Bbliady
ycranaBinuBaroTcs [IpasurensctBom Poccuiickoit @enepanun.

5. Exerogno He mosgHee | ¢eBpasis MpOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alluy,
OCYILECTBIIIOLINE BBO3 JICKApCTBEHHBIX IIpenaparoB B Poccuiickyro ®Penepaunio, NpeACTaBISAIOT B
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIACTH, OCYIIECTBIAIONIMN (YHKIIMK IO KOHTPOJIIO M HAA30pY B cepe
3/IpaBOOXPAHEHMs, MPOTOKOJ MCIBITAHUM TOCTYNHBILIEIO B TEYEHHE To0Ja B TPaxJaHCKUIl 000poT
JEKapCTBEHHOI0 Ipernapara KOHKPETHOIO IPOU3BOAUTEN (Ha OJHY CEpPHI0 KaKIOro TOProBOrO
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

HalMEHOBAHUS C YYETOM JIEKAPCTBEHHOW (OpPMBI U JO3MPOBKH), MPOBOAMMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUM C 3aKOHOJATeNbCTBOM Poccuiickoil @enepanun 00 akKpeIUTallMM B HALMOHAIBHOM cUcTeMe
aKKpeIUTAIUY UCTIBITaTeIbHBIMHU JTA00PaTOpUsIMH (LICHTPAMH).

6. [IponsBoauTenn JEKAPCTBEHHBIX CPEJICTB WIIM OPraHU3alUU, OCYIIECTBIISIFOIINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Poccutickyto deneparuto, He MEHEE YeM 3a OJIMH IOl 10 TUIAaHUPYEMBIX TPUOCTAHOBIICHHS WU
IpeKpalieHusl MPOU3BOJCTBA JIEKAPCTBEHHBIX IIpernaparoB WiM uX BBo3a B Poccuiickyto ®enepanmio
yBEAOMJISIIOT 00 3TOM (pemepanbHblii OpraH MCHOTHUTENBHOM BIIACTH, OCYIIECTBISIOUINN (QYHKIMH T10
KOHTPOIIO W Haa3opy B cdepe 3apaBooxpaHeHHs U (elepaidbHBIA OpraH HCHOJHUTEIBLHOM BIACTH,
OCYH_ICCTBJISIIOIJ_II/Iﬁ (l)yHKI_[I/II/I 110 JIMUCH3UPOBAHHNIO ITPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB.

7. BBoag B TpaxaaHCKuil 00OpOT KaXIOW cepuM WIM KaXAOW MNapTUM HMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOI0 Mpemnapara, mpou3BeAeHHOro B Poccuiickoit @enepanuu uiv BBO3UMOro B Poccuiickyro
@enepanuio, OCYLIECTBISETCS Ha OCHOBAaHMM pa3pellieHMs, BbUIAHHOIO (elepalbHbIM  OpraHoM
UCTIOJIHUTENILHON BJIACTH, OCYIIECTBISIONMM (PYHKIHHU 110 KOHTPOJIIO M HA/A30py B cdepe 3ApaBOOXpaHEHus,
Ha OCHOBAHUH BBIJAHHOTO (peepanibHbIMU TOCYJapCTBEHHBIMH OIOPKETHBIMH YUPEKICHUAMH, YKa3aHHBIMU B
yacTu 4 HAaCTOSILEH CTaThbU, 3aKJIIOUEHUS O COOTBETCTBUU CEPUM WM MAapTUM HUMMYHOOMOJIOIMYECKOIO
JIEKapCTBEHHOI'0 Ipemnapara TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPU €ro TroCyJapCTBEHHOM perucTpaluu.
[lopsnok BbIAUM pa3pelieHys Ha BBOJ B TPakJaHCKUN 00OpPOT cepur WM MapTUU UMMYHOOUOJIOTUYECKOTO
JIEKapCTBEHHOI'0 IIpenapaTa, a TaKXkKe MOPSAAOK BBIIAYM YKA3aHHOTO 3aKIIOYEHMsS] M PAasMep IUIaThl 3a €ro
BblIauy ycraHasiuBarorcs [IpasurensctBoM Pocculickoit denepanuu.

8. 3a HeNpeACTaBIEHUE WM HECBOEBPEMEHHOE IPEACTABIECHUE JOKYMEHTOB M CBEICHMIA,
MIPENyCMOTPEHHBIX YacTaMu 1, 2, 4, 5 u 6 HacTosILIEH CTaTbu, MPOU3BOJIUTENHN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3alK, OCYILECTBIIIOLINE BBO3 JIEKapCTBEHHBIX NpenapatoB B Poccuiickyro denepanuro, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoit @enepannn.

9. IlpencrapiieHne TOKYMEHTOB U CBEICHUH, MPEyCMOTPEHHBIX YacTAMU 1, 2 U 4 HACTOALIEH CTaTbU, U
MOJyYeHUe MPEAYyCMOTPEHHOTO YacThi0 7 HACTOAIIEH CTaThU pa3pelieHHs] Ha BBOJ UMMYHOOHUOIOTUYECKOTO
JICKapCTBEHHOTO TIpermapaTa B TPaxAaHCKH 000pOoT He TpeOyIOTCS B OTHOIICHUHM JIEKAPCTBEHHBIX
MpenaparoB, MPeHA3HAYCHHBIX I MPOBEACHUS KIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX IPENapaTos,
MPOBEACHUS SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB ISl OCYINECTBIEHUS TOCYIapCTBEHHOW PErucTpaluu
JICKapCTBEHHBIX TIPEMApPaTOB, a TAKXKE B OTHOIIECHWU HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaToB,
NpeJIHA3HAYCHHBIX I OKa3aHWs MEAMIIMHCKONW TIOMOIIM IO JXU3HCHHBIM IIOKa3aHHSAM KOHKPETHOTO
NaIyeHTa Wiu TPymbl MalueHToB, BBO3UMBIX B Poccuiickyto denepaiuio B COOTBETCTBHH C YacTsMu 3 u 3.1
ctathu 47 HacTosiero MeaepaabHOTO 3aKOHA.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Tlpu BbIABIEHUM B TpaKIAaHCKOM OOOpOTE CEepUM WM MapTUM JIEKApCTBEHHOTO Ipernapara,
JOKYMEHTBl M CBEJECHHMS O KOTOPBIX, NPEIyCMOTPEHHbIE dacTsaMu 1, 2 W 4 HacTosImel cTaTbu, HE
HpeACTaBJIeHbI B (peiepabHbIil OpraH UCIOJHUTEIbHON BIACTH, OCYLIECTBISIFOIMN (YHKIIUU IO KOHTPOJIIO U
Ha/I30py B cdepe 3apaBOOXpaHEHMs, JIMOO CepuM WIM HNapTUM MMMYHOOHOJIOTHYECKOro JIEKapCTBEHHOTO
npernapara, He HMMEIOIIMX pa3pelieHHss Ha BBOJ B TPaXXIaHCKUH 000OpOT, MPEIyCMOTPEHHOTO YacTbio 7
HacTosIeH cTaThH, (enepaabHbli OpraH HCIOJHUTEIBHOW BIIACTH, OCYIIECTBIISIONIMA (YHKIMUA TI0
KOHTPOJIIO U HAJ30py B cdepe 3ApaBOOXpaHEHHUs, B OpsIKe, ycTaHOBIeHHOM [IpaButensctBom Poccuiickoit
@denepanyi, NPUHUMAECT PELICHHE O MPEKPAIICHUH TPakJaHCKOro 0o00poTa TaKUX CEpUU WU MapTUU [0
IpEeCTaBICHUS YKa3aHHbIX JJOKYMEHTOB U CBEJIEHHUH 100 MOJyUYeHHs YKa3aHHOTO pa3peleHHUs.

Cratba 53. lpopaxa, nepepaya neKapCcTBEHHbIX CPeAcCTB OpraHusauusiMm OnNToOBOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

TOProBIin nNeKapcTtBeHHbIMUN cpeacTBamMmum

1. Opranmzanuu ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMH MOTYT OCYIIECTBIISITH MPOJAKY
JICKapCTBEHHBIX CPEJCTB WIH TepeaaBaTh UX B YCTAHOBICHHOM 3aKOHOJATENILCTBOM Poccuiickoii denepanun
nopsiike (3a UCKIIOUYeHUEM (papMarieBTUIECKOM CyOCTaHIIUU CITUPTA ATHIIOBOTO (3TaHOJA):

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

1) apyrumM opraHu3aiusaM ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) IpOU3BOUTEIISIM JIEKAPCTBEHHBIX CPEJICTB AJIS IeJiel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) AIlITCUHBIM OpPraHu3alusAM U BETCPUHAPHLIM alITCYHBIM OPraHU3aluAaM;

4) HayYHO-UCCIIEOBATEILCKUM OPTraHU3aIUsIM ISl HAyYHO-UCCIIEIOBATEIHCKON padOThI;

5) HHIUWBHUAYAJIbHBIM MPEANIPUHUMATCIIAM, UMCIOIIM JIUICH3UIO HA Q)apMaueBTquCKy}o JACATCIIBHOCTD
WJIK JIMOCH3HUIO HA MEIUIHUHCKYIO ACATCIIbHOCTD,

6) MEIUITMHCKUM OpTaHH3aIisM, B TOM YHCJIE CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBHUH C
3aKOHO/IaT€IbCTBOM MHOCTPAHHOTO rOCYAapcTBa - wieHa OpraHu3aluy 3KOHOMHUYECKOTO COTPYIHUYECTBA U
pa3BUTHS HMHOCTPAHHBIM IOPUIMYECKAM JIMUAM, HWHAWUBUIYAJbHBIM MPEANPUHUMATEINAM, SBISIIOLIAMCS
YYaCTHHUKaMU TpoeKkTa B cooTBeTCTBUU ¢ DenepanbHbiM 3akoHOM "O MEXIyHaApOIHOM METUITMHCKOM
KJIacTepe M BHECEHWM HM3MEHEHUW B OT/ACNIbHBIE 3aKOHOJAaTeNnbHble akThl Poccuiickont ®denepanuu, u
BETEpPUHAPHBIM OPTraHU3ALUSIM;

(B pen. denepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHu3anMsM M HUHAMBUAYaJIbHBIM IPEINPUHUMATENSIM, OCYIISCTBISIONIMM pa3BelCHHE,
BBIPAIMBAaHUE U COAEP)KaHUE XUBOTHBIX (32 MCKIIIOYCHHEM TMPOJAXH UM (papmaneBTHUECKUX CyOCTaHUUi
WJTU UX TIepesIaun ).

(n. 7 B pea. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anuu ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHM CPEICTBAMU HE BIIPABE OCYLIECTBIATH MPOAAXKY
(mepenaduy B yCTaHOBJIEHHOM 3akoHonaTenbcTBOM Poccuiickoit denepanuu nopsnake) papmaneBTHYECKON
CyOCTaHIIUM CITUPTA 3TUIIOBOTO (3TAHOJA).

(vactsp 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratbs 54. NpaBuna onToBOM TOProBJIU JIEKAPCTBEHHbLIMU cpeacTBaMu

OnToBasi TOProBiIsl IEKAPCTBEHHBIMU CPEACTBAMU OCYIIECTBISIETCS MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX
CPEICTB M OpPraHM3aIMsIMH ONTOBON TOPTOBIIM JIGKAPCTBEHHBIMU CPEICTBAMH IO MpaBWJIaM HaaJeKaiei
TUCTPUOBIOTOPCKON MPAKTHKU U IOPAaBHJIAM HaJJICXKAIIeH MPAKTUKUA XPaHEHUS U MEPEBO3KHU JICKAPCTBEHHBIX
MpernapaToB, YTBEPKICHHBIM  COOTBETCTBYIOIIMMH  YIOJHOMOYCHHBIMH  (peIepaIbHBIMU  OpTaHaMu
HCTIOJIHUTEJILHOM BIACTH.

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

Cratba 55. MopsaaoK pO3HMYHOM TOProBIN NeKapCTBEHHbIMU NpenaparaMmmu
1. Po3Huunas TOProBJid JICKAPCTBCHHBIMU IIp€liapaTaMu B KOJMUYCCTBAX, HGO6XOI[HMBIX JJISL

BBINIOJTHEHUST BpaueOHBIX ((enbAmepckrX) Ha3HAaYeHWM WIM Ha3HauYeHUH CHEHUaluCcTOB B 001acTu
BETEpUHAPUH, OCYILIECTBISETCA alT€YHbIMM OpPraHU3alMsIMU, BETEPUHAPHBIMU alTEYHBIMU OpraHU3alUsiMH,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

UHIUBUAYAIBHBIMU TPEIIPUHUMATEISIMYA, UMEIOIIUMH JIMLEH3UI0 Ha (apMaleBTHUECKYIO JEATEeNIbHOCTD,
MEIMLMHCKUMH OpPTraHU3alUsAMH, HMEIOIUMH JIMIIEH3UI0 Ha (papMaleBTUUECKYIO JeSTeNbHOCTh, U HX
000COOJICHHBIMU TOJIPA3/ICICHUsIMI  (aMOyIaTopusiMK, (eIbIIIEPCKUMH U (DeNbIIIePCKO-aKyIIEePCKUMHU
MyHKTaMH, IEeHTpaMH (OTIENEeHUsIMH) oOmieil BpadeOHOW (CEMEWHOW) INPaKTHKH), PACIONIOKEHHBIMH B
CEeNIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT aNTE€YHBIC OpPTaHW3aliH, W BETCPUHAPHBIMHU
OpraHu3alysMM, HMEIOIIMMHU JIMLIEH3UI0 Ha (DapMaleBTUUECKYI0 JAeATelNbHOCTh. PaspemieHa po3HUuYHas
TOPTOBJIS TOJIBKO JIEKAPCTBEHHBIMU IperapaTaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit ®@enepaunu wim
U3TOTOBJICHHBIMM  alTEYHBIMU  OpPraHU3alMsIMH,  BETEPUHAPHBIMH  alTEUHBIMH  OPTraHU3AIMSIMH,
WH/MBUIYATbHBIMUA TIPEANPUHUMATEISIMHA, WMEIOIMIMMHU JIMIEH3MI0 Ha (DapMaleBTHUECKYIO AEATEIbHOCTb.
Po3HnuHas TOProBIIst JIEKAPCTBEHHBIMU TIPETIapaTaMy OCYIIECTBIISIETCS 110 MPAaBHJIaM HaJUIe)Kalled anTeqyHon
MPAKTHUKH, YTBEP)KACHHBIM YIIOJIHOMOYEHHBIM (eIepaIbHBIM OpTraHOM HCITOJTHUTEIHHOMN BIIACTH.

(B pen. DeaepanbHbix 3akoHOB 0T 25.11.2013 N 317-P3, o1 22.12.2014 N 429-D3)

1.1. Po3HuYHas TOProBisl JIEKAPCTBEHHBIMU MpenapaTtaMM sl MEIUIMHCKOro MpHUMeHeHus (3a
HCKJIFOYECHUEM JIEKapCTBEHHBIX IIPENapaTroB, OTIYCKAEMBIX II0 PELENTy Ha JIEKAPCTBEHHBIN IIpemnapar,
HAapKOTUYECKUX JICKAPCTBEHHBIX IIPENApaTOB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApPaTOB, a TaKKe
CIIUPTOCOJIEPKAIUX JIEKAPCTBEHHBIX TMpernapaToB ¢ OOBEMHOW JOJE€H STUJIOBOTO CHHUpPTa CBBIIMIE 25
MIPOLIEHTOB) MOKET OCYIIECTBISTHCS ANTEYHBIMU OpPraHU3ALMSIMH TUCTAHIIMOHHBIM CIOcoO0M. Po3HHUHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU IpenapaTaMy JIjas MEAMLMHCKOrO IPUMEHEHHUs IUCTAHLMOHHBIM CIIOCOOOM
MOTYT OCYIIECTBIIATh alT€UHble OpraHU3ally, UMEIOIINe JULEH3UI0 Ha (papMalleBTHYECKYIO eSTeIbHOCTh U
COOTBETCTBYIOIIIEE pa3pelieHue (eaepasbHOr0 OpraHa HCHOJHHUTENBHOM BIAcTH, OCYIIECTBIISIONIETO
(GYHKIMM 1O KOHTPOJNIO M Haa3opy B cdepe 3apaBooxpaHeHus. [lopspoxk BbimauM paspenieHds Ha
OCYIIECTBJICEHUE PO3ZHUYHOM TOPrOBIM JIEKAPCTBEHHBIMU IpenaparaMyd JAUCTAaHLUOHHBIM CIOCOOOM,
TpeOOBaHUS K alTEYHbIM OpPraHMU3aIMsIM, KOTOPbIE MOTYT OCYLIECTBIISTh TaKyl0 TOPrOBIIO, M MOPSIOK €€
OCYILIECTBJICHUS, a TAKKE IPaBUJIA JTOCTABKU JICKAPCTBEHHBIX IIPENApaToB IpaKJaHaM YCTaHaBIMBAKOTCS
[IpaButensctBoM Poccuiickoit @enepanuu. MHpopmarus 06 omiayeHHbIX (OTHYLIEHHBIX) M TMOJYYEHHBIX
JIEKapCTBEHHBIX IIperapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHIA JBH)KECHHUS JICKAPCTBEHHBIX IPENApaTOB AJIs
MEIUIIMHCKOTO IPUMEHEHHUS B MOPSJIKE, IPEIYCMOTPEHHOM YacTbio 7 cTaTh 67 Hactosuero denepaibHOro
3aKOHA.

(uactp 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHbIX OpraHu3aldil U OpaBUiIa OTIYCKa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMLIUHCKOTO
NPUMEHEHHUs allTeYHbIMU OpraHU3alUsIMHU, HHAWBUAYAIbHBIMU MPEANPUHUMATEIAMH, UMEIOLIUMHU JIULEH3HIO
Ha (apMaleBTUUECKYIO JeSTEIbHOCTh, a TAaKKe [paBHia OTIYCKa JIEKAPCTBEHHBIX IMpErnapaTroB JJis
MEIULMHCKOTO MPUMEHEHHUS MEAULIIMHCKUMH OPTaHU3alUsIMHU, UMEIOIIMMH JIMLEH3UI0 Ha (papMareBTUIEeCKyIO
NEeSTeNIbHOCTb, W MX OOOCOOJIEHHBIMHM MoOjApa3feneHusMu (amOymnaropusMu, (QenbAlIepCKUMH U
(dhenmpaImepcKo-aKymepckKUMi  TTyHKTaMU, IeHTpaMu (OTIEICHUSIMHU) 0O0mel BpadeOHOW (CeMeHOM)
IPAaKTUKN), PACIOJI0XEHHbIMU B CEJIbCKMX HACEJNCHHbIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE4YHbIE
OpraHu3aliK, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTEIbHOMN BIACTH.

(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3apPETHCTPUPOBAHHBIX B
Ka4CCTBC JICKAPCTBCHHBLIX IMPEMapaToB, JCKAPCTBCHHLIX IPEIApaToB, COACPKAIIUX HAPKOTUYICCKHUEC CPEACTBA
U TCUXOTPOIHBIE BCUICCTBA, YTBCPKAAOTCA YIIOJTHOMOYCHHBIM Cbellepa.]'H)HI)IM OopraHom ACIIOTHUTETbHON
BJIACTH TI0 COTJIACOBAHMIO C (hefepajbHBIM OPraHOM HCIIOJHHUTENIHFHON BIIACTH, YIIOJHOMOYEHHBIM B cdepe
BHYTPEHHHUX 7.

