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(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, o1 27.12.2019 N 481-D3, o1 26.03.2020 N 67-D3,
oT 01.04.2020 N 98-®3, ot 03.04.2020 N 105-®3, ot 13.07.2020 N 206-D3,

ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-®3)

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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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.

www.consultant.ru Crpanvua 11 mn3 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100052&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100052&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100056&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100056&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=31.12.2020&demo=2&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=221184&date=31.12.2020&demo=2&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=31.12.2020&demo=2&dst=100016&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=31.12.2020&demo=2&dst=100016&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=31.12.2020&demo=2&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330696&date=31.12.2020&demo=2&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100057&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100057&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=372077&date=31.12.2020&demo=2&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=372077&date=31.12.2020&demo=2&dst=100012&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" [lata coxpaHenusi: 31.12.2020

(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 TPOW3BOJICTBA JIGKAPCTBEHHBIX CPEACTB M (HapMalleBTUYECKON 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 IPABWIIAM HaJIJICXKAIICH TaOOpaTOpHON MPaKTUKH, IPABHIIAM HaJJIe)KAIIeH KIIMHUYECKOU
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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" [lata coxpaHenusi: 31.12.2020

(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 HOPSAKA BBIAAYM U (OPMBI JOKYMEHTAa, KOTOPBIH MOATBEPXKIAET, YTO
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" [lata coxpaHenusi: 31.12.2020

(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) yTBepxkacHNE MpaBUI HaJJIeKamend J1abopaTOpHOW MPAKTUKH, OPABUI HaJJICkKAIIEH KIMHHYECKOU
NPAKTHKH, PaBUJ HaJJIeKAIICH POU3BOJCTBEHHON MPAKTUKHU, IPaBUI HAJJIeKaIel MPaKTUKU XpaHEHUs U
MEPEeBO3KH JIGKAPCTBEHHBIX MpPENapaToB, MPaBWJI HaJUIekKalled TUCTPUOBIOTOPCKON MPAKTHKHU, MPaABUI
HaJUIeXalleld anTeyHoW MPaKTUKH, MPaBUI HaJJIekKalled NpakTUKH (apMaKOHAI30pa JIEKaApCTBEHHBIX
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 nHdopMaIuio, pacupocTpaHeHue Kotopoit B Poccuiickoit @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" [lata coxpaHenusi: 31.12.2020

(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

www.consultant.ru Crpanvua 15m3 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=31.12.2020&demo=2&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=349322&date=31.12.2020&demo=2&dst=100017&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&date=31.12.2020&demo=2&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=312097&date=31.12.2020&demo=2&dst=100015&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=31.12.2020&demo=2&dst=100248&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=31.12.2020&demo=2&dst=100248&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=31.12.2020&demo=2&dst=100228&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201623&date=31.12.2020&demo=2&dst=100228&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=367305&date=31.12.2020&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=367305&date=31.12.2020&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=368756&date=31.12.2020&demo=2&dst=100012&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368756&date=31.12.2020&demo=2&dst=100012&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" [lata coxpaHenusi: 31.12.2020

(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 M (DApMANEBTUYECKOU JEATEIbHOCTH
OCYILECTBIISIETCSA B COOTBETCTBUH € 3aKOHOIATENbCTBOM Poccuiickoit @enepannu.

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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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 BIAacTH cyObekToB Poccuiickoit denepann METOAUKHA 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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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 MPAaBWIAMHU HajaJexamied 1a0opaTOpHON NpPaKTUKH, YTBEP>KICHHBIMU
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 MpoOBEpOK COOMIOACHUS MPABHI HajaJekamield JabopaTOpPHON NPAaKTUKKA WU 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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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

www.consultant.ru Crpanvua 24 n3 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=180513&date=31.12.2020&demo=2&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=180513&date=31.12.2020&demo=2&dst=100010&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=31.12.2020&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=299421&date=31.12.2020&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=333024&date=31.12.2020&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=333024&date=31.12.2020&demo=2&dst=100009&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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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" [lata coxpaHenusi: 31.12.2020

(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,

www.consultant.ru Crpanuua 29 n3 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100140&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100140&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100142&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100142&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=99948&date=31.12.2020&demo=2&dst=100059&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=99948&date=31.12.2020&demo=2&dst=100059&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=357464&date=31.12.2020&demo=2&dst=100130&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=357464&date=31.12.2020&demo=2&dst=100130&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" [lata coxpaHenusi: 31.12.2020

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

8) HanM4Me coriacus, NpeayCMOTPEHHOI0 YacTbio 7 HACTOSILEH CTaThu, €CIM C MOMEHTA PErHCTpaLuu
pedepeHTHOTrOo JIeKapCTBEHHOT' O Mpenaparta JJisi BETepUHAPHOT0 IPUMEHEHUS MPOIILUIO MEHEe YeM LIEeCTh JIET.
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 B a63. 1 9. 3 ct. 17 BHOCATCS M3meHenus (D3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
PEeAAKIINIO.