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

4. JlekapCTBEHHBbIE IIpenapaThl AJs BETEPUHAPHOIO MPUMEHEHUS MOJJIEkKAT OTIYCKY BETEpUHAPHBIMU
anTEeYHbIMM OPTraHU3alMsAMM, BETEPUHAPHBIMU OPraHHU3alUsMH, WHIWBHUIYaJIbHBIMHM MPEIIPUHUMATEIAMU,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

UMEIOIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO IesITeabHOCTh. OTIYCK JIEKapCTBEHHBIX IPENapaToB s
BETEpUHAPHOTO MNPUMEHEHHs OCYIIECTBIAECTCS B COOTBETCTBHMM C MpaBUJIaMH HaAJeKalleld anTeqyHON
IPaKTUKU  JIEKAPCTBEHHBIX  IIpelaparoB  UIL  BETEPUHAPHOIO  MIPUMEHEHMS,  YTBEPXKICHHBIMU
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. IlepeyeHb METUIIMHCKUX OpraHHU3alMil, UMEIOUINX JIMLIEH3UIO Ha (apMalleBTUYECKYIO JIeATEIbHOCTD,
U UX 000COONIEHHBIX MoApa3aeneHuil (aMOynaTopuii, heapamepckux 1 GempamepcKo-akyepckux MyHKTOB,
1EeHTpoB (oTaeneHuil) odIeil BpauyeOHON (ceMelHOI) MPaKTUKK), PACIIONIOKEHHBIX B CENTbCKUX HACENEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OPraHM3alMH, & TAKXKE MepPeueHb JICKapCTBEHHBIX MpenapaTos,
mpojaka KOTOPBIX MOXKET OCYIIECTBISTHCS YKAa3aHHBIMH OpTaHU3AlMsIMH M WX 000COOJICHHBIMU
MOApPAa3ACICHUSIMH, YCTAHABIMBAIOTCS OpraHaMW HCIIOJIHUTEIBHONW BJIacTH CyOBekToB Poccuiickoit
®denepanuu.
(B pen. ®enepanpHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N_105-D3)

6. AnreuyHble OpraHu3alli¥, WHAMBUAYAJIbHBIE NPEINPUHUMATENN, HMEIOIINE JIMLIEH3UI0 Ha
(apMareBTHYECKYIO JIeATELHOCT, 00s13aHbl oOecrieuuBaTh yTBepxaeHHbINH [IpaBurensctBom Poccuiickoit
@enepanii 1 GOPMUPYEMBIN B YCTAaHOBJIIEHHOM UM MODPSJIKE MUHUMAIbHBIA aCCOPTUMEHT JIEKAPCTBEHHBIX
MpenapaToB, HEOOXOIUMBIX JJIsl OKa3aHUS MEIULIMHCKON TOMOIIIH.

(dactpb 6 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHble OpraHW3alMd, WHAWBUAyaIbHBIE MPEANPUHAMATENN, WMEIOIIUE JIMIEH3UI0 Ha
(apManeBTHYECKYIO JEATEIBHOCT, HAPSAY C JICKAPCTBEHHBIMH IMperapaTaMyd UMEIOT MPaBoO MPHOOpeTaTh U
MPOJaBaTh, B TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, MEIUITMHCKUE U3CIHS, Je3UHPUIIUPYIONIUE CPEICTBA,
npeaAMETel U CPCACTBA JIMYHOM TUTUCHBI, MOCyAy I MCAUIMUMHCKHX uenef/'l, npeaMeTel U CpPEACTBA,
Ope€aAHa3HAUYCHHBIC I yXO/Ja 3a 6OJ'II)HI)IMI/I, HOBOPOXACHHBIMU U ACTbMHU, HC ONOCTHIIIMMH BO3pacTa TPEX
JIeT, OYKOBYIO ONTHKY M CPEJICTBAa yXOZa 3a HEH, MUHEpaJbHBIC BOJbBI, MIPOMYKTHI Je4eOHOro, IETCKOTO M
JMETHYECKOTO TUTAHUS, OMOJIOTUYECKH aKTHUBHBIE JOOABKH, MapprOMEpHbIE M KOCMETHYECKHE CpPEACTBa,
MEIUIIMHCKUE W CAHUTAPHO-TIPOCBETUTENIBHBIC TIEYaTHBIC H3JAHMS, NpEeIHa3HAYCHHBIC JUIS MpPOIaraH/bl
3JI0pOBOTO 00pa3a KU3HH.

(B pen. ®enepanbHbix 3aKk0HOB OT 27.07.2010 N _192-®3, o1 25.11.2013 N 317-®3, ot 03.04.2020 N_105-P3)

8. JlesaTenbHOCTh anTeuHbIX opranu3anuil Boopyxennsix Cun Poccniickoit @enepanyu, Apyrux BOMCK,
BOMHCKHUX (OPMHUpPOBAaHUII M OpPraHoB, B KOTOpBIX 3aKoHOjaTelbCcTBOM Poccuiickoit ®Penepauuun
HPEeayCMOTPEHO NPOXOKIACHNE BOCHHOH Ci1y>KObl MM (eiepabHON rocy1apCTBEHHOM CITyKOBbl, CBSI3aHHOM C
[IPaBOOXPAHUTEIIBHON  JCATENBHOCTBIO, pPErJIaMEHTHpYyeTCsl HacrosamuMm  DenepalbHbIM - 3aKOHOM U
YTBEP)KJICHHBIMH COOTBETCTBYIOUIMMHU (e/lepalbHBIMH OpPraHaMH HMCIIOJHUTEIBHON BIACTH IMOJOKCHHUSIMU.
Kontpons 3a coOmromeHnMeM yKa3aHHBIMH — aNTEYHBIMH  OPTaHU3AIUSAMH  TIOJIOKEHHH  HACTOSIIErO
@denepallbHOTO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMU (efepalbHbIMU OpraHaMU HCIOJHUTEIBHON
BJIACTH.

(B pen. ®enepanpHoro 3akona ot 13.07.2015 N 262-03)

9. Yrpatun cuny c 1 suBaps 2021 roga. - @eaepanbubiii 3akos oT 03.04.2020 N 105-D3.

CraTtbsa 56. U3aroToBneHue n OTNYCK JfieKapCTBEHHbIX NpenapaToB

1. Hsrorosienue JICKApCTBCHHLIX IIPCIIApaTOB  allTCYHBIMHU  OpraHU3alusIMH, BCTCPHUHAPHBIMU
AIlITCUHBIMU  OpTraHU3alUsAMU, HWHAWBUAYAJIbHBIMHA MNPCAIIPUHUMATCIIAMY, HWMCIOIIMMU JIMOCH3WIO Ha
(I)apMaLIeBTI/I‘{eCKy'IO ACATCIIBHOCTb, OCYHICCTBIIACTCA II0 PCHCITAM Ha JICKAPCTBCHHBIC IMIPCriaparhbl, II0
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

TpC6OBaHI/I$IM MCAHMIIMHCKHX OpFaHHSaHHﬁ, BCTCPUHAPHBIX OpFaHH3aHHﬁ B COOTBCTCTBHH C IIPAaBUJIAMHU
HU3TOTOBJICHUSA W OTIIYCKaA JICKAPCTBCHHBIX IPEHapaToB, YTBCPKIACHHBIMU YIIOJTHOMOYCHHBIM (I)eI[epaHBHLIM
OopraHomM HUCIIOJIHUTEILHON BIACTH.

2. Tlpu W3roTOBIEHHM JIEKAPCTBEHHBIX MPENapaToB alTEYHbIMU OpPraHMU3AlUsIMH, BETEpUHAPHBIMU
anNTEeYHbIMM OpPTaHU3ALMAMM, WHJIWBHAYAJIbHBIMM MPEANPUHUMATEIAMH, HWMEIOIIMMH JIMIEH3AI0 Ha
(bapMaleBTUUECKYI0  JESTEIbHOCTb, HCHOJIB3YIOTCA  (apMaleBTHYECKUE CyOCTaHLMM, BKJIIOUYEHHbIE
COOTBETCTBEHHO B T'OCYJAapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB Ul MEIULIUHCKOIO NPUMEHEHMS U
TOCYJapCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO IIPUMEHEHUs B YCTaHOBJICHHOM
nopsake. He pmomyckaercs HM3roTOBIIEHHE aNTEYHBIMA OpPraHU3alUsAMHM, BETEPUHAPHBIMHM aANTCYHBIMU
OpraHM3alMsIMHI, WHIUBUAYAIbHBIMU MPEANPUHUMATEISIMH, UMEIOIIUMH JUIEH3UI0 Ha (apMaleBTUYECKYIO
JIeSATEIbHOCTb, JIEKAPCTBEHHBIX IPENApPaToOB, 3aperucTpupoBaHHbIX B Poccniickoit denepanun.

3. MapKI/IpOBKa JICKApCTBCHHEIX  IIPEIiapaTroB, HI3IrOTOBJICHHBIX alTCYHBIMHA  OpraHHU3alUsaIMU,
BCTCPUHAPHBIMU AlITCYHBIMU  OpTraHU3aAlUsAMH, UHAWUBUAYAJIBbHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUICH3UIKO Ha (bapMaI_IeBTI/I‘{eCKYIO ACATCIBHOCTb, U O(I)OpMJIeHI/Ie TaKUX  TIpeHapaTroB  JOJIKHBI
COOTBCTCTBOBATH IMPpaBUJIaM, YKa3aHHbIM B YaCTU 1 HACTOSIIIEH CTaThH.

4. AnTeuyHble  OpraHU3allMKM, BETEPUHAPHBIC  AaNTEYHbIE  OpPraHW3allid, HWHAUBUAYaJIbHbIE
MpEANPUHAMATENIN, UMEIOITNE JTUIICH3UI0 Ha (DapMaleBTHUECKYIO JeATEIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOOJIIOJICHUE TPaBWJ HW3TOTOBJICHMS M OTIyCKAa JIEKAPCTBEHHBIX TPEMapaToB B COOTBETCTBHUU C
3aKkoHoJaTenbCcTBOM Poccniickon denepanyu.

Cratba 57. 3anpeweHue npogaxu danbcupPUMpPOBaHHbIX NEKapPCTBEHHbLIX CPeACTB,
HeAo0bpoKavyeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPaaKTHbIX JlIeKapCTBEHHbIX CPeaAcTB

[Iponaxka QanbcuuIUpOBaHHBIX JEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aMPEIIaeTCsl.

CraTtbAa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHue JIeKapCTBEHHBIX CPEICTB OCYIIECTBISIETCA MPOM3BOAMTEISIMHU JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alsIMM  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM  CpPEICTBAMH, aNTEUYHbIMH  OpraHU3alUsiMH,
BETEpUHAPHBIMU aNTEYHBIMM OpPraHU3ALMAMH, WHIUBUIYaJbHBIMH MPEANPUHUMATEISAMH, HMEIOIIUMHU
JMIEH3MI0 Ha (apMaleBTUYECKYIO JesITEeIbHOCTh MM JIMIEH3UI0 Ha MEIUIMHCKYIO JESTelIbHOCTbD,
MEIUIMHCKUMHU  OpPraHu3alysMH, BETEPUHAPHBIMU  OpraHM3alMs MM UM  HUHBIMM  OpraHU3aLUsAMU,
OCYIIECTBIISIOIIMMHU  OOpallleHue JIEKapCTBEHHBIX CpPEICTB. XpaHEHHWE JIEKapCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MPUMEHEHMsI OpraHU3alusIMU U UHIUBUAYaJIbHBIMU HPEIIPUHUMATEISIME B CIy4asX, €clid
OHHU HCIIOJIB3YIOTCS UCKJIIOUUTEIBHO NMPH PA3BEIECHUM, BBIPALIMBAHUU, COAEPKAHUM M JICUYCHUU >KUBOTHBIX,
MOYET OCYILECTBIATHCS 0€3 MOTyUYeHHUs IULEH3UN Ha (apMalleBTUYECKYIO JAESITEIbHOCTb.

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

2. [lpaBuna xpaHeHUs JIGKAPCTBEHHBIX CPEJICTB YTBEPKJIAIOTCS COOTBETCTBYIOUIUM YIOTHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

3. XpaHeHHE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICHUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
pamuodapMareBTHYECKUX JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS B COOTBETCTBUM C 3aKOHOIATEILCTBOM
Poccuiickoit deneparuu.

Cratba 58.1. [lpeaMeTHO-KONUYECTBEHHbIN Y4YeT JeKapCTBEeHHbIX CpeacTB Ans
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

MeaAULUUHCKOro npuMmeHeHus
(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeyeHbp JEKAPCTBEHHBIX CPEACTB U1  MEIMLIHMHCKOTO  IPUMEHEHUs, IOMJIECkKAIIUX
MPEeIMETHO-KOJIMYECTBEHHOMY ~ Y4eTy, YTBEp)KIAeTCsi  yINOJIHOMOYEHHBIM  (elepalbHbIM  OpraHOM
VCIIOJIHUTEIIBHOM BJIACTH.

2. llops/ioK BKJIFOYEHUS JICKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO TPUMEHEHUS B IEPECUYCHb
JICKAPCTBEHHBIX CPEACTB JUIsI MEAWIIMHCKOTO TPHUMEHEHUS, MOANISKAIIUX MPEeIMETHO-KOIHMYECTBEHHOMY
y4eTy, YCTaHAaBJIHMBACTCS YIIOJIHOMOYEHHBIM (enepalbHBIM OpPraHOM HWCIOJHUTEIBHON BJIACTH IO
COTJIACOBaHUIO ¢ (efiepaTbHBIM OPTaHOM UCTIOJHUTEILHOW BIIACTH, YIOJHOMOYCHHBIM B c()epe BHYTPCHHUX
Tedt.

(B pen. deaepanbroro 3akoHa ot 03.07.2016 N 305-D3)

3. HpCI[MeTHO—KOHI/I‘IGCTBCHHLII\/'I YUET JICKAPCTBCHHBIX CPEACTB JJISI MCAUIHWHCKOI'O IMPUMCHCHHA BEAYT
MNPOU3BOAUTCIIN JICKAPCTBCHHLIX CPCACTB, OPraHU3allun OIITOBOM TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU,
AIllITCUHBIC OpraHu3alv, MHAUBUAYAJIbHLIC MPCANPUHUMATECIIN, UMCIOIUC JIUILICH3UIO Ha q)apMaHeBTI/I‘-IeCKyIO
ACATCIIBHOCTD WM JIMOCH3HWIO Ha MCIUOHUHCKYIO JCATCIbHOCTb, W  MCIUIIMHCKUC OpraHu3anuu,
OCYHICCTBIIAOIINC o6pameHHe JICKAPCTBCHHBIX CPEACTB I MCAUIOMUHCKOrO IIPUMCHCHUSA, IIYTEM
perucTpanun JIFOOBIX CBSI3aHHBIX C HX O6paH_[CHI/ICM onepaum?l, I[P KOTOPBIX U3MCHACTCA UX KOJIUYCCTBO U
(I/IJ'II/I) COCTOSIHHC, B CIICHUAJIBHBIX JKypHalaX ydc€Ta onepaunﬁ, CBJA3aHHBIX C 06pameHHeM JICKApCTBCHHBIX
CpCACTB I MCIUIUHCKOTI'O IPUMCHCHUA (;[anee - ClICIMAJIBHBIC mypHanm).

4. IlpaBusia perucTpalvy ONEpalyii, CBS3aHHBIX C OOpalleHHEeM JIEKAPCTBEHHBIX CPEACTB JUIA
MEJUIMHCKOTO MPHUMEHEHHUS, BKIIIOYEHHBIX B I€pEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEIULUHCKOIO
MPUMEHEHHUS, TMOAJIeKAIUX MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, B CIELMaJbHBIX KypHalaX M OpaBuiia
BEJICHUS U XPAaHEHMs CIELUUAIIbHBIX JKYPHAJIOB YTBEPXKIAIOTCS YIOJHOMOUYEHHBIM (heZepallbHbIM OpraHoOM
UCTIOJIHUTENILHON BJIACTH.

5. KOHTpOHB 3a CO6J'IIOI[CHI/I€M IpaBuJI pCrucTpanuu onepauﬂﬁ, CBA3aHHBIX C 06paIJ_[CHI/IeM
JICKAPCTBCHHBIX CPCACTB IJII MCAUIUHCKOI'O IMIPUMCHCHUS, BKIIFOUCHHLIX B IICPCUYCHDL JICKAPCTBCHHLIX CPCACTB
e MCOUOUHCKOrO IMPUMCHCHUA, MNOAJICKAIIHUX MPEAMCTHO-KOJIMYCCTBCHHOMY YUCTYy, B CICHUAJIBHBIX
XKypHajliax, a TaKXKE 3a CO6J'IIO,21€HI/IGM OpaBuJI BEACHUSA U XPaHCHHUA CIICHHUAJIBHBIX XKYPHAJIOB BO3JIaracTcs Ha
YIOJIHOMOYCHHBIC (bez[epanLHble OpraHbl HCITOJIHUTEILHOM BJIACTH H OpraHbl HCIIOJIHUTEILHON BIIACTH
CY6’LGKTOB Poccuiickoit q)enepam/m, OCYHICCTBJIAOMINUEC JIMOCH3UPOBAHUC IMPOU3BOACTBA JICKAPCTBCHHBIX
CpCacTsB, (I)apMaueBTqucxoﬁ ACATCIIBHOCTH H MGILHHHHCKOﬁ ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKax
JIMICH3UOHHOI'O KOHTPOJIA.

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPELACTB
CraTtbsa 59. OcHOBaHUA 1 NOPAAOK YHUUTOXEHUSA NIeKapCTBEHHbIX CPeacTB

1. HenoOpokayecTBeHHBIE JIGKAPCTBEHHBIE CPEACTBA, (abCU(PUIIMPOBAHHBIC JIEKAPCTBEHHBIE CPECTBA
MOJUTeXKAT M3IBATHIO M3 OOpamieHuss W YHHYTOXKCHHIO B [OPSAKE, YCTAaHOBJICHHOM llpaBuUTENbCTBOM
Poccuiickoit ®enepanmu. OcHOBaHWEM ISl YHHUUYTOXKCHHS JICKAPCTBEHHBIX CPEICTB SIBISICTCS DPEIICHHE
BJIAJIEJIbLIA JIEKAPCTBEHHBIX CPEJICTB, PELICHUE COOTBETCTBYIOLIETO YIIOJHOMOUYEHHOIO (peepanbHOro opraHa
UCTIOJIHUTENIbHON BJIACTH MJIH peIlIeHHe Cya.

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

2. KonrtpadakTHbie JIEKAPCTBEHHBIC CPEICTBA MOJICKAT UIBATHIO U3 OOPAIICHUS U YHHUUYTOXKEHHUIO 10
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

pemieHnio cyna. [lopdnoK yHMUYTOXKEHHsS KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTaHABIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxoapl, CBsI3aHHBIE C  YHUYTO)KEHHEM  KOHTPa(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEZOOPOKAYECTBEHHBIX ~ JIEKAPCTBEHHBIX  CPEACTB, (anbCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX  CPEJNCTB,
BO3MEILAIOTCS UX BJIAJEIbLEM.

4. Bnazenen JeKapCTBEHHBIX CPEJCTB JOJDKEH IMPEJCTaBUTh B YIOJIHOMOYEHHBIH (penepanbHblii opran
WCIIOJIHUTEJIBHOM BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IIOPSJIKE €ro  KOIIMIO,
noJTBEpXkKAaoNIe (aKT YHUUTOKEHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBEeTCTBYIOIINI YIMOTHOMOUYECHHBIN (hefiepabHbId OpTaH HCIOJHUTEIBHON BIIACTH, NMPUHSBIIANA
penieHre 00 YHUYTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIET KOHTPOJIb 32 UX YHUUTOKCHHUEM.

6. YHUUYTOXXEHHE  JIEKAPCTBEHHBIX  CPEICTB  IPOM3BOAUTCS  OpPraHU3alMsIMM, HUMEIOUIMMHU
COOTBETCTBYIOIIYIO JIMIEH3HIO, HA CHELHATbHO O0OPYJOBAaHHBIX IIOLIAJIKAX, MMOJUTOHAX U B CIELHAIBHO
000pYJIOBaHHBIX TOMEIEHUSAX C COONMIOJIeHHEeM TpeOOBaHUM B 00JAacCTH OXpaHbl OKpPY)KaOLIeH cpenbl B
COOTBETCTBHUHU C 3aKOHOAATeNbCTBOM Poccniickoit denepanuu.

7. HapkoTudeckue  JIEKQpCTBEHHBIE  CpPEJICTBA, TICUXOTPOMHBIC  JICKAPCTBEHHBIE  CPE/CTBA,
pamuodapMarieBTUIECKUE JEKapCTBEHHBIE CPEICTBA YHUUYTOXKAIOTCS B COOTBETCTBHHM C 3aKOHOIATEILCTBOM
Poccuiickoit deneparumu.

Mnasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA NIEKAPCTBEHHbIE NMPENAPATbI ANA MEAUUMHCKOIO NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha JfieKapCTBEeHHble npenapartbl Ans
MeaULUHCKOro NpUMeHeHus

1. TocynmapcTBeHHOE peEryJauMpoBaHME I1I€H Ha JICKapCTBEHHbIE Npenaparhl Uil MEIUITHCKOTrO
MPUMEHEHHS OCYIIECTBIISIETCS TOCPEICTBOM:
(B pen. @enepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxaenust IlpaBurensctBoMm Poccuiickoii ®denepanuu MnepeyHs >KU3HEHHO HEOOXOIUMBIX U
BO)XHEHIIMX JIEKApCTBEHHBIX IpernapaTroB, KOTOPbI (opMuUpyeTcs M HE pexe OJHOro pa3a B TIOJ
IIEPECMATPUBACTCS B YCTAHOBIEHHOM UM [OPSAJKE HAa OCHOBE KOMIUIEKCHOM OLICHKH JIEKAPCTBEHHBIX
MpernaparoB, BKIOYas aHAJIU3 CBEJICHHH O CPaBHUTEIBHOW KIMHUYECKOH 3((eKTUBHOCTH U 0€30ImacHOCTH
JIEKapCTBEHHOI'O CPEJCTBA, OLEHKY S3KOHOMUYECKHUX IOCIIEACTBUI IIPUMEHEHUS JIEKAPCTBEHHOIO CPEICTBA U
M3Yy4YEHUE JOMOIHUTENBHBIX IOCIECACTBAN IPUMEHEHHUS JIEKAPCTBEHHOT'O CPEICTBA;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBep)KICHUSI METOAMKH PacyueTa MPEIeNbHBIX OTIYCKHBIX [IEH MPOM3BOANTENCH Ha JEKapCTBECHHBIC
Hpenaparsl, BKIIOYSHHBIE B IEPEYeHb KU3HEHHO HEOOXOANMBIX U BaKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, a
TaKKe BHEAPCHHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMbI pePEPEHTHBIX 1ICH;

(B pen. ®enepanbHbix 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

3) rocyaapCTBEHHOW PErUCTpalMK MPEACTbHBIX OTIYCKHBIX II€H MPOW3BOJAUTENCH Ha JIEKapCTBEHHBIC
npenaparsl, BKIIOYCHHBIC B TEPEYCHB )KU3HEHHO HEOOXOIUMBIX M BAXKHEHIIINX JICKaPCTBEHHBIX MPENapaToB;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

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

4) BCACHUA TOCYHAAPCTBCHHOTO pecCTpa TMPCACIBbHBIX OTIIYCKHBIX IICH HpOHSBOI{HTGJ’ICﬁ Ha
JICKAPCTBCHHBIC NpCHaparbl, BKIKYCHHBIC B IICPCUCHb JKMU3HCHHO HGO6XOI[I/IMBIX U BaXHEHIIHNX
JICKAPCTBCHHLBIX IPCIIapaTOB;

5) yTBepKICHHsI METOJIMKH YCTAHOBJICHUS OpPTaHaMH HCTIOJHUTEIHHOW BIacTH CyOBeKTOB Poccuiickoii
@enepanyl MpeaesibHbIX Pa3MepoB ONTOBBIX HAJA0ABOK W IMpeNeibHBIX Pa3MEpOB PO3HUUYHBIX HAI0aBOK K
(bakTUYECKUM OTMYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IpEnaparoB, Ha
JICKapCTBEHHbIC TMpemapaThl, BKIIOUEHHBIE B TME€PEUCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHMX
JIEKapCTBEHHBIX ITPEIApPaTOB;

6) YCTaHOBJIEHHMs TNPEAEIBHBIX PAa3MEPOB ONTOBBIX HAJ0AaBOK M MpPEAETIbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (AaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAMUTENSIMU JIEKApPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHbIE Ipernaparbl, BKIIOYEHHbIE B IE€PEYEHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUILUX JICKAPCTBECHHBIX IIPEIApaTOB;

7) yTBEp)KICHHMsS TOpPSIKa BbLIAYM TNPEANUCAHUNA OpraHaM MCIOJHHUTEIbHON BIACTH CyOBEKTOB
Poccuiickoii @enepauuu O NPHUBEACHUM B COOTBETCTBHE C 3aKOHOAATenbCcTBOM Poccuiickori deneparuu
pelieHni 00 yCTaHOBJIEHUM NPEJENIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEJEIIbHBIX pa3MEPOB POZHUUHBIX
Ha70aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAMUTENSIMU JIEKApPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIOYEHHbIE B [EPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX MIPENApPATOB, €CJIM OHU IPUHATHI C HAPYLIEHUEM 3aKOHOJATeNIbeTBa Poccuiickon
®denepanuy, B OpAAKe, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit @enepanny;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (pe/lepalbHbIM OpPraHOM HCIIOJHUTENIFHOW BJIACTH OpraHam
WCTIOJTHUTENBHOU BIIacTH cyObekToB Poccuiickoit Depepanny mpeanicanuii 0 MPUBEICHUN B COOTBETCTBUE C
3aKoHOJaTeNbcTBOM Poccuiickorn ®enepaunl NPUHATBIX C HapyIICHHUEM 3aKOHOAATENbCTBa Poccuiickon
®enepanun perieHni 00 yCTaHOBICHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPENEIbHBIX pa3MepoB
PO3HMYHBIX HaJ0AaBOK K L€HaM Ha JIEKAPCTBEHHBIE Ipernaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO
HEOOXOMMBIX U BXKHEHUIINX JIEKAPCTBEHHBIX MIPENapaTos;

9) ocymecTtBieHus (heaepaabHOro0 TOCYIapCTBEHHOTO Haa3opa B cdepe oOpaleHus JIeKapCTBEHHBIX
CPEACTB M PETMOHAIBHOTO TOCYIAPCTBEHHOTO KOHTPOJISA 32 IPUMEHEHHEM IICH Ha JICKApCTBEHHBIE TperapaThl
COOTBETCTBEHHO YITOJTHOMOUCHHBIMH (pe/iepalbHBIMH OpTaHaMU HCIIOJHUTEIFHONH BIIACTH M OpraHaMu
UCIIOJIHUTENILHOW BIIACTH CyOBeKTOB Poccuiickoit ®Denepanuu COTJIACHO WX KOMIIETCHIIMM B TOPSIKE,
ycranoBiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;

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

10) npumeHeHMs  NpPeAYyCMOTPEHHBIX  3aKoHoJaTenbcTBOM — Poccuiickoit  @Denepauuu  Mep
OTBETCTBEHHOCTH 3a HapyILIEHUE MOopsijiKa [IeHooOpa30BaHUs HA JEKaPCTBEHHbIE MpEnapaThbl, BKIIOYEHHBIE B
[EPEYCHb )KU3HEHHO HEOOXOAUMBIX M BKHEUIIINX JICKAPCTBEHHBIX MPETIapaToOB.

(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusx upe3BbIUAWHONW CHUTyallud W (WJIM) TMPU BO3HHUKHOBEHHH YTPO3bl PacCHpOCTPAHEHUS
3a00JeBaHus, IPECTABIISAIONIEIO OMACHOCTD Ul OKPYKAIOIIHNX, a TAK)KE B Cllyyae, €M B TeYCHUE TPUIALATH
KaJICHIapHbIX AHEH mnocie npuHatus [IpaBurensctBoM Pocculickoin @exepanuy pelieHuss O IPOBEICHUU
MOHUTOPHMHIAa PO3HMYHBIX IIEH Ha JICKAPCTBEHHBIC IpPENapaThl, HE BKJIIOYCHHBIE B IIEPEUYECHb KU3HEHHO
HEOOXOIMMBIX M BAXKHEWIINX JIEKAPCTBEHHBIX TMPEMapaToB, Ha TEppUTOpHsIX CyObekToB Poccuiickoit
@enepanyy BBIABIEH POCT PO3HUYHBIX LEH HA YKa3aHHbIE JICKAPCTBEHHbIE IIpemnaparbl Ha TPUIALATH
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

nporeHToB U Oojee, [IpaBurensctBo Poccuiickoit @eneparii BlipaBe yCTaHOBUTH IMpeleibHbIE OTITYCKHbBIE
IIEHBI TIPOU3BOANTENICH HA yKa3aHHBIEC JIEKAPCTBEHHBIC TPENapaThl, IpeeIbHBIE pPa3Mephl ONTOBBIX HAI0aBOK
U TIpeleibHBbIC pa3Mepbl PO3HUYHBIX HAJA0AaBOK K (PAKTUYECKHM OTIYCKHBIM IIEHAM MPOU3BOIUTENICH Ha
yKa3aHHBIC JICKapCTBEHHBIE TTpenaparthl. [lepedeHs JekapCcTBEHHBIX MTPEnapaToB, HE BKIIOYEHHBIX B TIEPEUCHb
KU3HECHHO HEOOXOIUMBIX W BAXXKHEHIIMX JIEKAPCTBEHHBIX IMpEenapaToB, W MOPSJIOK €ro (GOpMHUPOBAHUS
onpeaestores [IpaBurensctBoM Poccuiickoit deneparumu.

(uacts 2 BBenena denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeueHme neBSHOCTAa KaJE€HIApHBIX JHEW co OHSA yTBepxkaAcHusA llpaBurensctBoMm Poccuiickoit
@enepaly NepedHs, YKa3aHHOIO B 4acTU 2 HACTOSILEH CTaThbU, HE JIONMYCKAIOTCS pealu3alys U OTIIyCK
BKJIFOYEHHBIX B HETO JICKAPCTBEHHBIX IIPENAPATOB IO LIEHAM, NPEBBIIIAIOIIUM IPEIEIbHbIE OTIIYCKHBIE LICHBI
MPOU3BOJUTENIE HAa YKa3aHHbIE JIEKAPCTBEHHBIC INpenapathl, MpeiesibHble pa3Mepbl ONTOBBIX HAJ0aBOK U
npeeiabHble pa3Mepbl PO3HUYHBIX HAJ0aBOK K (PAKTHUECKUM OTIIYCKHBIM II€HaM IPOU3BOAMTENEH Ha
yKa3aHHbIE JIEKapCTBEHHbIE MPENapaThl ¢ y4eTOM Hajora Ha J00aBI€HHYI0 CTOUMOCTb.

(uactb 3 BBeneHa PenepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: mpumeuanue.
3apeructpupoBannbie 10 07.06.2019 npenenbHble OTMYCKHBIE II€HBI MOAJEXKAT 00s13aTEIbHOMN
nepepeructpauuu B 2019 - 2020 ropax B coorBeTcTBUH €O cT. 2 D3 o1 06.06.2019 N 134-D3.

Cratba 61. [ocypnapcTBeHHas peructTpaums W nepeperucrtpauusa npeaenbHbIX
OTMYCKHbIX LeH NpoM3BOAUTENIEN Ha NeKapCTBEHHbIe Nnpenapartbl, BKIIIOYEeHHbIe B NepeYveHb
XXN3HEHHO HeOOXOaUMbIX U BaXXHENLLNX NeKapCTBEeHHbIX NpenapaToB

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

1. TlpenenpHast OTHYCKHas LI€HAa MPOU3BOJUTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIA B
[epeUYeHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIINX JIEKApPCTBEHHBIX MPENapaToB, MOJICKUT TOCYIaPCTBEHHOMN
peructpauuu B HOpsAJKe, ycTraHoBiaeHHOM I[IpaBurensctBoM Poccuiickoii ®enepanniv, Ha OCHOBAHUU
IPEJICTABICHHOTO B YIIOJIHOMOUYSHHBIN (heJiepaibHbIi OpraH MCIOJHUTEIBHON BJIACTH 3asBIICHUS JEepiKaTems
WU BIAJENbIa PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOTO MpemnapaTta (YImOJHOMOYEHHOTO WM
JU1IA).

2. 3apeructpupoBaHHas TpeaeibHAs OTITYCKHAs IICHa MPOW3BOAMTENS Ha JICKApCTBEHHBIN Tpemnapar,
BKJIFOUEHHBIN B TIEPEUYCHb KU3HEHHO HEOOXOAUMBIX M BAXKHEHIIIUX JIGKAPCTBEHHBIX MPETMapaToB, MOXKET ObITh
NEpCPErucTpupoBaHa B CTOPOHY YBCIUMUYCHUA OJJUH pa3 B KAJICHAAPHOM oy Ha OCHOBAHUU IMPEACTABIICHHOI'O
B YIOJHOMOYEHHBIN (hefepaibHblii OpraH WCHOJHUTEIBHON BIACTH 10 1 OKTSIOpS KakJOTro Trojia 3asBICHUS
JepKaTens ~ WIM  BIAAENbIla  PETHUCTPAIIMOHHOTO  YJOCTOBEPEHHsS  JICKApCTBEHHOTO  Iperapara
(YIIOJTHOMOYEHHOTO UM JIHIIA).

3. 3aperucTpupoBaHHas IpenenbHas OTIYCKHAs IIeHAa MPOW3BOJAUTENS Ha JIEKApCTBEHHBIM Ipemapar,
BKJIIOYEHHBIN B MepeueHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHUIINX JEKApCTBEHHBIX MPENapaToB, MOXKET ObITh
NIEPEPEruCTPUPOBAaHA B CTOPOHY CHIJKEHUS HA OCHOBAaHUM IPEACTABIEHHOIO B YIOJHOMOYEHHBIN
(benepanbHBIi OpraH WCIOJHHUTEIBHOM BIACTH 3asBJICHUS JEpKaTels WU BIAJEbIa PETHCTPAIIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO IpenapaTa (yIOoJIHOMOYEHHOI'O UM JIUIA).

4. Jlepxarenb WM BIAJeNel] PETUCTPALMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara
(YIIOJIHOMOYEHHOE UM JIMII0) 00sI13aH MPECTaBUTh B YIIOJIHOMOYEHHBIN (efiepanibHbIii OpraH NCIOTHUTEIBHON
BJIACTHU 3asIBJICHUE O MEPEPEerucTpaluu 3aperucTpUPOBAHHON MPEAEIbHON OTIIYCKHOM II€Hbl MPOU3BOJUTENS
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

Ha J'ICKEIpCTBCHHHI’I npenapar, BKJIIOUCHHBIA B MEpCUCHb KU3HCHHO HeO6XOI[I/IMBIX U BaXXHEUIIUX
JICKAPCTBCHHBIX MPCIIapaToOB, B CTOPOHY CHUKCHUS B CICAYIOINUX ClIydadX:

1) cHukeHUe 1IeHbl B MHOCTPAHHOM BaJIOTE Ha JIEKApCTBEHHBIM Ipernapar B CTpaHE MPOU3BOAUTENS U
(un) B cTpaHax, B KOTOPBIX JIEGKAPCTBEHHBIN IpenapaT 3aperucTpupoBaH U (WIM) B KOTOPbIE NOCTABISAETCS
MIPOU3BOIUTENIEM;

2) CHWXEHHE IIeH Ha pedepeHTHBIC JICKAPCTBEHHBIC IpernapaThl B COOTBETCTBHHM C ITYHKTOM |
HAcTOAlIe 4YacTh (A7 COOTBETCTBYIOLIMX BOCIPOHM3BEICHHBIX, OHOAHANOTOBHIX (OMOMOJOOHBIX)
JICKapCTBEHHBIX MPErapaToB);

3) mnpeBblllIEeHUE MPEAEIBHOM OTIYCKHOM II€Hbl Ha IEPBBIM BOCIPOU3BEACHHBIN, OMOAaHAIOrOBbII
(6roToT00HBII) JIEKAPCTBEHHBIN TIperapaT MHOCTPAHHOTO IMPOW3BOJICTBA HAJT NIPEJCIIBHON OTIMYCKHON IIEHON
MIPOM3BOJUTEIIS HA BTOPOH BOCIIPOM3BEACHHBIN, OMOaHaIoroBbli (0MOMOA00HBIN) IeKapCTBEHHBIN Mpenapar,
paccUUTaHHOM B COOTBETCTBUU C METOJIMKOM, yTBepkAecHHOM [IpaBuTenscTBoM Poccuiickoit @enepanuu;

4) mnpeBbllIEHUWE MpPENETbHOW OTIYCKHOW II€Hbl Ha TEpBBIH BOCHPOM3BEAEHHBIN, OMOaHAIOTOBBIH

(OuormonoOHBINA) JIeKapcTBEHHBI IMpemapaT IMPOU3BOAMUTENS TocyJapcTBa - ujeHa EBpasuiickoro
SKOHOMHUYECKOI'O COK3a HAJl IIPEAEIBbHON OTIIYCKHOW LIEHOM MPOU3BOJUTENS HA BTOPON BOCIPOU3BEICHHBIM,
OuroaHanoroBbiii  (OMOMOAOOHBIN) JIEKAPCTBEHHBIM IpenapaT MPOU3BOAMTENS ToOCylapcTBa - 4JieHa

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

5. Iopsnok nepeperucTpanuy 3aperuCTpUPOBAHHBIX MPEIEIBHBIX OTIYCKHBIX LIEH ITPOU3BOIUTENIECH Ha
JIeKapCTBEHHbIC TMpernaparbl, BKJIIOYCHHbIE B TIEpEYeHb IHKM3HEHHO HEOOXOJUMBIX M  BaXXHEHUIIMX
JIEKapCTBEHHBIX IIpeNnapaToB, B CiydasX, IPEIyCMOTPEHHBIX 4YacTAMU 2 - 4 HacTOsLIEH CTaThbH,
ycranasinuBaercs [IpasurensctBoM Poccniickoit denepanun.