3. PerucrpannoHHOE HOChE B LENAX JKCHEPTU3bl JIEKAPCTBEHHOIO IIpernapara Julsi BETEPUHAPHOIO
IpUMeHEeHHs QOPMUPYETCs U3 CAEAYIOIIUX JOKYMEHTOB!

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B m. 1 4. 3 cr. 17 BHOcATcs m3meHnenus (@3 ot 27.12.2019 N 478-D3). Cm. Oynymryro
PEAAKIIHIO.

1) xomMs JMLIEH3MHM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IPOU3BOAUTEIIO
pPETUCTPUPYEMOTO JIEKAPCTBEHHOIO TpenapaTa s BETEPUHApPHOTO MPUMEHEHHUs, Ui POCCUHCKUX
MIPOU3BOAUTENEH;

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

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 B m. 2 4. 3 cr. 17 BHOCcaATcst m3meHnenus (O3 ot 27.12.2019 N 478-D3). Cm. Oynymuryro
PEAAKIIHIO.

2) KomWs JIMIEH3UW Ha TMPOU3BOJICTBO JIGKAPCTBEHHBIX CPEJCTB, BBIJIAHHOW IMPOU3BOJIUTEIIO
(dapmaneBTHUECKON CyOCTaHIIMU, BXOJSMIIECH B COCTAaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO Mperapara Juls
BETEPHHAPHOTO MMPUMEHEHHUS, I POCCUHCKUX MPOU3BOIUTEIICH;

(m. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) xomus JTOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTENS JUIS KaxI0H
NPOM3BOJICTBEHHON IUIOIIAAKH PETUCTPHUPYEMOTO JIEKAPCTBEHHOTO Tpemapara il BETEPUHAPHOTO
MPUMEHEHHS U TIOJTBEPIKIAIONIETO COOTBETCTBUE MPOM3BOJUTENS JIEKAPCTBEHHOTO Ipenaparta TpeOoBaHUIM
[paBUJl HaAJEKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro IEepeBOJ Ha PYCCKUH s3bIK, 3aBEPEHHbIC B
YCTQHOBJICHHOM TOPSJKE, a TaKXKe KOMUS 3aKIIYEHUS O COOTBETCTBUM IPOU3BOAMTENS JIEKApCTBEHHBIX
CpeAcTB TpeOOBAHUSAM NpPaBWI HaJUIEXKAIeH NMPOU3BOACTBEHHON MPAKTUKH, BBIJAHHOTO YIIOJHOMOUYEHHBIM
(denepadbHBIM  OPraHOM  HCIIOJHUTENBHOW  BIACTH  JUIS  KaXJOW  IMPOM3BOACTBEHHOM  IUIOIIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TpenapaTa Jjisl BETEPUHAPHOTO MPHUMEHEHHs, JTUOO KOMHS pEIIeHUs O
MPOBEJICHUU HMHCIIEKTUPOBAHMS TTPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB, MPUHSATOTO YIIOJHOMOYEHHBIM
(denepanbHbIM  OPraHOM  MCIOJHUTENBHOW  BIACTH JUId  KaXJOW  INPOU3BOACTBEHHOM  IUIOIIAIKU
PErUCTpUPYEMOro JIEKapCTBEHHOI'O IpernapaTa i BETEPUHAPHOIO NMPUMEHEHUs. YKa3aHHbIE JTOKYMEHTHI
NPEACTaBIAIOTCA B Clydae, €ClU MPOU3BOJCTBO JIGKAPCTBEHHOIO Ipernapara OCyLIECTBIAETCS 3a MpeiesiaMu
Poccuiickoit ®enepanuy;

(m. 2.1 BBenen denepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTa, BBIJJAHHOTO YIOJHOMOYEHHBIM OPraHoM CTpaHbl MPOU3BOAUTENS
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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" [lata coxpaHenusi: 31.12.2020