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

7. Pacuer mpenenpHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4YacTAX | W 2 HaACTOsIIEW CTaTbu, IPH HX
rOCy/JapCTBEHHONW DPETUCTPALUU WIA NEPEPErucTpalvyi OCYIIECTBIAETCS B COOTBETCTBUU C METOIMKOW,
yTBep)aeHHOU [IpaBurensctBoM Poccniickon denepaniiv U yUUTHIBAIOLIEH B TOM YUCIIE:

1) coOmronenue OanaHca MHTEPECOB MOTpeOMTENEH JEKApCTBEHHBIX IpENapaToB, BKIIOYCHHBIX B
MEpeYeHb JKM3HEHHO HEOOXOAUMBIX M BaXHEUIIMX JICKAPCTBEHHBIX IPEMapaToB, W IPOU3BOAMTENCH
JIEKapCTBEHHBIX IPEMapaToB, BKIIOYEHHBIX B IME€PEYCHb IKU3HEHHO HEOOXOIUMBIX U  BaKHEWIINX
JIeKapCTBEHHBIX MTPENapaTos;

2) daxTuuecKyro OTIYCKHYIO IIeHy Ha JieKapcTBeHHbIE mIpemnapaTbl B Poccuiickoit @enepanuu, 1LeHy
BBO3a JIEKApCTBEHHBIX TmpemapaTtoB B Poccuiickyto ®enepanuio, a Takke IIeHbl Ha aHaJOTUYHbBIE
JIeKapCTBEHHBIE Mpenapathl, HaXxosamuecs B oOpaimiennu B Poccuiickoit @enepanuu;

3) 3aTparhl IPOU3BOJAUTENA JIEKAPCTBEHHOIO IIperapaTa Ha IPOU3BOACTBO M  pealli3alMIo
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

JICKApPCTBCHHOTO IIpCIlapara;

4) neHy Ha JEKapCTBEHHBIM Ipenapar, ero LeHy B CTpaHe MPOU3BOAUTENS U B CTpaHaxX, B KOTOPHIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (WIK) B KOTOPbIE IOCTABISETCS IPOU3BOJAUTEIIEM.

8. He nmomyckaroTcsi peanus3anusi U OTHYCK JIEKAPCTBEHHBIX MPENapaTroB, BKIIOYEHHBIX B IEPEUYCHb
JKNU3HCHHO HeO6XOHI/IMI)IX U BaXHEHUIIHNX JICKApCTBCHHEBIX IMPCIapaToB, Ha KOTOPBIC MNPOU3BOJUTCIAMU
JICKapCTBEHHBIX ~ MPEMapaToB HE 3aperHCTPUpOBaHa  MpeleibHAas  OTIYCKHAs [I€Ha, peau3alfis
MPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX TMPEMapaToB MO II€HAM, MPEBBIMIAIOIINAM 3apEerHCTPUPOBAHHBIC WK
MepeperuCTPUPOBAHHBIC MPE/ICIIbHBIC OTITYCKHBIE IICHBI HA JICKAPCTBEHHBIC MPEMaparhl ¢ Y4eTOM Hajora Ha
N00aBICHHYIO CTOMMOCTb.

9. OCcOOEHHOCTH TOCYAAPCTBEHHOTO PETYJIMPOBAHUS MPEACIIbHBIX OTITYCKHBIX II€H MPOU3BOAUTENCH Ha
JICKapCTBCHHBIC TMpEmaparbl, BKJIIOUYEHHBIE B TEPEYCHb IKM3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIEKapCTBEHHBIX MIPEMapaToB, B 3aBUCIMOCTH OT SKOHOMUYECKUX U (MJIM) COLUATBHBIX KPUTEPHUEB (M3MEHEHUE
YCIIOBUH, TIOPSAJKAa U CTOMMOCTH MPOHU3BOJACTBA JIEKAPCTBEHHBIX IMPEMapaToB, HCIOIb30BAaHHE HOBBIX (HOPM,
METOJIOB U CIIOCOOOB IOCYJapCTBEHHOTO PErYJIMPOBAHUS LIEH Ha JIEKapCTBEHHBIE MpEnapaThl, B TOM YUCIIE Ha
OCHOBE MEXaHM3Ma peepeHTHOr0 EHO0OPA30BaHUS, N3MEHEHHUN MOPSAKA OKa3aHUs MEIUIUHCKON TTOMOIIH,
U UHbIE U3MEHEHUs) ycTaHaBnuBatoTcs [IpaButensctBoM Poccuiickoit @enepanuu.

Cratba 62. TocypapcTBeHHbIN peecTp npeAenbHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha neKapcTBeHHble rMnpenapaTbl, BKMIOYEHHble B MepeyYeHb XU3HEHHO HeobXoAUMbIX W
BaXXHEMLUUX NeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WM NEPEPETUCTPUPOBAHHBIE MIPEIEIbHBIE OTIYCKHbIE LIEHBI POU3BOAUTENEH
Ha JICKApCTBCHHBLIC IMIPCIapaTbl, BKIOYCHHBIC B HNEPEYCHL KHU3HCHHO HeO6XOJII/IMI)IX A BaKHEHITNX
JIEKapCTBEHHBIX IIPENapaToB, MOUIEKAT BKIIOYCHUIO B TOCYJApCTBEHHBIN PEEeCTp MPENEbHBIX OTIYCKHBIX
IICH NIPOM3BOAMTENCH HA JIEKAPCTBEHHBIE TPEMapaThl, BKIIOYCHHBIE B NIEPEUCHb KHU3HEHHO HEOOXOANMBIX U
BOXHEHIIINX JICKApPCTBEHHBIX IPEnapaToB.
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. TocynapCTBEHHBIN peecTp TMpEeNeNbHBIX OTIMYCKHBIX II€H MPOU3BOJAUTENCH Ha JIEKapCTBEHHBIE
npenaparsl, BKIIOUCHHBIC B MEPEUYCHB JKU3HEHHO HEOOXOIMMBIX M BOXKHEHININUX JICKAPCTBEHHBIX MPENapaTosB,
COJICPKUT B ce0e ClenyoIIyo HHPOPMAIHUIO:

1) HamMeHOBaHHE JepXKaTess WM BIAAeblla PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKapPCTBEHHOI'O
npernapara, HAMMEHOBaHUE MPOU3BOAUTENS JIEKAPCTBEHHOTO MIperapara, CBEICHUS O PErHCTPaLluy AepKaTelis
WIN BJIAJEbLA PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O Iperapara, CBEAEHHUs O PErUCTPaLUU
IIPOU3BOAUTCIIA JICKApCTBCHHOT'O nmpemnapara JIIA MEAUIINHCKOI'O IMPUMCHCHU A B Ka4yeCTBEC
HaJIOTOIUIATENbIMKA B CTpaHE PEeTUCTpanuu (IUIsi POCCUUCKUX FOPUAMYECKUX JIUIl - WACHTH(OUKAITMOHHBIA
Homep Hanoromnarensimuka (MMHH), mis WHOCTpaHHBIX IOPUAMYECKHX JIUII - CTpPaHa PETHUCTPALUH,
HaVMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJ HAJIOTOIUIATENbIIUKa B CTpaHe
peructpanyy (MHKOPHOpALMK) MM €ro aHajor), MECTO HaXOXICHHS IPOU3BOACTBEHHBIX IIJIOMIA/IOK,
YUYacTBYIOIIUX B IPOLIECCE IPOM3BOACTBA JICKAPCTBEHHOI'O IpernapaTa, C yKa3aHHEM CTaJuM Ipolecca
MIPOU3BOJICTBA;

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

2) HanMCHOBAHHUC JICKApPCTBCHHOT'O Impemnapara (MC}K,I[YHaPOIIHOG HCIIaTCHTOBAHHOC, nin
TpyHOImuUupoOBOYHOC, UJIU XUMUYICCKOC U TOProBOC HaI/IMeHOBaHI/IH);
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

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

3) HOMCP pCTUCTPALIMOHHOTI'0 YAOCTOBCPCHUS JICKAPCTBCHHOTI'O ITPCIiapara,

4) nexapcTBeHHas (GopMa C yKazaHHEM JO3UPOBKH JIEKAPCTBEHHOT'O Iperapara U €ro KOJIMYecTBa BO
BTOPUYHOU (TIOTPEOUTENBCKOI) yITaKOBKE, a TAKKe KOMIUIEKTHOCTH;
(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeaeibHas OTIYCKHAs IIeHA Ha JICKApCTBEHHBIH MpernapaT B pyoisix;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) nata MU HOMEp TMpHUKa3a YMOIHOMOYEHHOTO (henepanbHOro OpraHa HCHOJHUTENBHON BIACTH O
FOCY/JApCTBEHHOW PErMCTpalyy WIH IEPEPErucTpaluy MPENeSIbHOW OTIIYCKHOM LEHbl Ha JIEKApCTBEHHBIN
Mpernapar, BKIIOUYEHHBIH B EPEYeHb KU3HEHHO HEOOXOANMBIX M BKHEUIIINX JIEKAPCTBEHHBIX MTPEapaToB.;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N _134-D3)

6.1) mara BCTyIIEHHS B CHJIy IIpHKas3a yIMOJHOMOYEHHOro (emepaabHOr0 opraHa HCIOIHHUTEIBLHON
BIaCTH O TOCYAAPCTBEHHOM pPETHCTPallid WM TIePEPETHCTPAllii MNpPEAETbHOW OTIMYCKHOW IIEHBI
MIPOU3BOJIUTENS HA JIGKAPCTBEHHBIA TpenapaT, BKIIOYEHHBIH B [EPEYCHb KU3HEHHO HEOOXOJUMBIX U
BAKHEUIIUX JICKAPCTBEHHBIX IIPENIApaTOB;

(m. 6.1 BBenen denepanbHbiM 3aKk0HOM OT 06.06.2019 N 134-D3)

7) IITPUXOBOM KOJI, HAHECEHHBIH Ha BTOPUUHYIO (NMOTPEOUTENHCKYIO) YMAKOBKY JIEKaQpCTBEHHOTO
npenapara;
(m. 7 BBenen PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

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

3. TocynmapcTBeHHass perucTtpauuss WIN [EPEepPerucTpanns NpPeNeIbHbIX OTIYCKHBIX I€H Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B IEPEYEHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JIEKapCTBEHHbIX IpenapaToB, BEJEHHE TOCYJAapCTBEHHOIO peecTpa MpeleNbHbIX OTIYCKHBIX II€H
MIPOU3BOIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
BayKHECHIITNX JICKApCTBCHHBIX MPCIapaToB, OCYUICCTBIIAKOTCA B MOPAAKEC, YCTAHOBJICHHOM HpaBI/ITeHLCTBOM
Poccuiickoit ®eneparumn.

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

Cratbsa 63. YcTaHOBNEeHMe opraHamMm UCNOJNTHUTENbLHOW BNacTn cyobLektoB Poccumckomn
degepaumn npegenbHbIX pa3MepoB ONTOBbIX Haab6aBOK M npedesibHbIX pa3MepoB
PO3HMYHbIX HagbaBOK K  (pakKTU4ECKMM  OTNYCKHbIM  LieHaM, YCTaHOBJI€HHbIM
NPOU3BOAUTENAMM  JlIeKapCTBEHHbIX MNpenapatoB, Ha JieKapCTBeHHble npenaparbl,
BKITIOYEHHble B MNepeYeHb XWU3HEHHO HeoOGXOAUMBLIX U BaXHEUWUX JeKapCTBeHHbIX
npenapatoB
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

1. Opransl UCHIOTHUTENBHOM BiacTH cyOBbekTOB Poccuiickoit denepanuu ycTaHaBIMBAIOT MpeEeIbHbIC
pa3Mepbl ONTOBBIX HAJA0AaBOK M TpeAeTbHBIE pa3Mephl PO3HUYHBIX HAA0aBOK K (PAKTUYECKHM OTITYCKHBIM
1eHam (0e3 ydera Hajiora Ha J00aBJICHHYIO CTOMMOCTD), YCTAHOBJICHHBIM ITPOU3BOIUTENSIMH JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKaPCTBEHHbIE Ipenaparhl, BKIIOUEHHBIE B IEPEYCHb >KU3HEHHO HEOOXOIMMBIX U
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BAXHEHMIINX JIEKAPCTBEHHBIX IIPENApaTOB, B COOTBETCTBUU C YTBEP)KIEHHOW B MOPAIKE, YCTAaHOBJIEHHOM
IIpaBurensctBoM Poccuiickonn Penepauyu, METOAUKOW YCTAHOBIICHUS OpraHaAMHU HCIIOJHUTEIIBHOW BIIACTH
cyobektoB Poccuiickoit deneparyy npenenbHbIX pa3MEepOB ONTOBBIX HAA0ABOK M IPENEIbHBIX pPa3MepoB
PO3HMYHBIX HaA0aBOK K (AKTMYECKUM OTIYCKHBIM LI€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISAMU
JIEKApCTBEHHBIX MPENapaToOB, Ha JICKaPCTBEHHBIE IpENapaThl, BKJIOYEHHBIE B IEPEYEHb IKU3HEHHO
HEOOXOJMMBIX M BaKHEHIIUX JIEKApCTBEHHBIX IpenaparoB. [IpOoeKThl perieHuil OpraHoB HMCIOJHUTEIbHON
BiIacTu cyowrekToB Poccuiickoit @enepanun 06 ycTaHOBICHMH M (WJIM) MU3MEHEHHM IpPEJENbHBIX pa3MepoB
OTITOBBIX HaN0ABOK UM TpPENEeNbHBIX pa3MEpoOB PO3HMYHBIX Ha/J0aBOK K (PaKTUUECKUM OTITYCKHBIM IICHaM,
YCTaHOBJICHHBIM  IIPOM3BOAMUTEIIIMU  JIEKAPCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIC IIpENaparsl,
BKJIIOUEHHBIE B MEpPEUYEHb KU3HEHHO HEOOXOJUMBIX U BaXKHEHMINX JIEKAPCTBEHHBIX IPENapaToB, MOJJIEKAT
COTJIACOBAHUIO C YMOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJHUTENIBHON BIACTH, OCYIIECTBISIOLUIIM
(YHKIMK IO IPUHATHIO HOPMATHBHBIX IPABOBBIX aKTOB M KOHTPOJIIO 32 COOJIIOZEHHEM 3aKOHO/ATENIbCTBA B
cdepe rocyIapCTBEHHOTO PEryJIMpoBaHus LieH (TapudoB) Ha TOBaphl (yCIIyru), B HOpPsIKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

(B pen. ®enepanbHbix 3aKkoHOB 0T 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpraHuzanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEICTBAMH, alTE€YHbIE OPraHU3allUH,
WHAUBUAYAIbHbIE NPEANPUHUMATENH, HMEIOIIME JIMIEH3UI0 Ha (apMaleBTUYECKYIO JAESITEIbHOCTb,
MEIUIUHCKHE OpraHu3allid, HUMEIIUe JIMLIEH3UI Ha (apMaleBTUYECKYl0 JeSTeNbHOCTb, M HX
o0ocobneHHble ToapasfeneHus (amOynatopuu, Qenpamepckue U  (HeapAlepcKo-aKyIepCKue IYHKTHI,
HEHTPHI (OTHeNeHus) olmeld BpaueOHOM (CeMeWHO) MPaKTHKH), PacllOIOKEHHBIE B CEIbCKUX HACEICHHBIX
IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT ANTEUHbIE OpraHU3alMd, OCYLIECTBIIIOT PEATU3ALMUIO JIEKAPCTBEHHBIX
MIpenapaToB, BKIOYEHHBIX B I€PEUYEHb KU3HEHHO HEOOXOUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
M0 IIeHaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBUM C MOPSIKOM, YCTaHOBJIEHHBIM [IpaBuTENnbCTBOM
Poccuiickoit denepanuu, 1 ypoBeHb KOTOPbIX (0€3 yueTa Hajora Ha J00aBJICHHYIO CTOMMOCTb) HE JIOJKEH
IpEeBbIIATh CyMMY (PAaKTHYECKOH OTIYCKHOM II€HbI, YCTaHOBJIEHHOW IPOU3BOAMUTENIEM JIEKApCTBEHHOTO
IpenapaTa, He NPEBBILIAIONIEH 3apETUCTPUPOBAHHON WIH NMEPEPErMCTPUPOBAHHON NMPEAEIBbHON OTIYCKHOMN
LIEHbl Mpou3BoAUTENA (Ha ATy pealu3allldd JIEKapCTBEHHOrO IIpenapara IpOM3BOAMTEIEM), U pa3Mepa
ONTOBOM Han0aBKU U (WIM) pa3Mepa PO3HMYHOW Ha/l0aBKM, HE MPEBBIIIAIONIMX COOTBETCTBEHHO pa3Mepa
MpeAeIbHOW ONTOBOM Han0aBKU W (WJIM) pa3Mepa MpeaebHONW PO3HUYHOW Haa0aBKH, YCTAHOBJICHHBIX B
cyonsekte Poccuiickoit denepanuu.

(dacts 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranel HUCHOJHUTENBHOW BiacTH cyOwbekTOoB Poccuiickoir ®enepanuu pa3menmialoT B CETH
"NaTepHer" MHPOPMALMIO O 3apETUCTPUPOBAHHBIX IPEICIBbHBIX OTIYCKHBIX IIEHAX MPOM3BOJHUTENCH Ha
JIEKapCTBEHHBIC TMperaparbl, BKIIOUYEHHBIE B MHEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIeKapCTBEHHBIX MpEenapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoit @enepaliu npeesibHbIX pa3zMepax
ONTOBBIX HaX0aBOK M (WIM) TpeAeibHBIX pa3Mepax pO3HUYHBIX HAJ0aBOK K YCTaHOBIICHHBIM
NPOM3BOJUTENSIMH JIEKAPCTBEHHBIX IpernapatoB (PaKTUYECKMM OTIYCKHBIM II€HaM Ha JIeKapCTBEHHbIE
Ipernaparsl, BKJIOUYEHHBIC B IIEpeUeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKapCTBEHHBIX MPENapaTos, a
TAK)K€ O CyMME€ 3apEerMCTPUPOBAHHBIX INPEIEIbHBIX OTIIYCKHBIX L€H IPOU3BOJUTEIECH Ha JIEKAPCTBEHHBIC
IpenapaThl, BKJIIOUYEHHbIE B IIEPEUCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEUIINX JIEKApCTBEHHBIX IpEnaparos,
YCTaHOBJEHHbIX B cyObekTe Poccuiickoit ®enepanuu mnpeneibHbBIX pa3MEpoOB ONTOBBIX HaA0aBOK U
IpeAeibHbIX Pa3sMEpOB PO3HUYHBIX HAJ0aBOK M Hajora Ha J00aBICHHYK CTOMMOCTb. MHQopmanus,
IIPEyCMOTPEHHAsA HACTOALIEH YacThlO, TOJKHA HAXOIUTHCS TAKXKE B alITEUHBIX OPraHU3alMsIX B AOCTYITHON
JUIsL BCEX 3aMHTEPECOBAHHBIX JIMIL (hopMe U OOHOBISATHCS IO MEPE €€ pa3MEIleHUs] OpraHaMy UCTIOIHUTEIbHON
Biactu cyonekToB Poccuiickoit @enepamnuu B cetn "MuTepHeT".

(vactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Ypatun cuiy ¢ 1 mapra 2020 rona. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-03.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

aea 13. MOHUTOPUHI 3®PPEKTUBHOCTU U BESOMNACHOCTHU
NNEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALUNXCA B OBPALLEHUN
B POCCUNCKOWU ®EOEPALIUUN
(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE Tpemnaparhbl, HaxoJsnmecs B oOpamiennn B Poccuiickoit denepanuu, moJyiekat
MOHUTOPUHTY 3PPEKTUBHOCTH U 0€30MaCHOCTH B LIEISAX BBISBICHUS BO3MOKHBIX HETaTHBHBIX MOCJIEICTBUN
UX TPUMEHEHUs, WHIUBUIYaJbHOW HEMEePEHOCUMOCTH, NPEIyNpeXIeHUs MEIULIUHCKUX pPabOTHUKOB,
CHEIMAIMCTOB B 00JIACTH BETEPUHAPHH, TTAIUEHTOB WJIH BIIAJIENIbLIEB )KUBOTHBIX U UX 3AIIUTHI OT MPUMEHEHUS
TaKHUX JIEKAPCTBEHHBIX MPENapaToB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. dapmakoHaA30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (pe/lepabHbIM OpPraHOM
WCIIOJIHUTENIBHON BJAacTU B YCTAaHOBJIEHHOM MM IOpSIKE IyTEM aHallu3a MpeAocTaBiIsieMol cyObeKTaMu
oOpalleHns: JIeKapCTBEHHBIX CPEJICTB MHPOPMALUU O MOOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PEaKLMSIX,
CEPbE3HBIX HEXKEJIATENbHBIX PEAKLUAX, HENPEABUACHHBIX HEKENATENIbHBIX PEaKUMSIX NpU NPUMEHEHUU
JIEKapCTBEHHBIX IpernapaToB, 00 WHIMBUAYAJIbHOW HENEPEeHOCUMOCTH, OTCYTCTBHU 3(PPEeKTHUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, MPEICTABISIONINX YIPO3y KU3HU
WM 3I0pPOBBIO YeNIOBEKa JINOO )KMBOTHOTO MPH MPUMEHEHHUH JIEKApCTBEHHBIX MPENapaToB U BHISIBICHHBIX Ha
BCEX 3Tarax oOpalleHus JeKapCTBeHHbIX MpenapaToB B Poccuiickoit denepaiinu 1 Ipyrux rocynapcrax.

3. CyObekThl OOpalleHusi JEKapCTBEHHBIX CPEICTB B MOPSJIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM
(denepaqbHBIM OPraHOM HCIIOJIHUTENBHON BIACTH, 00s3aHBI COOOIIATh B YMOJHOMOYEHHBIN (enepanbHbIi
OpraH MHCIOJHHUTEIbHON BIAacTH O TMOOOYHBIX JEHCTBUSAX, HEKENATEIbHBIX pPEaKIMAX, CEPbe3HBIX
HEXEJIaTENIbHbIX PEAaKLMSIX, HEIPEIABUICHHBIX HEXEJIaTeIbHbIX PEAKIUAX MPU MPUMEHEHUU JIEKapCTBEHHBIX
npenaparoB, 00 WHIMBHIYaJbHOH HEMEPEHOCUMOCTH, OTCYTCTBUH J((EKTUBHOCTH JIEKApCTBEHHBIX
MpernapaToB, a Takke 00 MHBIX QaKTax U 0OCTOATENbCTBAX, MPEACTABISAIONIUX YTPO3Y KU3HU WU 370POBBIO
YesioBeKa JIMOO0 JKMBOTHOTO IPHU MPUMEHEHUH JIEKApCTBEHHBIX IPENapaToB M BbISBIEHHBIX HAa BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit denepanyu u Ipyrux rocyiapcrpax.

4. JlepkaTeau WIM BIAAENbLbl PETMCTPALIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparos,
IOPUINYECKHE JIMIIA, HA UM KOTOPBIX BBIIAHBI pa3pelICHUs] HA IPOBEICHUE KIMHUYECKUX HCCICAOBAHUM B
Poccuiickoit deneparyn, 1100 yIMOJIHOMOYEHHBIE UMU APYTUe IOPUINYECKHE JIMIA B paMKax OOecTedeHus
0€30MacHOCTH  JICKAPCTBEHHBIX  MpEnapaToB B  [OPSAJIKE, YCTAHOBJIEHHOM  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (pefiepanbHbIM OPraHOM HCIOJIHUTENBHOM BJIACTH, 00s3aHbI OCYILECTBIATh IPUEM, YUET,
00paboTKy, aHAJIN3 U XPaHEHHUE MMOCTYMAIOLINX B X aJipec 0T CyObEKTOB 0OpaIlleHus JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJapCTBEHHON BIIACTH COOOLIECHMH O MOOOYHBIX JEHCTBUSAX, HEKENTATENbHBIX pPEaKLUsX,
CEPBbE3HBIX  HEXKEIATCIIbHBIX M  HENPEABUICHHBIX  HEXKEJATEIbHBIX PEAKUUAX I[PU  IPUMEHEHUU
JIEKapCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTAX MX B3aHUMOJCHCTBUS C JPYTMMH JIEKapCTBEHHBIMU
npernapaTamM, WHAMBUAYyaJIbHONH HENEPEeHOCUMOCTH, a Takke 00 HHbIX ¢akTax U OOCTOATENbCTBAX,
NPEACTABISIOMUX YIPO3Y KU3HU WM 3/I0POBbIO YEJIOBEKA JIMOO KMBOTHOI'O WM BIMSIOIUX HAa U3MEHEHUE
OTHOILIEHHUS 0’KHJAEMOM IOJIb3bl K BOZMOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHBIX NIPENIAPATOB.

5. HpI/I BBISABJICHUU I/IH(bOpMaI_II/II/I 0 CCPBC3HBIX HECKCIIATCIBHBIX PCAKIUAX W HCIIPCABUIACHHBIX
HCKCIIATCIIbHBIX PCAKIUAX IIPU MPUMCHCHHUH JICKAPCTBCHHBIX IIPCIIapaToB, 00 O0COOEHHOCTSX UX
B3&HMOI[€fICTBI/I$I C APYruMu JICKAapCTBCHHBIMU IIPCIiapaTaMu, HHI[HBHI[yaHLHOﬁ HCINICPCHOCUMOCTH, a TAaKXKC
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

00 wuHBIX (akTax U OOCTOATENHCTBAX, BIHUSAIOIIMX HA H3MEHEHHE OTHOIIEHHUS OXHAaeMOH TMONb3bl K
BO3MOKHOMY  pPHUCKYy TNPHUMEHEHHUS JIEKapCTBEHHBIX  MPEMapaTroB, JEp)KaTelud Wi  BIAACIIbLIbI
PErUCTPALIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX IMPEMAPATOB, IOPUIAUYECKUE JHIA, HA HMS KOTOPBIX
BBIZIaHBI pa3pelieHus] Ha MPOBEJCHHE KIMHUYECKUX wuccienoBannii B Poccuiickoit denepanuu, nubdo
YIOJIHOMOYECHHBIC UMHU JIPYTHE IOPUIUYCCKUE JUIa 00s3aHbI MPUHATH MEPHI, HAMPABJICHHBIC HA YCTPAHCHHE
HETaTUBHBIX IOCJICICTBUA MPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IPENapaToB, MPEAYNPEKACHUES MPUINHEHUS
Bpe/a KM3HU WU 3J0POBBIO UeJIoBeKa JTUO0 )KMBOTHOTO, 3aIIUTY UX OT MPUMEHEHHS TAaKUX JIEKAPCTBEHHBIX
MpernapaToB, HA JAOMOIHUTENbHBIN cOOp AaHHBIX 00 A(HEKTUBHOCTH U OE30MACHOCTH TAKHUX JICKAPCTBEHHBIX
rpenaparos.

6. 3a HecooOIIeHHe WIN COKPBITHE HH()OPMAIMH, MPEITyCMOTPEHHON YacThi0 3 HACTOSIIEH CTaThH,
ACPKATCIIN HUIIN BJIAACIIBIBI PErUCTPAIMOHHBIX ynOCTOBCpeHI/Iﬁ JICKApCTBCHHEBIX NPCIapaToB, OPUIAHYCCKUC
JMIa, Ha UMS KOTOPBIX BBIJAHBI pa3pellieHHs Ha MPOBEICHHME KIMHMYECKHX HccienoBaHui B Poccuiickoit
®deneparun, 1100 YIOJIHOMOYEHHbIE UMH JPYTUe IOPUANYECKHE LA, a TAKXKe JOKHOCTHBIE JINIA, KOTOPBIM
9Ta nHpOpMaIMA CTajla U3BECTHA MO POAY MX HMPOQPEecCHOHATBHOM eATeNTbHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

7. Ilpyn monydyeHUW YNOIHOMOYEHHBIM (elepaibHbIM OPraHOM HCIOJHUTEIbHOM BJIACTH B paMKax
ocylIecTBIeHUS UM (hapMaKoHa/I30pa JI0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOI'O Ipernapara
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WIM TpU IOJyYeHUM HMHPOPMAlMM O HECOOTBETCTBMM JaHHBIX 00
3¢ GEeKTUBHOCTH UM O O€30MaCHOCTH JIEKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM Ipenapare,
COJIep/KalluMCsl B MHCTPYKIMHM 110 €r0 INPHUMEHEHHUIO (B TOM YHUCIIE BBIABIECHHBIX B XOJE OCYIIECTBICHHS
(apMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMU OpPraHaMH HMHOCTPAHHBIX TOCYAAPCTB), YIOJHOMOYEHHBIN
(benepanbHBIi OpraH HMCIOJHUTEIBHON BIIACTH B yCTAHOBJICHHOM MM HODSJIKE PAacCMaTPUBAET BOMIPOC O
MIPUOCTAHOBIICHUH IPUMEHEHHSI TAKOTO JIEKAPCTBEHHOTO IIpenapara.

CrtaTtbsa 65. [lpuocTaHOBNEeHUe NPUMEHEeHUs NieKapCcTBEeHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Tlpu monydeHur WHPOPMAIIUU O HEKEIATSIBHBIX PEAKIHSIX MPU MPUMEHEHHH JIEKApCTBEHHOTO
npernapara, HE YKa3aHHBIX B HHCTPYKIMHM IO NPUMEHEHUIO JIEKQpCTBEHHOrO Mpernapara, CEepbe3HbIX
HEXEJNAaTeNIbHBIX peaknusiX, 00 OCOOEHHOCTSX €ero B3aUMOJACHCTBUS C JPYTMMH JICKapCTBEHHBIMU
npenapaTaMi, KOTOPhIE MOTYT MPEACTaBIATh yrpo3y KU3HU WM 3OPOBBIO0 YeloBeKa JHOO0 >KUBOTHOTO, a
TaK)Ke 0 HECOOTBETCTBUU JAaHHBIX 00 A((HEKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara JaHHBIM
0 JIEKAPCTBEHHOM IIpemnapare, COJICPKAIMMCS B HHCTPYKIMU IO €ro NPUMEHEHUI0, B TOM YHCJIE OT
YIOJIHOMOYEHHBIX OPTaHOB MHOCTPAHHBIX T'OCYIAapCTB, OOMEH KOTOPOW OCYIIIECTBISIETCS B COOTBETCTBHH C
COTTIAIICHUSIMA ~ MEXIy YIOJHOMOYECHHBIM  (eAepalbHBIM OPraHOM HCIIOJHUTEIHHOM BJIACTH U
YIOJIHOMOYCHHBIMH ~OpPraHaMH HMHOCTPAHHBIX TOCYJapCTB, YIIOJIHOMOYCHHBIM (enepaabHbIi  OpraH
UCTIOTHUTENFHON BJIACTH paccMaTpUBaeT BOMPOC O BO3MOXKHOCTH TMPUOCTAHOBICHUS OOpaIIeHHs TaKoro
JICKapCTBEHHOTO TMpernapara B MOPSJKE, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (peleparbHbIM OpraHOM
HUCIIOJIHUTEIHHOM BJIACTH.

2. Ilpm HeuwcnonHEHMHM WIM HEHAJUIEkKAIIEM HWCIOJHEHUU JepKaTelsiMU WIM BJIaJeiablaMu
PErUCTPALMOHHBIX YIOCTOBEPEHHM JIEKAPCTBEHHBIX MPENApPaTOB, OPUIANYECKUMHU JIMIIAMHU, HA UMsI KOTOPBIX
BBIJIaHbl DPA3pelICHUs Ha IIPOBEIEHUE KIMHUYECKUX Hccaenosannii B Poccuiickon denepaunu, Hiau
YIOJIHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMU JIMLAMH 00S3aHHOCTEH, YCTAHOBJIEHHBIX YacTsMH 3 U 4
cratbu 64 Hacrosimero @Penepa’abHOro 3akoHa, JUOO B CiIydasx IPEACTaBICHUS COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (peiepaibHBIM OpPraHOM HCIIOJIHUTENFHONW BJIACTH 3aKJIIOYEHHS O HEIOCTOBEPHOCTHU
pe3yabTaTOB KIMHUYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEJUIUHCKOrO NPHUMEHEHMS,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

KOTOPOE€ OCHOBAaHO Ha pe3yibTaTax MPOBEPKH MEAUIMHCKONW OpraHM3aliy, MPOBOIMBIICH YKa3aHHOE
KJIIMHMYECKOE HCCJIEIOBAHME C HApyLICHUEM MpaBWJ HaJJIeKalleld KIMHUYECKOW MPaKTUKH, U TPHUBENIO K
MOJIyYCHUIO HEIOCTOBEPHBIX PE3yJbTaTOB, JMOO B CIIy4ae HEBBIIOJHEHUS TPEANUCAHUS, BBIIAHHOTO
YIOJTHOMOYCHHBIM  (pellepallbHbIM  OpPTaHOM  WCIIOJTHHTEIBHOW BJIACTH TI0 HMTOTaM  OCYIICCTBIICHUS
BBIOOPOYHOTO KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO IIperapara, YIOJHOMOYEHHBIM (eaepaibHbIi OpraH
UCIIOJTHUTENbHOM BJacTU B YCTAHOBJICHHOM MM MOPSAKE paccMaTpUBaeT BONPOC O MPHOCTAHOBICHUU
NPUMEHEHHs TAaKOT0 JIEKApCTBEHHOTO MperapaTa.

3. YonHOMOYeHHBIH (hefiepaibHbIi OpraH NCHOIHUTEIBHOM BIACTH MIPU MPEICTABICHUH MY CBEJCHUN
O HECOOTBETCTBHHM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHMSAM MPABWI  HaJUIekKalnei
MIPOU3BOJICTBEHHON NMPAKTUKHU U (MJIM) O HApPYLIEHUH JIMLIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBbLIN BHISBICHBI
B XOJi¢ MPOBEACHHUS HWHCIEKTUPOBAHUSA MPOU3BOIUTENS JEKAPCTBEHHBIX CPEJICTB WM OCYILIECTBIICHUS
JIMLIEH3UOHHOT0 KOHTPOJIS B cepe NPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U IPUBEIH UM MOTYT IIPUBECTH K
HPOM3BOJICTBY JIEKAPCTBEHHBIX MPENApaToB A MEIUIIMHCKOIO IPUMEHEHUS, IPUYMHUBILINX MIIA CIOCOOHBIX
MPUYMUHUTD BPEX KU3HU WIH 310POBBIO IPakJaH, pacCMaTpUBAET BONPOC O MPHUOCTAHOBJIEHUU NPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB JJIsl MEAULMHCKOIO IPUMEHEHUS B YCTAHOBJIECHHOM UM IOPSAIKE B CIEIYIOLINX
Cllydasix:

1) cocra m (WIM) TEXHOJOTHS MPOU3BOJACTBA JIEKAPCTBEHHOI'O TIpemapara Jisi METUIIMHCKOTO
IpUMEHEHUs (C OMUCaHUEeM CTaJHi MPOU3BOJICTBA) OTIIMYAIOTCS OT 3asBJIEHHBIX B PETUCTPALIMOHHOM JIOCHE;

2) HeKapCTBeHHLIﬁ npenapar sl MCAUIHUHCKOI'O IPHUMCEHCHUA IMPOU3BCIACH Ha HpOI/I3BOHCTBeHHOI>’I
IJIomaake, He y1<a3aHH0171 B pCruCTpaiiOHHOM JOCHE;

3) y TOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOJTBEPKIAOLINE
COOTBETCTBUE KauyeCTBa JIEKAPCTBEHHOI'O IIpenapara sl MEIULUHCKOrO INPUMEHEHMs, BBOAUMOIO B
IpaXXAaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM IPU €0 OCYJapCTBEHHOM perucrpalmy;

4) MpOU3BOIUTEIIEM JICKAPCTBEHHBIX CPECTB B COTJIACOBAHHBIN C COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM
(denepaibHBIM OPraHOM HCHOJHUTENBHON BIACTH CPOK HE YCTpaHEHBbl HapylIeHUs TpPeOOBAHUN MPaBUI
HaJIeXalel MpOru3BOICTBEHHON MPAKTUKU U (WJIN) JIMIIEH3UOHHBIX TPeOOBaHMIA, KOTOPHIC OBLITH BBISIBICHHI B
X0/le TPOBEACHUS WHCIEKTUPOBAHUSA IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHUS
JUIICH3UOHHOTO KOHTPOJISA B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MPUBEIH MU MOTYT IIPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPEMApaTOB JIJIsI MEIUIIMHCKOTO MTPUMEHEHH S, MPUINHUBIINX WUIH CITOCOOHBIX
NPUYUHUTH BPEJI )KU3HU WIIN 3JI0POBBIO IPAXK/IaH.