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

(dapManeBTHYECKONW CYOCTaHIIMM W TIOATBEPXKIAIOIIETO COOTBETCTBHE MPOM3BOIUTENS (apMarieBTUYECKON
CcyOCTaHIMM, BXOMSIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpemapaTa s BETePHUHAPHOTO
MPUMEHEHHS, TPEOOBAHUSIM MPABUI HAJUJICKAIICH MPOU3BOJICTBEHHON MPAKTUKH, U €T0 MEPEBOJ HA PYCCKUN
S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM TIOpSIKE, B CiIy4ae, €CIM TPOU3BOACTBO (hapMareBTUISCKON
CyOCTaHITNH OCYIIECTBIISIETCS 3a npenenamMu Poccuiickoit denepanmm;

(1. 2.2 BBeneH DenepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) MMPOCKT HOPMATUBHOI'O JOKYMCHTA Ha J'ICKapCTBeHHHﬁ npenapar ajist BETCpUHapHOTO ITPUMCHCHU

4) IOKyMEHT, coJepXalluil cienymromy HHQopManuio o (apMalneBTHYeCKoi CyOCTaHIIMM WU
(apManeBTHUECKNX CYyOCTaHIMAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOTO Mperapara Ui BETEPHUHAPHOTO
MIPUMEHEHUS:

a) HauMeHoBaHME (apMalleBTHUYECKON cyOcTaHIMM, €€ CTpPyKTypa, oOmue cBoicTBa (Mpu
rOCyJJapCTBEHHON PErucTpaluyuy MMMYHOOUOJOTHYECKUX JIEKApCTBEHHBIX IpenapaToB Jisi BETEPUHAPHOIO
NPUMEHEHUs1 TPEACTaBIAIOTCA CBEJIEHHMs O IITaMMe, BKIIOYas €ro HauMeHOBaHHe, HH(OpMAIHIo O
IIPOUCXOXACHNUH, €TO CBOWCTBAX, XapaKTEPUCTUKAX U MECTE IEIOHUPOBAHMUS);

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

0) HaMMEHOBAHUE U a/IpeC MPOU3BOAUTENS;

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

r) wuHbpopMamus O TpuUMecsiX (HE TPEACTABISAETCS TMPH TOCYAAPCTBEHHOW  PETHCTpPAIH
UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB AJsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanys Ha (hapMaIeBTHYECKYI0 CyOCTaHIUIO (HE MPEACTaBISETCS TPU TOCYAapCTBEHHOU
pEerucTpalfiyi HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETAapaToB sl BETEPUHAPHOTO MTPUMEHEHNS);
(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

€) ONUcCaHue METOAMK KOHTPOJIS KaueCTBa;

) pes3yJbTaThl aHaiu3a cepuil (QapmaneBTUYecKOl cyOcTaHIMKM (HE MPEJCTaBIAIOTCS —IpH
TOCYJJApPCTBEHHON PETrUCTpalii UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MpEnapaToB il BETEPUHAPHOTO
MIPUMEHEHHUS);

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

3) NNEPCUYCHb CTaHAAPTHBIX 06p33HOB HNJIKW BEIICCTB, HMCIIOJB3YEMBIX IIPpHU OCYLICCTBIICHHU KOHTPOJIA
Ka4dyCCTBa,

1) OMHMCAHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaT€PUAJIOB U YKYIIOPOYHBIX CPE/ICTB;
K) JaHHble O CTaOWJIBHOCTH (HE TPEACTABISIIOTCS MpPU  TOCYJApCTBEHHOM  pErucTparuu
MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MIPEIapaToB ISl BETEPUHAPHOTO MPUMEHEHHUS ),

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

JI) CPOK FOJIHOCTH, YCIIOBHUS XPaHEHHUS,
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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" [lata coxpaHenusi: 31.12.2020