(uacts 3 BBenena denepanbubiM 3aK0HOM 0T 04.06.2018 N 140-D3)

4. YHOTHOMOYEHHBIN (hefepaibHblii OpraH UCIOJHUTENFHON BIACTH NMPU HAJMYUHU Y HETO CBEJCHUHN O
HECOOTBETCTBUHM  MPOM3BOAMTENS  JICKAPCTBEHHBIX  CPEACTB  TpeOOBAaHUSAM  [PAaBUI  HaJJIEKaIlen
MIPOU3BOJICTBEHHON NMPAKTUKHU U (MJIM) O HApYLIEHUH JIMLIEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBbLIN BHISBICHBI
B XOJ€ MPOBEACHHUS HWHCIEKTUPOBAHUSA MPOU3BOIUTEINS JEKAPCTBEHHBIX CPEJICTB WM OCYLIECTBIICHUS
JIMLIEH3UOHHOT0 KOHTPOJIA B cepe NPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U IIPUBEIH UM MOTYT IIPUBECTH K
IIPOU3BOJCTBY JIEKApPCTBEHHBIX INIPENaparoB M BETEPUHAPHOIO NPUMEHEHUS, NPUYMHMBIIHUX HIIU
CHOCOOHBIX MPUYMHUTH BPEJ )KU3HU WU 3/10pPOBBIO KUBOTHBIX, PACCMATPUBAET BONPOC O MPUOCTAHOBICHUU
peanM3aly ¥ MPUMEHEHUS JIEKApCTBEHHBIX IPENapaToB Jisi BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBJIEHHOM
UM TOPSJKE B CJIEAYIOIINX CITydasx:

1) coctaB M (WIM) TEXHOJIOTHUSA TPOMU3BOJCTBA JIEKAPCTBEHHOIO IIpernapaTa AJisi BETEPUHAPHOTO
INPUMEHEHHUs (C ONUCAaHUEM CTaIuil IPOU3BOCTBA) OTINYAIOTCS OT 3asBJIECHHBIX B PETUCTPALIMOHHOM JIOCHE;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2) nexkapCTBEHHBIM Mpemapar Ui BETEPUHAPHOTO NPUMEHEHHUS MPOM3BEAECH Ha IPOM3BOJCTBEHHOM
IJIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0CHE;

3) y THOpou3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOJITBEPKIAOLIUE
COOTBETCTBHE KadyeCTBA JIEKAPCTBEHHOI'O IIpernapaTra il BETEPUHAPHOIO IIPUMEHEHHUs, BBOJUMOIO B
IpaXXAaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €0 OCYJapCTBEHHOM perucrpalmy;

4) MpOU3BOIUTEIIEM JICKAPCTBEHHBIX CPECTB B COTJIACOBAHHBIN C COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM
(denepaabHBIM OPraHOM HCHOJHUTENBHON BIACTH CPOK HE YCTpaHEHBbl HapylIeHUs TpPeOOBAHUN MPaBUI
HaJIeXalel Mporu3BOICTBEHHON MPAKTUKU U (WIIK) JIMIIEH3UOHHBIX TPeOOBaHMIA, KOTOPHIC ObLTH BBISIBICHHI B
X0Jle TPOBEACHUS WHCIEKTUPOBAHUSA IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHUS
JUIICH3UOHHOTO KOHTPOJISA B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MPUBEIH MU MOTYT IIPUBECTH K
MMPOM3BOJICTBY JICKAPCTBEHHBIX TMIPEMapaToB [JIi BETEPUHAPHOTO TMPUMEHEHHS, TNPUYUHUBIINX WIH
CIOCOOHBIX MPUYMHUTH BPEJI )KU3HU WIIH 3JI0POBBIO JKUBOTHBIX.

(uacts 4 BBenena denepanbubiM 3aK0HOM 0T 04.06.2018 N 140-D3)

KoncyaprantlIntoc: mpumedanue.
C 01.01.2023 cr. 65 nomonusercs 4. 5, 6 (O3 ot 27.12.2019 N 475-D3).

Cratbsa 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-03)

YonHOMOYEeHHBINH (penepatbHbIi OpraH UCIIOTHUTEIIBHON BIIACTH, OCYIIECTBISIONUN (hapMaKOHaI30D,
0 €T0 pe3yJibTaTaM pa3MelaeT Ha CBoeM opuIlMaabHOM caiiTe B ceTH "MHTepHeT" nHbOopManuio o:

1) BBISBIEHUM HOBBIX MOJTBEPXKAECHHBIX JAaHHBIX O MOOOUYHBIX AEUCTBHUIX, HEXKEIATENbHBIX PEAKLUsAX,
CephE3HBIX HEXKEJATEIbHbIX PEaKIUsIX, HENpPEIBUICHHBIX HEKENATEIbHBIX PEAKIUAX MpU HPUMEHEHUHU
JIEKapCTBEHHOI'0 Ipernapara, B TOM UHWCIE BIUAIOLIMX HAa OTHOLIEHHE 0)KMJIAEMOW I0JIb3bl K BO3MOXXHOMY
PUCKY PUMEHEHUS TaHHOTO JIEKAPCTBEHHOIO MpernapaTta;

2) NPUHATHIX PELIEHUSX O BHECEHWU H3MEHEHHH B MHCTPYKLHIO MO MPUMEHEHUIO JIEKapCTBEHHOI'O
npenapaTta, O IMPHUOCTAHOBJIEHUM HPUMEHEHMs JIEKAPCTBEHHOro Ipernapara, o0 HU3BbATHHM M3 OOpalleHus
JIEKapCTBEHHOTO Mpernapara Win O BO30OHOBJICHUU MPUMEHEHUS JIEKAPCTBEHHOIO IpenapaTa.

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

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

1. Mudopmanus o JIEKapCTBEHHBIX Npenaparax, OTIYCKaeMbIX [0 pEIeNnTy Ha JIEKapCTBEHHBIN
mpemnapar, AOJDKHA COJEPKaThCsS TOJBKO B CHEHMUAIM3HPOBAHHBIX M3IaHUAX, MPEIHA3HAUYEHHBIX JUIS
MEIUIMHCKUX, (papMaleBTUYECKUX PAOOTHHUKOB, CHEIHAIUCTOB B oOnacTu BeTepuHapuu. MHpopmarus o
JICKApCTBEHHBIX Mpemnaparax s CIEIUAIUCTOB B 00JIACTH OOpalleHus JEKapCTBEHHBIX CPEICTB MOMKET
COJIEPKATHCS B MOHOTPA(USIX, CIPABOYHUKAX, HAYYHBIX CTAThAX, B JIOKJIAJIaX HA KOHTpeccax, KOHPEPEHIINSX,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

CHMITIO3MyMaX, HAyYHBIX COBETAX, a TAK)KE B MHCTPYKLMUSX IO IPUMEHEHHUIO JISKapCTBEHHBIX TPEIapaTos.
(B pen. ®enepanbroro 3akoHa ot 02.08.2019 N 297-03)

2. Wudopmanus o JIEKapCTBEHHBIX MperapaTax, OTIYCKaeMbIX Oe3 perenrta Ha JIeKapCTBEHHBIN
mpermapaT, MOXET COJIEPKAaThCAd B MyOJHMKANHMSIX W OOBSBICHUSX CpPEJICTB MAaccoBOW WH(MOpMAIINH,
CTMIEIUATU3UPOBAHHBIX W OOIIMX TMEYaTHBIX W3JIaHUAX, WHCTPYKIHSIX IO TMPUMEHEHHIO JIEKApCTBEHHBIX
IpernapaToB, MHBIX U3JAHUSX CYyOBEKTOB OOpalleHHs JIEKApPCTBEHHBIX CPEACTB. PexjgamHble MaTepUalbl O
JIeKapCTBEHHOM TMpemapare, OTIyckaeMoM 0Oe3 perenta Ha JIEKapCTBEHHBINM Mpemapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKLIHHU [0 IPUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jlomyckaercs WCIOJIIb30BaHME JIIOOBIX MAaTE€pPUAIbHBIX HOCHUTENEH, MO3BOJIAIOIINX XPaHUTH,
nepeaBaTh U UCMOIb30BaTh MH(POPMALIMIO O JIEKApCTBEHHBIX Ipenaparax 0e3 ee HCKaKeHUs.

4. Jlns meneit uaeHTH(GHUKAIMK YITAKOBOK JICKAPCTBEHHBIX MPENapaToB JUIS MEIUIIMHCKOTO MIPUMEHEHUS
IPOU3BOJUTENIN JICKAPCTBEHHBIX CPEJICTB B TOPsAKE, YCTaHOBJIEHHOM IIpaBurenbcTBoM Poccuiickoit
denepanuy, HAHOCAT Ha TEPBUYHYIO YIAKOBKY (B OTHOLICHMM JIGKAPCTBEHHBIX MPEMapaToB s
MEIHUIIMHCKOTO TIPUMEHEHUS, /s KOTOPhIX HE MpeayCMOTpeHa BTOPWUYHAS YIMAKOBKA) M BTOPHUYHYIO
(MOTPeOUTENBCKYI0) YIAKOBKY JICKAPCTBEHHBIX MPENapaTroB I METUIIMHCKOTO TPUMEHEHHS CpPEICTBa
WICHTH()UKAIMN, 332 WCKIIOYCHHEM JIGKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO TPHMEHEHUS,
MIPOU3BOIUMBIX JIJISI TIPOBEACHUS KIMHUYECCKUX HCCICAOBAHUN, SKCIIOPTA, JICKAPCTBEHHBIX MPENapaToB s
MEMIIMHCKOTO TIPUMEHEHUS, YKa3aHHBIX B 4acTsaX 5 W 8 crarbu 13 Hactosmero denepaabHOro 3akoHa,
panuodapManeBTHUECKUX JCKAPCTBECHHBIX MPENapaToB, MUSBOK MEIUIIMHCKUX M Fa30B MEAUIIMHCKUX.

(dacts 4 BBenena denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepucTUKH CPEICTBA UACHTH(PHUKAIIUY, IOPSJIOK €r0 HAHECEHUS M TPEeOOBAaHUS K CTPYKType U
dbopmary umH(pOpMAHH, KOTOPYIO COACPXKHUT CPEACTBO HWACHTHU(UKAIMH, ompeaelstorcs [IpaBuUTenbCTBOM
Poccuiickoit deneparumn.

(dactp 5 BBenena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. Ilopsanok co3naHus, pa3BUTHUSA, BBOJA B DKCIUIyaTallMIO, SKCIULyaTalliM M BBIBOJA M3 JKCILIyaTalluu
CUCTEMBl MOHHUTOPUHIA JBUKECHMS JIEKAPCTBEHHBIX MPEMApaTOB JUIsl MEIUIMHCKOTO NMPUMEHEHMS, OPAIOK
MPEeJOCTaBICHUST MH(POPMALMHU, COACPXKAIICHCS B CHUCTEME MOHUTOPHHTA JIBHKCHHS JICKApCTBEHHBIX
IpenapaToB Il MEIWLIMHCKOTO IIPUMEHEHUs, W MOPAIOK B3aUMOJECUCTBUS YKa3aHHOW CUCTEMBI C MHBIMH
rocy/apCTBEHHBIMU MH()OPMAIIMOHHBIMUA CHCTEMaMU U MHPOPMAIIMOHHBIMHU CUCTEMaMU FOPUIUYECKUX JIUI] U
VHAMBUIYAJIbHBIX NPEIIPUHAMATENCH, YKa3aHHBIX B 4acTsaX 7 W 10 HacTosIIEd CTaTbH, yCTaHaBIMBAKOTCS
IIpaButenscTBoM Poccuiickoit @enepanuu. OneparopaMu CUCTEMBI MOHUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX
MpenaparoB i MEIUIIMHCKOTO NMPUMEHEHHUs SBIAIOTCSA (PelepalbHblii OpraH HCHOJHHUTEIbHON BIACTH U
(unn) opranuzanus, ynonHoMmoueHHsle [IpaButensctBom Poccuiickoit denepannu.

(uactp 6 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

7. YOpunuueckue WA M WHIUBUAYAIbHbIE TPEANPUHUMATENH, OCYILECTBISIONINE MPOU3BOJCTBO,
xpaHeHue, BB03 B Poccuiickyto denepaiuio, OTIyCK, peaau3aiuio, nepeaady, NpUMEHEHUE U YHUUYTOXKECHUE
JIEKapCTBEHHBIX MpENapaTtoB A MEIUIMHCKOTO MpUMEHEHHs, 00ecrneuynBaroT B MOPSAIKE M B COCTaBe,
KoTopble ycTtaHoBJeHbl lIpaBurensctBoM Poccuiickoir ®denepannu ¢ y4eTOM BHJA OCYIIECTBISIEMON HMU
NEeSATEIbHOCTH, BHECCHHE MH(POPMAIMM O JICKAPCTBEHHBIX Mpenaparax s MEIUIIUHCKOTO MPUMCHEHHS B
CHCTEMY MOHUTOPHHTA IBUKEHHUS JIEKAPCTBEHHBIX MPENapaToB AJIsI MEAULIUHCKOTO IPUMEHEHHS.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

7.1. JlekapcTBEeHHBIE MpenapaThl AT MEAUITMHCKOTO IPUMEHEHUS, NTPeAHa3HauYeHHbIC UTIsI 00eCTIeUeHUs
aun, OONBHBIX  reModuiued, MyKOBUCIUAO30M, TUNO(PHU3ApHBIM HAHM3MOM, Oone3Hblo [ oie,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

3II0KQY€CTBEHHBIMH HOBOOOpPA30BaHUAMU JUM(OUIHON, KPOBETBOPHON U PpOJACTBEHHBIX MM TKaHEH,
pacCessHHbIM CKJIEPO30M, JIMI[ IMOCJE€ TPAHCIJIAHTAllMM OPraHoB M (WJIM) TKaHeH, mpou3BeAeHHble 10 31
nekabpst 2019 roma, a TakkKe UWHBIC JIEKAPCTBEHHBIC TpemapaTsl JUIsi MEAMIMHCKOTO MPUMEHEHHS,
npousBeneHubie 10 1 utons 2020 roma, mojiexxar XpaHEHHIO, TIEPEBO3KE, OTITYCKY, pealH3allniu, rnepeaaye,
MMPUMEHEHUIO 0€3 HAaHECEHMs CPEACTB MACHTU(PHUKAIUKA O UCTECYCHHUS CPOKa UX TOJHOCTHU. [IpaBUTENBCTBO
Poccuiickoit deneparuu BripaBe yCTaHOBUTH OCOOCHHOCTH BBOJIa B T'PAXKIAHCKHI OOOpPOT JIEKAPCTBEHHBIX
IpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHHs, Mpou3BeaeHHbIX B nepuoj ¢ 1 uronsg 2020 roga mo 1 oktsOps
2020 roma. B menmsx BBoJa B TPaXTAaHCKHK OOOPOT JEKApPCTBEHHBIE MpenapaThl A MEIUIUHCKOTO
MIPUMEHEHHUS, 32 HCKIIIOYCHHEM JIEKApCTBEHHBIX MPENapaToB, MPEJHA3HAUYCHHBIX [UJIi OOECleYeHUs JIMII,
OO0JBHBIX TeMOo(puInel, MyKOBUCIIUI030M, THIIO(PHU3apHBIM HAHU3MOM, 00Jie3HbI0 ['ollle, 310KauYeCcTBEHHBIMU
HOBOOOpa30BaHUAMHU TUM(OUTHOMN, KPOBETBOPHOU M POJICTBEHHBIX UM TKAHEH, pPaCCESTHHBIM CKIJIEPO30M, JIHII
MOCJIC TPAHCIUIAHTAIIMK OPTraHoOB M (WMJIM) TKaHEH, MPOM3BENICHHBIE 3a MpeeiaamMu Tepputopun Poccuiickoi
Oeneparuu 10 1 oxTs6ps 2020 roma, MmoryT ObITh BBe3eHBbI B Poccuiickyro ®@exneparuio no 1 saBaps 2021
roga B Topsake, ycraHoBieHHOM [IpaButenbctBoM Poccuiickoit ®@eneparu, 6e3 HaHECEHHs CPEICTB
WICHTH(PUKAIUH.

(B pen. ®enepanbHbIX 3aKOHOB 0T 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8.  Oprammszaius WHPOPMAIIMOHHOTO  B3aMMOJICUCTBUS  CHUCTEMBl MOHUTOPHWHTA  JBUKECHUS
JIEKapCTBEHHBIX  IpENapaToB s  MEOUUUHCKOINO IPUMEHEHHS C HHBIMH  TOCYJAapCTBEHHBIMU
UHGOPMAIMOHHBIMU ~ CUCTEMaMH OOEcCreurnBaeTcss B TOM 4YHCIE TOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrieunBaromeil  MHOOPMAIIMOHHO-TEXHOJIOTUYECKOe  B3aUMOJCHCTBHE  HMH(OPMAIIMOHHBIX  CHCTEM,
HCIOJIb3YEMBIX [UIsl TPEJOCTABICHUS TOCYJAapCTBEHHBIX M MYHHMLMIAIBHBIX YCIYr W HCIOJHEHUS
TOCYJTapCTBEHHBIX U MyHHIIUTIAIBHBIX (QYHKIUI B 2JIEKTPOHHOU (opMme.

(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

9. ObmenoctynHas uHpoOpMaLus, coAepKallascs B CUCTEME MOHUTOPUHIA JBUKEHUS JIEKapCTBEHHbIX
npenapaToB Uil MEAMLMHCKOIO MPUMEHEHMs, pa3MellaeTcss B MH()OPMaLMOHHO-TEIEKOMMYHHUKAIIMOHHON
cetu "MHTrepHer" (B TOM uuncie B (popMe OTKPBITHIX JAHHBIX) B HOPSJIKE, yCTAaHOBICHHOM IIpaBUTEn»CTBOM
Poccuiickoit denepanuu.

(uactp 9 BBenena denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

10. IIpom3BomuTenu JIEKapCTBEHHBIX CPEICTB MOJYYAKOT COJAEPHKALIYIOCS B CUCTEME MOHMTOPHHIA
JIBYDKEHUS JICKApCTBEHHBIX IPENapaToB I MEIULMHCKOTO MPUMEHEHUS HH(OPMALMIO O CepUAX U HapTHsIX
JIEKapCTBEHHBIX IPENaparoB, MPOU3BOAMMBIX UMHU M HaXOJISALIMXCS B IpaxJIaHCKOM obopoTe B Poccuiickoit
denepanun, 6€3B03ME3IHO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

11. 3a mpou3BOACTBO WK MPOJAXKY JEKAPCTBEHHBIX MPENapaToB AJIs MEIUIIMHCKOTO MpUMEHEHUs 0e3
HaHECEHMs CPEJICTB MICHTU(UKALIUY, C HapyIIEeHWEM YCTaHOBJIEHHOTO MOpPSAKAa UX HAaHECEHUs, a TaKke 3a
HECBOEBPEMEHHOE BHECEHHUE NAaHHBIX B CUCTEMY MOHUTOPWHIA ABW)KEHUS JICKAPCTBEHHBIX MpENaparoB IS
MEAMIIMHCKOTO TPHMEHEHHUS WIM BHECEHHE B HEE HEIOCTOBEPHBIX [aHHBIX IOPUAWYECKHE IJIMla |
MHIVBUAYAJIbHbBIE IPEANIPUHUMATENH, YKa3aHHbIE B 4aCTsAX 4 U 7 HACTOSIIENH CTaTbU, HECYT OTBETCTBEHHOCTh
B COOTBETCTBUH C 3aKOHOATENIbCTBOM Poccuiickoit deneparum.

(uactp 11 BBenena @enepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBO Poccuiickoit ®denepanuu BrpaBe YCTAaHOBUTh OCOOEHHOCTH BHEJPEHMSI CHCTEMBbI
MOHMTOPHHIA JBUKCHHS JICKAPCTBEHHBIX INPENAapaToB Ul MEIULUHCKOIO NPUMEHEHMS, BKIIIOYasi CPOKH €€
BHEJPEHUS, B OTHOLICHUH JIEKAPCTBEHHBIX IPENApaTOB Ul MEAMLIMHCKOIO TMPUMEHEHUS, BKJIIOUYEHHBIX B
NepevyeHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKapCTBEHHBIX MPENapaToB, JEKapCTBEHHBIX MpenapaTos,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

NpeHa3HaYeHHbIX [UId oOecreyeHus: Jul, OOJbHBIX TeMO(UIINeld, MyKOBHCLUUAO030M, TUNO(U3apHBIM
HaHU3MOM, Ooje3Hbto ['omie, 370KaueCTBEHHBIMH HOBOOOPA30BaHMUAMHU JUMQPOUAHON, KPOBETBOPHOH U
POJICTBEHHBIX MM TKaHEW, PacCESHHBIM CKJIEPO30M, JIML[ IOCJIE TPAHCIUIAHTAL[MM OPraHoB U (WJIM) TKaHEM,
MHBIX JIEKQPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHHUS.
(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWUU, OCYLLECTBNAOLWUE OEATEJNIbHOCTb
MO OBPALLUEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBeneHna denepanbHbM 3aKk0HOM OT 25.11.2013 N 317-D3)

CratbAa 67.1. OrpaHnyYeHus, Hanaraemble NpPU OCYLIECTBNEHUN AeATeNIbHOCTU B cdepe
obpalleHnsa nekapcTBeHHbIX CpeacTB

1. Opranuzanuu, 3aHUMAIOIIKECS Pa3padOTKOM, MPOU3BOJICTBOM U (WJIHM) pean3anueil JeKapCTBEHHbIX
MpemapaToB JUIsi MEIUIIMHCKOTO MPUMEHCHHS, OpTraHM3aliy, O0Jajarollue MpaBaMd Ha HCIOJb30BaHUE
TOProBOro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpfriapara A MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHUu3alvuu
ONITOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEIICTBAMHM, AaIllTECUYHBbIC OpraHu3aluud (MX TPEACTABUTEIN, WHbBIC
¢du3nvecKkre U IPUIUUECKUE JIUIA, OCYIICCTBISIOIIUE CBOKO JESITEIBbHOCTh OT MMEHU 3TUX OpraHHM3aluii) B
OTHOIICHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOAMTENECH METUITMHCKUAX OpPraHU3alliii HE BIpaBe:

1) BpydaTh NOAApKH, BBIIUIAYMBATH JEHEKHBIE CPEIACTBA (32 HCKIIOYEHUEM BO3HArpaXkICHUH 110
JIOTOBOpaM IpH MPOBEJCHUHN KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IMPENapaToB IJi MEIULUHCKOIO
MPUMEHEHHUS, BO3HATPAXKICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIUIUHCKUM PaOOTHUKOM Te1aroru4ecKon
U (WIN) Hay4yHOH JIeATENbHOCTH), B TOM YMCJE OIJIauuBaTh Pa3BJICUEHHUs, OTABIX, IPOE3]] K MECTy OTHbIXa, a
TaKXe MPUBJIEKATh K YYAaCTHIO B Pa3BJIEKATEIbHBIX MEPONIPHUITUAX, IPOBOJIUMBIX 33 CUET CBOMX CPE/CTB;

2) 3aKJII04aTh COTJAIICHHUS O HA3HAUEHUH WM PEKOMEHJAIMH MAaIlMeHTaM JICKapCTBEHHBIX IpenapaToB
JUIsL METULIMHCKOTO NMPUMEHEHMS (32 UCKIIIOYEHHEM JOIOBOPOB O NPOBEAECHUU KIMHUYECKUX HCCIEAOBAHUN
JIEKapCTBEHHBIX MIPENapaTOB JUIsl MEIULIMHCKOTO PUMEHEHUS);

3) mpenocTaBisTh OOpa3lbl JEKAPCTBEHHBIX MPENapaToB IS MEAWIIMHCKOTO MPUMEHEHUS B IENSIX
BpPYUYEHHS MAlUEHTaM (32 UCKIIOYEHUEM CIIy4aeB, CBSA3aHHBIX C MPOBEJCHHEM KIMHHUYECKHX HCCIeI0BAaHUMN
JIEKapPCTBEHHBIX MPETMapaToB ISl MEIUIIUHCKOTO PUMEHEHUS);

4) mpeaoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOIHYI0 HH(MOPMAIIUIO O JIEKapCTBEHHBIX Mperaparax JUls
MEUIIMHCKOTO IPUMEHEHMS],

5) mocemarts UX B pabouee BpeMs Ha pa0OYMX MECTaxX, 3a HMCKIIOYCHHEM CIIydaeB, CBSI3aHHBIX C
MIPOBEJIEHUEM KIMHUYECKUX MCCIEIOBAHUN JIEKaPCTBEHHBIX MPEnapaToB s MEAUIIMHCKOIO MPUMEHEHHUS, C
ydacTUeM B TIOpSAJKE, YCTAHOBJICHHOM pPYKOBOJIWTEIEM MEIUIIMHCKOM OpraHusalnud, B COOpaHMsIX
MEAMIIMHCKUX PAaOOTHUKOB M MHBIX MEPOMPHUSATHUSIX, HAIIPABICHHBIX Ha MOBBIIIEHHE HX MPO(ecCHOHATBEHOTO
YPOBHSI MJIM Ha TIpeOoCTaBlICHNE UHPOPMALIMH, CBSI3aHHOIM C OCYIIECTBICHHEM MOHUTOPHHIra 0€301MacHOCTH
JIEKapCTBEHHBIX IIPENApaTOB;

6) moOy>kaaTh K BBINMCHIBAHUIO JIEKAPCTBEHHBIX IpENapaToB UIsl MEAUIMHCKOTO MPUMEHEHHUs Ha
OnaHKax, coAep)KalMX HH()OpPMAaIUI0 PEKIAMHOIO XapakTepa, a TakXKe Ha pelenTypHbIX OlaHKax, Ha
KOTOPBIX 3apaHee HalleyaTaHO HAMMEHOBAaHUE JIEKaPCTBEHHOI'O Mpernapara i MeIULMHCKOIO IPUMEHEHUS.

www.consultant.ru CrpaHnua 124 n3 130
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=342001&date=15.03.2021&demo=2&dst=100038&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342001&date=15.03.2021&demo=2&dst=100038&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=15.03.2021&demo=2&dst=101131&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=197264&date=15.03.2021&demo=2&dst=101131&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

2. OpFaHI/BaHI/II/I, YKa3aHHBIC B 3638.1_16 IIEpBOM 4YaCTHU 1 HacTosmeH CTaTbu, U UX TIPCACTABUTCIIN B
OTHOILICHHUH (bapMaI_IeBTI/I‘-IeCKI/IX pa6OTHI/IKOB u pYKOBOHHTeHCﬁ allITCYHBIX opraHmauHﬁ HC BIIPAaBC:

1) Bpy4daThb MOoAapKu, BhIIJIAYHUBATH ACHCKHBIC CPCACTBA, B TOM YHCJIC OIJIaYWBATh Pa3BJICUCHUA, OTAbIX,
Ipoe3a K MECTY OTAbIXa, W MPUBJICKATh K YUAaCTHUIO B PA3BJICKATCIIBHBIX MCPONIPUATUAX, TPOBOAUMBIX 3a CUCT
CBOHMX CPCACTB,

2) npeaoCTaBIIATh 06pa3HBI JICKApCTBCHHLBIX IIp€IapaToB AJIA MEAUIWNHCKOI'O IPUMCHCHHUA I BpYUCHUA
HaCCJICHUIO,

3) 3aKJII0YaTh COTJIAIICHUA O IMPCIJIOKCHUHN HACCIICHUIO OIPCACIICHHBIX JICKAPCTBCHHBLIX IMPCIIApaTOB
AJIL MCOAUIUHCKOTO ITPUMCHCHU

4) npenoCcTaBIsSITh HETOCTOBEPHYIO U (MJIM) HEMIOJIIHYIO HH(OPMALIKIO O JEKapCTBEHHBIX MpernapaTtax Juist
MEIUIIMHCKOTO MPUMEHEHHS, B TOM YHCIE MMEIOIIHUX OJMHAKOBOE MEXIYHAapOJHOE HEMaTeHTOBaHHOE
HalMEHOBAHUE.

CratbAa 67.2. TpeboBaHMA K OpraHn3aLmMm 1 NPoBeAeHUID Hay4YHbIX MEPONPUATUN, UHbIX
MeponpuUATUNA, HanpaBfieHHbIX Ha NOBbIWeHUe NPo¢eCCUOHANbLHOIro YPOBHA MeAULIMHCKUX
pabOTHMKOB MM Ha npefocrtaBrieHMe UWHopMauumn, CBA3AHHOW C OCYLUeCTBIIeHUeM
MOHUTOpPUHra 6e30MNacHOCTU NeKapCTBeHHbIX NpenapaToB

1. Ilpy mpoBeneHUH HAYUYHBIX MEPONPHUSATHUN, WHBIX MEPOIPUATUN, HAMNPABICHHBIX Ha MOBBILICHHUE
npodecCHOHALHOTO YPOBHSA MEAMIIMHCKMX pa0OTHUKOB WM Ha TMPEIOCTaBICHHWE CBSI3aHHOW C
OCYIIECTBIICHUEM MOHUTOPUHIA OE30MAaCHOCTH JICKAPCTBEHHBIX MpPENnapaToB WH(GOPMAIUU, OPraHU3yEMBIX
OpraHu3alMsIMH, YKa3aHHBIMU B a03arle nepBoM vactu | crateu 67.1 Hacrosimero denepanbHOro 3aKkoHa, UX
MpeACTaBUTENIMA U (W) (UHAHCHPYEMBIX 3a CUET CPEJACTB JTUX OpPraHU3ANMK M HMX MPEIACTaBUTEICH,
3alpeliaeTcs MpeniaTcTBOBaTh YYAaCTUIO B YKAa3aHHBIX MEPOIPUATUAX HWHBIX OpraHu3aluid, KOTOpbIE
MPOU3BOAAT WIM PEATM3YIOT JIEKAPCTBEHHBbIE Npenaparbl Uisi MEAUIMHCKOIO NPUMEHEHHS CO CXOXKUM
MEXaHU3MOM (PapMaKOJIOTHUYECKOTO NEHCTBUS, MO0 CO37aBaTh AUCKPUMHUHAIMOHHBIE YCIOBHUS AJIs OJHHUX
YYaCTHHUKOB I10 CPABHEHUIO C IPYTUMHU YYaCTHUKAMHU, & UMEHHO:

1) mpenocTaBisATh Pa3IUYHOE KOJIMYECTBO BPEMEHHU JIsl BBICTYIUIEHUM YYaCTHMKOB, pa3jM4HBIE IO
pasMepy 3aHMMAaeMOM IUIOIIAagu MecTa JUIsl JIEMOHCTpaluu OOpas3loB JIEKAPCTBEHHBIX IpEnaparoB s
MEAMIMHCKOrO IPUMEHEHUS WU PEKIAMHBIX MaTEpUAJIOB O JIEKAPCTBEHHBIX IIpenapaTax I MEIULUHCKOTO
IPUMEHEHUSI Ha JKCHO3MLMSX, CTEHIAX, 3a HMCKIIOUEHUEM CIIy4aeB, €CIIM TaKHWE€ YCIOBHS 3aKPEIUICHBI B
COIJIAIICHUSX 3TUX OpraHU3alMii, UX MpeJcTaBUTEeNIed O (UHAHCHPOBAHMHM YKa3aHHBIX MEPONpPUATHH U
00yCJIOBJICHBI pa3IMYHBIMH 3aTPaTaMy YYaCTHUKOB Ha MX OPTraHU3AIHIO;

2) ycrtaHaBIMBaTh pa3Mep B3HOCA JUIsl YYaCTHMKOB MEpPONPUATHMN, yKa3aHHBIX B al3alle NepBOM
HACTOSIIEN 4acTH, MPEBBIIAKONINNA CYMMY 3aTpaT Ha OPraHHU3alMI0 YKa3aHHBIX MEPOINPHUATUN U BEAyLIUH K
HEOOOCHOBAaHHOMY OTPaHMYEHMIO YHCIIa UX YYaCTHUKOB.

2. Opranuzanmu, ykasaHHble B a03aiie nepBoM dactu | crateu 67.1 HacTosmero @enepaibHOTO 3aKOHa,
WX TPEACTABUTEIH, OCYIIECTBISIONINE OpraHu3auio U (Uian) (pUHAHCHPOBAHUE MEPOMPUITUN, YKa3aHHBIX B
gactu | HacTosIIed cTaThU, 00s3aHBI OOEcIeYMBaTh JOCTYN K WH(OpPMAINUKA O JaTe, MECTe M BPEMEHU
MPOBEACHUS YKa3aHHBIX MEPONPUSTHH, TUTAHAX, TTpOrpaMMax MPOBEICHUS YKA3aHHBIX MEPOTPUATHMA U TeMaX,
IJIAHUPYEMBIX IS PACCMOTPEHHMsS, COCTaBE WX YYACTHUKOB TIYTeM pa3MEIIEHUS COOTBETCTBYIOIICH
uH(OpMaIMi Ha CBOMX O(GHUIMANBHBIX caiTax B ceTu "MHTepHEeT" HE mo3gHee JIBYX MECAICB O Hadvalia
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(c u3m. u gon., BCTYN....

IPOBEIEHUS YKa3aHHBIX MEPOIPUATHIH.

3. Undopmanus o mpoBEACHHH MEPONPUSTHI, YKa3aHHBIX B 4YacTU | HAcCTOsIIEH CTaThH, B CPOK,
YCTQHOBJICHHBII 4YacTbi0O 2 HACTOALICH CTaThbW, JOJDKHA OBITh HampaBiieHa B (elaepanbHblii  Opran
WCTIOJTHUTEIIBHOM BJIACTH, OCYIIECTRBIIFOIIMIA (DYHKIIMU TI0 KOHTPOJIIO U HAA30py B chepe 3ApaBOOXpaHCHUS,
JUTS TIOCTIEYFOIIIETO pa3MeIeHus ee Ha OPHUITHATBbHOM CaiiTe ATOTo opraHa B ceTu "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUA INMPU OBPALLUEHUN NEKAPCTBEHHbLIX CPELACTB
M BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 3A4O0POBbLIO NPAXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumckoun
degepaumu npu obpaLeHUmn NIeKapCTBEHHbIX CPeacTB

1. Hapymenue 3akoHonarenbcTBa Poccuiickoit @enepanuu 1pu 0OpalieHuy JIEKapCTBEHHBIX CPEICTB
BJIEUET 3a CO0OM OTBETCTBEHHOCTh B COOTBETCTBHHM € 3aKOHOAATEIbCTBOM Poccuiickoil @enepanun.
(B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HenpeJCTaBIEHUE UM HECBOEBPEMEHHOE IPeACTaBICHNEe HHPOPMALUU U (MIIM) JOKYMEHTOB JIH00
NpeACTaBICHUE HEIOCTOBEpHBIX HH(oOpMauu H (WIKM) JOKYMEHTOB, IPEIYCMOTPEHHBIX HACTOSIUM
@DenepanbHbIM  3aKOHOM, CYOBEKTHI OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

(uactp 2 BBeaeHa denepanbHbIM 3aKkoHOM oT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Ctatba 69. BosmelweHue Bpeaa, NPUYUHEHHOro 340POBbLI TFpaXaaH BcrnepcTBue
NPUMEHEeHMNA NeKapCcTBeHHbIX NpenapaToB

1. IlpousBoauTenp JEKapCTBEHHOIO IpernapaTra 00si3aH BO3MECTUTh BpEJ, NMPUUYMHEHHBIM 3710POBbIO
rpakJiaH BCIIEICTBUE IPUMEHEHMs JIEKapCTBEHHOT'O Mpenapara, €ciii JoKa3aHo, YTo:

1) nekapcTBeHHBIH mMpenapar HPUMEHSJICS IO HA3HAYEHUI0 B COOTBETCTBUU C HHCTPYKIHUEH I10
NPUMEHEHHUIO JIEKapCTBEHHOTO IIpermapaTa M NPUYMHONW Bpeda SBWICS BBOJ B TPaKIaHCKUNW 000pOT
HE00POKAYECTBEHHOTO JIEKAPCTBEHHOTO MIpenapara;

2) Bpea 370pOBbIO MPUYMHEH BCIIEACTBHE HEJOCTOBEPHON MH(OPMAIINHU, COJIEPIKAIIEHCS B MHCTPYKIUH
10 IPUMEHEHHUIO JIEKAPCTBEHHOTO Tperapara, 3aHHOH TPON3BOJUTENIEM JIEKapCTBEHHOTO IIpenapara.

2. B cmywae, ecnu Bpen 3I0pOBBIO TPaKIaH NMPHYUHEH BCIIEICTBHE NPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, IpUILIeIIIero B HErOAHOCTh B Pe3yJIbTaTe HapyLIEHUs PaBUJI XpPaHEHUS JIEKAPCTBEHHBIX CPEJICTB,
NpaBUJI ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMHU IpernapaTaMu, MpaBHJ OTIYCKa JIEKAPCTBEHHBIX IPENnaparos,
OpaBUJI M3TOTOBJCHUS M OTIyCKa JIEKApCTBEHHBIX IIPENaparoB, BO3MELICHHWE Bpela OCYIIECTBISAETCS
COOTBETCTBEHHO OpPraHM3alleld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHMU3aLUeH,
WH/IMBUIYATBHBIM TIPENNPUHAMATEIEM, UMEIOIIMMH JIMIECH3UI0 Ha (papMaleBTUYECKYIO JEATEIbHOCTh WA
JHIEH3WI0 HAa MEAHMIUHCKYI0 JesTeIbHOCTh, MEIUIIMHCKON OpraHW3anueidl, WMEIOIeH JUICH3UI0 Ha
(hapManeBTHUECKYIO JeATEILHOCTh (€€ 000COOJICHHBIM MoJpa3aeieHrueM (aMOynaTopuen, Gheabamepckum 1
(benpamepcKo-aKkymepckuM MyHKTaMH, [EHTpOM (OTAeNeHrueM) o0meil BpaueOHON (CeMeiHOoil) MpaKkTUKu),
pacroyIo)KEHHBIM B CEIIbCKOM HACEJIeHHOM IYHKTE, B KOTOPOM OTCYTCTBYET allTeuHas OpraHM3alus),
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JIOMYCTUBIIMMU MPOJIAXKyY MM OTITYCK TaKOI'o JIEKAPCTBEHHOI'O IpenapaTa.
(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3menienue Bpeaa, MPUUUHEHHOTO 3J0POBbIO IPaKJaH BCIIEJCTBUE NPUMEHEHHS JIEKAPCTBEHHBIX
MIpenapaToB WKW COBEPILEHUS IPOTUBONPABHBIX JAEUCTBUN CyObEKTaMU OOpalleHHsl JIEKapCTBEHHBIX CPENICTB,
OCYILECTBIISIETCSA B COOTBETCTBUH € 3aKOHOIATEILCTBOM Poccuiickoit @enepannu.