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

5) otuer o pe3yabTaTax JOKIMHUYECKOTO MCCIeI0BaHU JIEKAPCTBEHHOI'O CPEJACTBA ISl BETEPUHAPHOTO
NPUMEHEHMS, BKJIIOYAIONIMNA OINMCAaHUE METOJOB ONpEAETCHHUsS OCTAaTOYHBIX KOJHYECTB JCHCTBYIOIIETO
BelIeCTBa (JEHCTBYIOIMX BELIECTB), JOCTUTAIOIIETO (JOCTUTAIOIINX) CUCTEMHOTO KPOBOTOKA, B MPOTYyKIUU
KUBOTHOT'O IIPOUCXOK/IEHUS MTOCIIE IPUMEHEHUS TaKOT0 JIEKAPCTBEHHOT'O CPEJICTBA, a TAK)XKE JOKYMEHTAIbHOE
MOATBEPK/IeHUE (BaIMIAIMsI) YKA3aHHBIX METO/IOB;

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

6) OTUCT O pE3yJIbTaTaX KIIMHUYCCKOI'O HMCCICHOBAHUSA JICKAPCTBCHHOI'O IIpCIiapara JJIsI BETCPUHAPHOI'O
NPUMCHCHUA Y KaKA0TI'0 BUJIa J)KUBOTHBIX, YKa3aHHBIX B HHCTPYKIIUU 10 BETCPUHAPHOMY IMIPUMCHCHULO,

7) TMPOEKT HMHCTPYKUUU MO BETEPUHAPHOMY MPUMEHEHHUIO JIEKAapCTBEHHOI'O Mpernapara, cojiepiKaliei
CJIETYIOIINE CBEJCHMUS:

a) HAaMMEHOBaHWE JIEKAPCTBEHHOTO Tpemapara Il BETEPUHAPHOTO MpPUMEHEHUs (MEXKTyHapOIHOE
HEMAaTeHTOBAHHOE, WIH IPYIIHPOBOYHOE, WM XUMHYECKOE U TOPrOBO€ HAUMEHOBAHMS);

6) JICKApCTBCHHAA Q)opMa C YKa3aHuem HaMEHOBAHUN M KOJHMYECTBEHHOT'O COCTaBa HeﬁCTBYIOHlHX
BC€IICCTB U KAYCCTBCHHOTI'O COCTaBa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

B) OMMCAHUC BHCIIHET'O BHAA JICKAPCTBCHHOI'O IIpCriapara Ajid BETCPUHAPHOTI'O NIPUMCHCHUA

r) papmakoTepaneBTHUECKas TPYIINa JEKApCTBEHHOTO Mpernapara IJisi BETEpUHAPHOTO PUMEHEHHUS HITH
yKa3aHue "TOMEeONnaTH4eCKUi JICKapCTBEHHBIN Mpernapar';

n) (dapmakonuHaMuKa U (papMakOKHHETHKa (32 HCKIIOYeHHEM (DapMaKOKMHETHKH TOMEONaTHYECKHX
JEKapCTBEHHBIX  TpEnapatoB U  pPaCTUTENbHBIX  JIEKAPCTBEHHBIX  MpENapaToB) WM  OMHCAHUE
MMMYHOOMOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOT'O MIperapaTa;

€) MoKa3aHus JJIsl IPUMEHEHUS;

) TIPOTUBOTIOKA3AHUS JIJIs1 IPUMEHEHNS,

3) MepbI NPEJOCTOPOKHOCTH MPU MPUMEHEHUH;

I/I) YKa3aHh€ BO3MOXHOCTHU H 0COOEHHOCTEH MMPUMCHCHUA Y 6epeMeHHHX JKUBOTHBIX, Y KHUBOTHBLIX B
MNepruoa JiakTaluu, y HIOTOMCTBA JKUBOTHDBIX;

K) PCKUM JOO03UPOBAHUA, CIIoco0 BBCACHHUA W IMPUMCHCHUA, IIpH H€06XO,Z[I/IMOCTI/I BpeMs IIpUcMa
JICKAPCTBCHHOT'O IIpCIiapaTa AJisd BETCPUHAPHOTO IPUMCHCHUA, IPOJOJLKUTCIBHOCTD JICUHCHUS

J) BO3MOXXHBIE IMOOOYHBIC IIEHCTBUS, HEXKEJIATeIbHBIC PEaKIUU TPU TPUMEHEHUH JICKaPCTBCHHOTO
npenapara Jijisi BEeTepUHAPHOTO MPUMEHCHHS;

M) CUMITOMBI IIEPE03UPOBKH, MEPHI 10 OKA3aHUIO IOMOILH P MEPE03UPOBKE;
H) B3aMMO/IEHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU MpernapaTaMu 1 (WIn) KOPMaMU;
0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Mpernapara Jjisl BETEpUHAPHOTO IPUMEHEHMUS;

m) yka3zanue (Tpu HEOOXOIUMOCTH) OCOOSHHOCTEH JCHCTBHSI JICKAPCTBEHHOTO Tperapara Juis
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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" [lata coxpaHenusi: 31.12.2020

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

BCTCPUHAPHOTO ITPUMCHCHUS IIPU IIEPBOM IIPUEME HUJIN ITPU €T'O0 OTMEHE,

p) omucanue (Mpu HEOOXOAMMOCTH) NEHCTBMI crHenuanucta B 00JacTH BETEPUHAPHHM, BIAJeblia
KUBOTHOTO IIPH TPOIyCKE TMpHEMa OJHOM WM HECKOJIBKUX J03 JIEKAPCTBEHHOIO Iperapara Jyis
BCTCPUHAPHOTO IPUMCHCHH,;

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

C) CPOK I'OAHOCTH M YKAa3aHMC Ha 3aIlpCT NPUMCHCHHA JICKAPCTBCHHOI'O IIpfIiapaTta AJIs1 BETCPHUHAPHOI'O
IMPUMCHCHUS 10 UCTCYCHHUU CPOKA T'OAHOCTH,

T) YCIIOBHSI XpaHEHHUS;

y) yKa3aHue Ha HeOOXOAMMOCTb XpaHEHHUs JIEKAPCTBEHHOTO Mperapara Jiisi BETEPUHAPHOTO MTPUMEHEHHS
B MECTaX, HEIOCTYITHBIX JJIsl AETEH;

¢) ykazaHue (mpu HEOOXOJAMMOCTH) CHEIHUATBHBIX MEp MPEIOCTOPONKHOCTH TIPH YHUUYTOKCHHUH
HEHCITOJIb30BaHHBIX JICKAPCTBEHHBIX MPETApaToB JIJIsl BETEPUHAPHOTO IPUMEHEHHS,

X) CPOKH BO3MOJKHOI'O HUCIIOJIB30BAHUS TIPOAYKIHUU KUBOTHOI'O MPOUCXOXKIACHUA IIOCJIC BBCICHUSA
JKUBOTHOMY JICKApPCTBCHHOTO IIpCIiapaTta JJIsI BETCPUHAPHOTO ITPUMCHCHUS

11) YCIIOBUS OTITYCKa;

‘-I) HaMMCHOBAHUA MU aJpecCa MPOMU3BOACTBCHHBIX INIOIIAJO0K IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMpeIiapaTa
IJid BETCPUHAPHOI'O IPUMCHCHMA

I_H) HanMCHOBAHUEC, aApeC OpraHu3alunu, ynOHHOMOquHOﬁ ACpXKATCIIEM WM  BJIAACIIBLIEM
PEruCTpaliuOHHOI0 YAOCTOBCPCHHUS JICKAPCTBCHHOI'O IIPCIIapaTa Ha MPUHATHUC HpCTCHBI/Iﬁ oT HOTpe6I/ITeJIH;

8) IMPOCKThI MAKCTOB nepBHquﬁ YIaKOBKH U BTOpH‘lHOﬁ YIOAaKOBKH JICKAPCTBCHHOI'O IIpemnapara I
BCTCPUHAPHOTO IPUMCHCHMU,;

9) cnenyromue cBeIeHHs O JIEKAPCTBEHHOM TIperapare JJisi BETEPHHAPHOTO IIPUMEHEHUS:
a) OTIMCAHKE U COCTaB JICKAPCTBEHHOTO Tpernapara i BeTSPHHAPHOTO MPUMCHCHHS,
0) onucanue hapMaleBTHUECKOM pa3pabOTKu;

B) ONHCaHHE MpOIECcCca MPOHM3BOACTBA M €ro KOHTPOJIS, MOANHMCAHHOE B IMOPSJIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YaCThIO | HacTOsIIEH CTaThH;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHCAaHWE KOHTPOJS KPUTHYECKUX CTaJWHA MPOU3BOJICTBA W MPOMEKYTOUHOH TMPOMYKIIHH,
MTOJIMMMCAHHOE B MTOPSIJIKE, YCTAHOBICHHOM B COOTBETCTBHH C YaCThIO | HACTOSIICH CTaThH;
(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