Masa 16. 3AKIMIOYUTEJIbHBIE MOJIOXXEHUA

Ctratba 70. O npu3HaHuUM YTPaATUBLUMUMMU CUNy OTAESNIbHbIX 3aKOHOAATeNbHbIX AKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon Penepauum

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) ®@enepanbublit 3ak0H oT 22 uroH 1998 roma N 86-03 "O nekapcrBeHHBIX cpenctsax” (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3ak0H oT 2 sHBaps 2000 roma N 5-®3 "O BHeceHUM WU3MEHEHHS M JIONOJHEHHUM B
®enepanbhblil 3akoH "O nekapcTBeHHBIX cpeacTBax" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit denepanuu,
2000, N 2, ct. 126);

3) crateio 40 denepanpHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM M3MEHEHHH H
JOTIONIHEHUH B HEKOTOpbIE 3aKOHOAaTenbHbIe akThl Poccuiickoit denmepanuu B CBA3M C TPUHATHEM
®enepanbHOro 3aKoHa "O TUIEH3UPOBAHUU OTACIBHBIX BHIOB AesiTenbHOCTH" (CoOpaHue 3aKOHOAATEehCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) cratpio 31 PepepanpHoro 3akoHa oT 30 umrons 2003 roma N 86-®O3 "O BHeceHUM H3MEHEHHU U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuy, MpU3HAHUM YTPATUBIIAMH CUITY
OTJENBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoil ®enepaunu, NperoCTaBICHUU OTAEIbHBIX TIapaHTUH
COTPYAHHUKAaM OpPraHOB BHYTPEHHHUX JI€JI, OPIaHOB IO KOHTPOJIIO 3a O0OOPOTOM HApKOTHUYECKUX CPENCTB U
NICUXOTPOITHBIX BEIIECTB M YIpa3JHAEMBbIX (eAepalbHbIX OpPraHOB HAJIOTOBOW TIOJIMIUM B CBSI3U C
OCYIIECTBIICHHEM Mep TI0  COBEPLICHCTBOBAaHMIO  TrocygapcTBeHHoro  ynpasienus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanpHoro 3akoHa ot 22 aBrycra 2004 romga N 122-®3 "O BHeCEHUH U3MECHECHHUH B
3aKOHOAATenpHble aKThl Poccuiickoni @Penepanuy Y NPU3HAHWM  yTPAaTUBIIMMHM CHJIYy HEKOTOPBIX
3aKOHOJATENBHBIX aKTOB Poccuiickoit Penepanun B cBsA3H ¢ npuHaTHeM PenepanbHblix 3akoHOB "O BHECEHNUN
M3MEHEHUH U JonojHeHui B DenepanbHblii 3akoH "OO0 o0MIMX MPUHIMIIAX OPraHMU3ALMU 3aKOHOAATEIbHBIX
(mpencTaBUTENBHBIX) M HCIOJHUTEIBHBIX OPraHOB TOCYNAapCTBEHHON BIACTH CyOBEeKTOB Poccuiickoit
@enepanuu" u "OO 00IMIKX IPUHLKIIAX OPTaHU3ALMKA MECTHOTO camoynpasieHus B Poccuiickoit ®enepauyn”
(Cobpanue 3akonomarenbcTBa Poccniickoit deneparuu, 2004, N 35, ct. 3607);

6) crateio 28 DenepanbHoro 3akona ot 18 mekadbps 2006 roma N 231-d3 "O BBeneHHM B JEHCTBHE
yactu ueTBeprod ['paxknmanckoro koaekca Poccuiickoii ®enepanuun" (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa

1. Hacrosmuii denepanbHbIil 3aKOH BeTymaeT B cuiy ¢ 1 cenTsiops 2010 rona.
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2. JlekapCTBEHHbIE CpEJICTBA, 3aPETUCTPUPOBAHHbIE JIO JHS BCTYIUIGHHS B CHIy HAaCTOSILIETO
@denepalIbHOTO 3aKOHA, MOJMJIEKAT BKIIOUYEHUIO B TOCYJIApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEACTB C
BHECEHUEM YKa3aHHBIX B uacTu | crateu 33 Hacrosiuero denepaibHOro 3aKOHa CBEACHHUH 00 3THUX
JIEKapCTBEHHBIX CpPEACTBaX 0€3 TMPOXOXIEHUS BHOBb IMPOLEAYPHl TOCYJapCTBEHHOW pPETHUCTpAIUU
JIEKapCTBEHHBIX MTPETapaToB.

3. TocynapcTBeHHass peructpanusi JICKapCTBEHHBIX NPEMaparoB, 3a HCKIIOYCHHEM JIEKAPCTBEHHBIX
NpenapaTroB JUIs MEIMLIUHCKOTO TPHUMEHEHHUS, TPEICTABICHHBIX Ha YKa3aHHYI0 PETUCTPALUI0 A0 IHS
BCTYIUICHUSI B CHJIy Hacrtosimero ®enepaabHOro 3aKOHA, OCYIIECTBIISETCS B COOTBETCTBHM C HACTOSIUM
CDCZ[epaJIBHLIM 3aKOHOM Ha OCHOBAHUHM JOKYMCHTOB U JAHHBIX, IMIPCACTABJICHHBIX OO AHA BCTYIIJICHUSA B CUITY
Hacrosuiero dexepaabHOro 3aKOHA.

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

3.1. TocynapcTBeHHass perucTpanys JIEKAPCTBEHHBIX NpPENnapaToB JUIsl MEIUIMHCKOIO IPUMEHEHHS,
NpEeACTaBICHHBIX Ha FOCYIaPCTBEHHYIO PETUCTPALIMIO JI0 THS BCTYIUIEHUS B CUIIy Hactosiuero denepaibHOTo
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKApCTBEHHBIX IIPENapaToB UIsl MEIULUHCKOIO NPUMEHEHUS,
MIPE/ICTABICHHBIX Ha 3KCIEPTU3Y JIEKApCTBEHHBIX CPEACTB N0 JHS BCTYIUIEHMST B CHIJLy HACTOSILETrO
@enepa’dbHOrO0 3aKOHAa B LEMAX HMX MOCIEAYIOMIEH TOCYIApCTBEHHOW PETHUCTpPAlH, OCYIIECTBISIOTCA Ha
OCHOBaHUU JOKYMEHTOB U JaHHBIX, IPEACTABICHHBIX A0 JHS BCTYIUICHUS B CUITy Hactosmiero denepanbHOro
3aKOHa, a TAK)Ke 3as1BJIEHUS O TOCYAAPCTBEHHOM PErucTpaluy JIEKAapCTBEHHOr0 Mpenaparta, peiCTaBIeHHOIo
NPOM3BOJIUTENEM JIEKAPCTBEHHBIX MPENapaToB WIM YHOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUH C
HactosmuM DenepaabHbBIM 3aKOHOM B YIOJIHOMOYEHHBIH (e/iepanbHblii OpraH UCIIOIHUTENbHON BiIacTu 10 1
mapra 2011 roma, ©0e3 TpeGoBaHMS YIJIAaThl TOCYJApPCTBEHHOW MOUUIMHBI, MPEAYCMOTPEHHOU
3aKoHonarenbcTBOM Poccuiickoit @enepanuu o Haorax u coopax.

(uactsp 3.1 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. IloaTBEpKI€HUE TOCYIapCTBEHHON PErHMCTPALMH JIEKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO
NPUMEHEHUS, MPEICTABICHHBIX ISl MMOATBEPKICHUS TOCYAapCTBEHHOW PErucTpaluu A0 JHS BCTYIUIEHUS B
cuty Hactosuero denepaibHOro 3aK0Ha, M MOATBEP)KIEHUE TOCYIapCTBEHHON PErHCTPaLMK JIEKAPCTBEHHBIX
IIpenapaToB sl MEAULMHCKOIO IMPUMEHEHMS, NPEACTABICHHBIX HA AKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 10
JHS BCTYIUIEHUS] B CHJIy HacTosuero denepanbHOro 3aKOHa B LIESAX MOCIEIYIOIIEr0 MOATBEPKIACHUS HX
rOCy/IapCTBEHHOW pEerucTpaiiy, OCyIIEeCTBISIOTCS Ha OCHOBaHUM JOKYMEHTOB U JaHHBIX, MPEICTaBICHHBIX
N0 JTHA BCTYIUIEHUs B CHIly Hactosmero denepajbHOr0 3aKOHA, a TaKKE 3asBJICHUS O IMOATBEPKICHUU
rOCYJapCTBEHHON  pPErucTpaluu  JIEKQpCTBEHHOIO  Mpernapara, MpPEICTAaBIECHHOIO  MPOU3BOAUTENIEM
JIEKapCTBEHHBIX MPENapaToB UM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH ¢ HacTosuM denepaibHbIM
3aKOHOM B YIOJHOMOYEHHBIN (pefepalbHbIii OpraH MCHOJIHUTENbHOW Biactu 10 1 mapra 2011 roga, Ge3
TpeOOBaHMUS yIUIATHl TOCYIApPCTBEHHOW TONUIMHBI, MPETyCMOTPEHHON 3aKOHOJATEIhCTBOM Poccuiickoii
®denepanuu 0 HaJorax u coopax.

(dactp 3.2 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsTtue peuieHuss 0 BHECEHUH MU3MEHEHUU B JIOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALMOHHOM
JIOCb€ HA 3apETMCTPUPOBAHHBIM  JIEKAPCTBEHHBIM Ipernapar Juisi MEAULUMHCKOTO IPUMEHEHUS |
MPEJCTABJIEHHBIE 10 JHSA BCTYIUICHUS B cuily Hactosimiero denepanbHOro 3aKOHa, M MPUHSATUE PELIEHUS O
BHECEHWH W3MEHEHHI B JOKYMEHTBI, COJIEpPKAILEECs B PErMCTPAMOHHOM JOChE HA 3apETrHCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar i MEAUIUHCKOrO TPUMEHEHHUS] M TPEACTABICHHBIE Ha JKCIEPTHU3Y
JIEKapCTBEHHBIX CPEJICTB J10 JIHS BCTYIUICHUS B CHILy HacTosero deaepaibHOro 3aK0HA, OCYIIECTBIISIFOTCS Ha
OCHOBaHMH JOKYMEHTOB U JAaHHBIX, IPEACTABICHHBIX 10 JHSA BCTYIUICHUS B CUIIy Hacrosmero denepaabHOro
3aKOHA, a TaKXe 3asBJICHUS O BHECEHHHM HM3MEHEHUN B JIOKYMEHTBI, COJEpXKALIMECS B PETHUCTPALUOHHOM
JIOCb€ Ha  3aperMCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpernapar [Jjs  MEIULMUHCKOTO  IPUMEHEHMS,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

NPEACTAaBICHHOTO0 MPOU3BOIUTENEM JIEKApPCTBEHHBIX IpenapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUM C HactoammMm DexepalbHbIM 3aKOHOM B  YIOJHOMOYEHHBIM (QenepaibHbIl  oprax
ucHoJHUTENbHOW Biactu 1o 1 mapra 2011 roma, 6e3 TpeGoBaHUS YIUIaThl TOCYIApCTBEHHOM MOIUIMHBI,
MIpelyCMOTPEHHOM 3aKoHOo1aTenbcTBOM Poccuiickoit denepanyu o Hajorax u coopax.

(uactp 3.3 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Brlnaga paspenieHuil Ha IpoBeIeHHE KIIMHUYECKUX HCCIICIOBAHNH JICKApCTBEHHBIX IPETapaToB s
MEIUIMHCKOTO TPHUMEHEHHs] 1O 3asBJICHUSM, IIOJ@HHBIM JO MJHS BCTYIUIGHHS B CHIJIy HAcTOSIIETO
@denepanbHOTO 3aKOHA, @ TaKXkKe 0 3asBJICHUSAM, MOJAHHBIM IIOCJIE JHS BCTYIUICHHUS B CHJIy HACTOSIIETO
CDe;[epaJIbHoro 3dKOHa Ha OCHOBAHUH OBKCIICPTU3, MPOBCACHHLIX OO0 JHA BCTYIUJICHHA B CHUIIY HACTOALICTO
denepanbHOTO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUM C HacTosmuM DexepaiabHBIM 3aKOHOM Ha
OCHOBAaHMMU JOKYMCHTOB MW JaHHBIX, HNPCACTABJICHHBIX WA IIOJYUYCHHBIX J0 JdHA BCTYIUICHHUSA B CUITY
Hactosimero @enepasbHOrO 3aKOHA, a Takke HA OCHOBAaHMM KOMHMU IPEABAPUTEIHFHOTO JIOrOBOPA
00513aTEIBHOTO CTPaXOBAaHUs JKU3HH, 30POBbSl MALMEHTOB, yYaCTBYIOIIMX B KIMHHUYECKOM HCCIECIOBAHHU
JIEKapCTBEHHOT0 TIpernapara s MEIUIMHCKOTO TNPHUMEHEHUs, WIM KOMHMM JO0roBopa 00s3aTeIbHOro
CTpaxOBaHUA KU3HU, 3J0POBbS MAIUCHTOB, YUACTBYIOIIHUX B KIMHUYCCKOM MCCJIICAOBAHUU JICKAPCTBCHHOI'O
mpenapara s METUIIMHCKOTO TPUMEHEHUs, OO0 TpeICTaBIeHHOW KOMHMU JO0TroBOpa 00s3aTeIbHOTrO
CTpaxOoBaHHA, 3aKIIOYCHHOI'0 B COOTBCTCTBHMM C TUIIOBBIMHU IIpaBUJIAMU 00s3aTeILHOr0 CTpaxoBaHHusdA, C
yKa3aHueM MpeAeibHOM YHCIEHHOCTH NAlMeHTOB, YYAacTBYIOUIMX B KIMHHUYECKOM HCCIICIOBAHUH
JIEKapCTBEHHOTO TIperapara s MEIUIMHCKOTO NpHMEHEHUs, 0e3 TpeOOBaHHs YIUIaThl TOCYIapCTBEHHOM
MOIIUTMHBI, TPEAYCMOTPEHHON 3aKkoHOonaTenbeTBOM Poccuiickoit @enepanuu o Hajorax u coopax.

(uactp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAHHON BajlOT€ [0 JHS BCTYIUICHHS B CHUJIy HACTOSIIETO
denepanbHOTO 3aKOHA TIPEACIIbHBIC OTIYCKHBIC II€HB WHOCTPAHHBIX MPOW3BOJUTENICH Ha JIEKApCTBEHHBIC
npernaparbl, BKJIOUYSHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENaparos,
noJyiekaT rmepecuery B pyonu mo kypcy llentpanbHoro ©Oanka Poccuiickoii ®enepauuu Ha Aary,
ycranoBieHHyto [IpaButenbctBoM Poccwuiickoii ®@eneparuu, 0e3 mpeAcTaBleHUs 3asBICHUS O Tepecdere
LIEHbI C BHECEHHMEM COOTBETCTBYIOIIUX U3MEHEHHI B FOCYJApPCTBEHHBIN pEecTp MpeAesIbHBIX OTIYCKHBIX LIEH
MPOU3BOUTENICH Ha JICKAPCTBEHHBIC IpernapaThl, BKIIOUYEHHBIE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MPEMapaToB.

(dactp 3.5 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC 0 JIHS BCTYIUICHHS B CHIIy HacTosiero deneparbHOr0 3aKOHA MPEeIbHBIE
OTIYCKHBIEC II€Hbl POCCUHCKHX MPOU3BOJUTEICH Ha JIEKAPCTBEHHbIE IpEnapaThl, BKIIOUYEHHbIE B MEPEUYEHb
KU3HEHHO HEOOXOJMMBIX M BKHEHIIMX JICKAPCTBEHHBIX IMPEMapaToB, MOJISKAT WHIACKCAIUU C 1 HOSOps
2010 roma ucxo/s U3 MPOTHO3UPYEMOTO YPOBHSI MH(MISIUHU, YCTAaHOBJICHHOTO DeepaibHBIM 3aKOHOM OT 2
nexadpst 2009 roga N 308-®D3 "O denepansaom Oromxere Ha 2010 rox u Ha turanoBbeii nepuo 2011 u 2012
rogoB" Ha 2011 ron.

(dacts 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He nomyckaroTcsi IPOM3BOACTBO M BBO3 B Poccuiickyro denepanuro
JIEKapCTBEHHBIX IIPENapaToB B YNAKOBKaX C MapKUPOBKOW, KOTOpasl Oblja HaHECeHa 10 JHs BCTYIUICHUS B
cuiy Hacrosimero @enepaibHoro 3akoHa. Ilo ucTedeHHMHM YKa3aHHOIO CpOKa JAaHHbBIE JIEKapCTBEHHbIE
npenapaTbl MOTYT OTIYCKAaTbCS, PEaTU30BBIBATHCS, MEPEIABAThCA M MPUMEHATHCS 10 MUCTEUEHMS] UX CpOKa
TOJAHOCTH.

(B pen. ®enepanbHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co nmHsa BecTymueHus B cuiy Hacrosuero ®eaepanbHoro 3akoHa u no 30 ampens 2011 rona
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [ata coxpaHenus: 15.03.2021

(c u3m. u gon., BCTYN....

BKJIIOUNTENIBHO JOIYCKAETCSA IPOBEICHHUE SKCIEPTU3BI JIEKAPCTBEHHBIX CPEIACTB JKCIIEPTaMHU 3KCIIEPTHOIO
YUPEXKACHUS JO0 TPOXOXKIACHHUS HMH AaTTECTAlUM B [OPSAKE, YCTAHOBJICHHOM  YIIOJIHOMOYEHHBIM
(dhenepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

5. Co mus BcTymieHus B cwiy Hacrosimero ®denepanpHoro 3axkoHa u mo 31 mexabpst 2013 roma
BKJIFOYUTEIFHO OCYIIECTBIISIETCSI TIEPEXOJ K MPOM3BOJACTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIAMU OPraHU3alMKU TPOU3BOJICTBA U KOHTPOJISI KaUu€CTBA JICKAPCTBEHHBIX CPEACTB, YKa3aHHBIMU B YaCTH
1 crateu 45 nHacrosimero denepanbHOro 3aKkoHa, B MOJHOM o0Obeme. Cpoku mepexoja MpPOU3BOACTBA
JICKAPCTBEHHBIX CPEJICTB K WX MPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBHIMH TPEOOBAaHUSMHU JTaHHBIX
HpaBI/IJI, BKJIFO4Yas CpOKI/I arrecralguu yHOHHOMO‘IeHHHX JIMII, yKa3aHHBIX B 4YaCTAX 6 158 7 CcTaTtbu 45
Hacrosero denepanbHOro 3aKkoHa, ycranasinuparorces [IpaButensctBoMm Poccutickoit @enepanuu.

6. JInneH3un Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHbIE 10 1 aHBaps 2014 roxa, 1eldcTBYOT
nocie 1 suBaps 2014 roma g0 WCTEYEHHUs] CpoOKa WX JACHCTBHUS MPU YCJIOBUU COOTBETCTBHUA JIMIICH3MATa
npaBujaM OpraHu3aluy MPOU3BOJCTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B yacTu |
ctaThu 45 Hacrosmiero MenepaabHOTO 3aKOHA.

7. ®OpMUPOBAHHE I'OCYAAPCTBEHHOTO 33JaHMs HA IMPOBENECHUE DKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB
(benepaTbHOMY TOCYAapCTBEHHOMY OFOJKETHOMY YUPEKICHHUIO MO MPOBEICHHUIO SKCIIEPTU3HI JIEKAPCTBEHHBIX
cpeacTB U (uHaHCOBOEe oOOecrieueHUe BBIMOJIHEHHUS 3TOTO 3aJaHUsl OCYIIECTBISIOTCA B MOpPSAKE,
ycTtaHoBlieHHOM ®DenepanbHbiM 3akoHOM OT 12 suBaps 1996 roga N 7-®3 "O HEKOMMEpPUYECKUX
opraHuzanusax".

(uactp 7 BBeneHa PenepanbHbIM 3aKkoHOM OT 29.11.2010 N 313-D3)

[Ipe3nnent
Poccniickoit ®eneparn
A.ME/IBEJIEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-03
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