) HaMMEHOBaHMA U ajpeca pa3paboOTuuKa, JepXkaTeias WM BIajAeiblla PErUCTPALlMOHHOTO
YIOCTOBEPEHUS JIEKapCTBEHHOTO IIpenapaTa, IPOM3BOACTBEHHBIX IUIOMA0K IPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapata JUisi BETEPUHAPHOIO IMPUMEHEHUS C YKa3aHMEM CTaJuid TEXHOJIOTMYECKOro Ipoliecca,
OCYIIECTBIISIEMBIX Ha IPOW3BOJCTBEHHBIX IUIOMIAAKAX IPOU3BOIUTENS JIEKAPCTBEHHOrO Ipemnapara Juls
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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" [lata coxpaHenusi: 31.12.2020

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

BETEPHHAPHOTO IPHMEHEHUS;
(B pen. denepanbhbix 3ak0HOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) bapmarneBTHYECKas] COBMECTUMOCTB;

) MUKPOOHOJIOTHUECKHE XapaKTEPUCTHKH,

3) MaTepUaIbHBINA OaJTaHC JIJIS IIPOM3BOJICTBA CEPHH FOTOBOTO MPOJTYKTA;

1) OIMCaHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAIOB U YKYITOPOYHBIX CPEJICTB;
K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaTHIAIMs1) POIIECCOB U (UITN) UX OLEHKA;

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

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

H) AOKYMEHTAJIBHOE TIIOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIB3YEMBIX IIpHU
OCYHICCTBJICHNHN KOHTPOJIS Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(I)OpMaI_II/ISI 00 HCIOIB30BAaHUU BCIIOMOTaTCIbHBIX BCIICCTB YCJIOBCYCCKOIO MW KHMBOTHOI'O
MPOUCXOKIACHUA,

) yrpatuia cuiy. - ®enepanpHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOOBaHMS K KaueCTBY JIEKAPCTBEHHOIO MpernapaTa /s BETEpUHAPHOTO MpUMeHeHUs (cepTudukar,
cnenuguKanus Ha JIeKapCTBEHHBIN Ipernapar U uX 000CHOBAHHUE);

C) AHAIIUTUYCCKUC METOJAUKH, UCITIOJIB3YEMbIC ITPHU OCYHICCTBIICHUU KOHTPOJISI KAY€CTBA JICKAPCTBCHHOT'O
npenapara i BETCPUHAPHOT'O IPUMCHCHU

T) JOKYMCHTAJIbHOC TITOATBCPIKICHUC (BaJII/II[aI_II/ISI) AHAIIMTUYCCKUX MCTOJAUK, HCIIOJIB3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O MMpETiapaTa AJId BETCPHUHAPHOI'O0 IPUMCHCHU A,

y) IOKyMEHT, MOJATBEP:KIAOIIUI KayecTBO JIEKaPCTBEHHOI'O MperapaTa TpeX NMPOMBIIUIEHHBIX Cepuit
(mpoToKON aHanmM3a WK cepTU(UKAT aHaIu3a), OHA CepHUsl KOTOPOro JOHKHA COBNAAATh ¢ cepuel oOpasua
JIEKapCTBEHHOI'O Mpenapara, NoJaHHOT0 Ha PETUCTPALIUIO;

&) xapakTepucTHKa pumMeceii;

X) TEepeyYeHb CTAaHAAPTHBIX O00pa3IOB, HCHOJIB3YEMBIX IPH OCYLIECTBICHUHM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O Ipenapara Jijisi BET€pUHApPHOTO IPUMEHEHHS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara /sl BETEpUHAPHOTO IPUMEHEHUS;
10) xomus JOKyMEHTa, cojepxaiiero HHGOPMalWI0 O HaIU4YUd WIHM 00 OTCYTCTBUH (PaKTOB

pEerucTpaluy JEeKapCTBEHHOTO Tpernapara s BETepHUHAPHOTO MpPUMEHEHHs 3a mpenenamu Poccuiickoi
®denepauny;
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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" [lata coxpaHenusi: 31.12.2020

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

11) cormacme B NMUCbMEHHOH (opme, MPEeayCMOTPEHHOE YacThbi0 7 HACTOSIIEH CTaThH, B Clydae
pEerucTpaIy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O IpenapaTa;
(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomua JOKyMEHTa Ha pPYCCKOM SI3bIK€, 3aBEPEHHOTO B YCTaHOBJIEHHOM IMOpSAJKE U
MOITBEP K IA0IIEr0 IPAaBOMOYHOCTb 3asIBJICHHSI O TOCY/IapPCTBEHHOMN pEerucTpaluy JIEKApCTBEHHOTO Mpernapara
JUIsL BETEPUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTb);

13) cBeneHust 0 TOCYAapCTBEHHOW PErHCTPALMM T'€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPTaHU3MOB,
NIpEIHA3HAYEHHBIX JJI BBIIYCKA B OKpPYXXAWOIIYI cpeny (MpuM TOCYyIapCTBEHHOM PETUCTpaluu
JEKapCTBEHHbIX  IPENapaToB Ui BETEPUHAPHOTO IPUMEHEHHs, IOJYYEHHBIX C IPUMEHEHHUEM
TeHHO-WH)XEHEPHO-MOIN(UITMPOBAHHBIX OPTaHU3MOB WIIH COJIEPKAIIUX TAKHUE OPTaHU3MBI).

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

4. Tlpu mpoBeneHHHM YCKOPEHHOH WpOLEAyphl SKCHEPTH3bl JIEKAPCTBEHHOTO Iperapara Jyis
BETEPHHAPHOTO NMPHMEHEHHUS B IIETSX €ro rOCyNapCTBEHHON PETHUCTPALMM BMECTO OT4eTa pa3paboTdyHKa O
pe3yibTaTtax JOKIMHUYECKOTO HCCIIEAOBAHMS JIGKAPCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO NPUMEHEHHUs
MOXET OBbITb IpEACTaBIeH O0030p HayyHbIX pPabOT O pe3yabTarax JOKIMHUYECKOTO HCCIIEIOBaHUS
pedepeHTHOro JIeKapCTBEHHOTO MpernapaTa Uil BETEpPUHAPHOTO IIPUMEHEHHUS, @ BMECTO OTUETa O pe3yibTaTax
KITMHAYECKOTO HCCIIEIOBaHUST JICKAPCTBEHHOTO TIpenaparta Uil BETEPUHAPHOTO TPHUMEHEHHUS OTYEeT O
pe3ynbTaTax HCCIEAOBaHUN OMOIKBHBAICHTHOCTH BOCIPOM3BEICHHOIO JIEKAPCTBEHHOTO IIperapara s
BETEPHHAPHOTO IPHUMEHEHHUS.

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

5. Ha skcniepTHsy pa3inyHbIX JEKapCTBEHHBIX (HOPM OJTHOTO M TOTO K€ JIGKAPCTBEHHOTO Iperapara Jis
BETEPUHAPHOI0 NPUMEHEHUS 3asIBUTENb IPEACTABIIAECT OTACIBHBIC 3asBICHUSA U PETMCTPALIMOHHBIE 10CHE Ha
KOKIylo JeKapcTBeHHYI0 ¢opmy. Ilpu ycrmoBurM OJHOBPEMEHHON TMOJa4YW HaA OJKCIEPTH3Y OIHOU
JIEKapCTBEHHON (OPMBI C Pa3IUYHBIMHU JTO3UPOBKOW, KOHIIEHTpAlMel, 00beMOM 3asBHUTENb IMPEACTABISET
OJIHO 3asIBJICHHE M PErHCTPALMOHHOE J0ChE C MPHIOKEHUEM MAKETOB MEPBUYHON YMAKOBKU W BTOPUYHOMU
ynakoBku. Ha makeTax MepBUYHON YNMAaKOBKM WM BTOPUYHON YIAKOBKU YKa3bIBaIOTCS BCE MPOU3BOAUMBIC
JO3UPOBKH, KOHIEHTpalMuu, OOBEMBI M KOJIMYECTBO 103 B YNAaKOBKE JICKApPCTBEHHOIO IMperapara JJis
BETEPUHAPHOTO IPUMEHEHHS.

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

Koncynpranrllintoc: npumedanue.
C 01.01.2021 4. 6 ct. 17 u3maraercs B HOBoM penakiuu (D3 ot 27.12.2019 N 478-D3). Cm. Oyay1ryro

PECAAKIIHIO.

6. 3asBUTENb BOpaBE NPEACTaBUTh [0 COOCTBEHHONM MHHULMATHBE BMECT€ C 3asBJICHHUEM O
rOCy/IapCTBEHHOW PETUCTPALMU JIEKapCTBEHHOTO Ipernapara [ulsl BETEpUHAPHOTO NPUMEHEHUS JAOKYMEHTHI,
MOATBEPKIAIOLIMUE YIUIATy FOCYAapCTBEHHON OUUINHBI U YKa3aHHBIE B IIYHKTE 7 4acTU 2 HACTOSLIEH CTAaThU.
B ciyuae ux HempeacTaBIeHHs] COOTBETCTBYIONINI YIIOJHOMOUYEHHBIN (hefiepaibHbIid OpraH UCTIONHUTELHON
BJIACTU MpoBepsAeT (PAKT ymiaaTbl 3asiBUTENIEM TOCYAAPCTBEHHOW MOIUIMHBI MOCPEICTBOM HCIOIb30BAHUS
nHpopmanuu 00 yriate rocy1apcTBEHHON MOLUIMHBI, cofiepxaiieiics B ['ocynapcTBeHHON HH(OpMalMOHHON
CUCTEME O TOCYJApCTBEHHBIX M MYHULMINAJIBHBIX IUIATE)KaX, HA OCHOBAHUU IPEACTABICHHBIX 3asgBUTEIEM
KOIUU JOKYMEHTOB, IIOATBEPKAAOIINX YIUIATY TOCYAApPCTBEHHON ITOIUIMHBI.

7. He pomyckaeTcst HCHOJB30BAHME B KOMMEpPYECKMX LEIsIX HHGOpManmuu o pe3yibTrarax
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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" [lata coxpaHenusi: 31.12.2020

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

JOKIIMHUYECKUX HCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHbIX
MIpENapaToB JUIsl BETEPUHAPHOIO IPUMEHEHUs, MPEICTABIECHHOM 3asBUTENEM i1 TOCYJapCTBEHHOMN
pEerucTpanru JICKapCTBCHHBIX NPCIapaToB, 0e3 ero cornacus B TEYEHHUE IIIECTH JIET C JaThbl FOCy,Z[apCTBCHHOfI
peructpanuu peepeHTHOro JIeKapcTBEHHOro npenapaTa B Poccuiickoit denepanun.

8. MepkaTenp WJIM BIaJeNel] PETHCTPAIIOHHOTO YJOCTOBEPEHHS JIEKapPCTBEHHOTO TIIperapara s
BETEPUHAPHOTO TNPHMEHEHHUS TPEJCTABIACT B YIOJHOMOYCHHBIN (eaepanabHblii OpraH HCIOJHUTEIBHON
BJIIACTH OTYET MO pe3ysbTaraM (apMaKoHaa30pa OAWH pa3 B LIECTh MECSIEB B TEYEHHE JBYX JIET IMOCIe
rOCYJJapCTBEHHOM perucTpamnuu JieKapcTBeHHOro mnpenapara B Poccuiickoit denepanyn, 3aTeM €KerojHo B
TCUCHUC NTOCIICAYIOIMHNX TPEX JICT U B I[aﬂbHeﬁLHeM OIWH pa3 B TpH roja.

(uactp 8 BBeneHa denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. lNopaya mn paccmoTpeHue 3asiBfIeHUs1 O rocyfAapCTBEHHOW perncrpauuu
NneKapCTBEHHOro npenapara ans MeauUUHCKOro npuMeHeHus
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Jlns rocyIapCTBEHHOM PErucTpalyy JICKAPCTBEHHOTO Mpernapara il MEAUIMHCKOTO MPUMEHEHHUS
IOpUANYECKOEe JUI0, JEHCTBYIOIIEe B COOCTBEHHBIX HMHTEpecax WM YIOJIHOMOYEHHOE MpeACTaBIsATh
UHTEPECHl JPYroro HOPHUIWYECKOro JHIa W 3asBISIONIEe JICKAPCTBEHHBIN Mpenapar Ha rocyAapCTBEHHYIO
perucTpanuo (Janee B HACTOSIICH CTaThe - 3asBUTENb), MPEJCTABISIECT B YINOJTHOMOUYEHHBINH (enepaabHbIi
OpraH MCIOJIHUTEIbHOW BIIACTH, OCYUIECTBIISIOIIMNA TIOCYAAPCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX
MPenapaToB s MEAUIUHCKOTO MPUMEHEHHSI, B JICKTPOHHOH (opMe 1 Ha OyMa)KHOM HOCHTEIIE 3asiBICHHE O
rOCy/IapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO IIpernapara Juisi MEIUIIMHCKOTO MPUMEHEHHs, a TaKkKe B
[OPSAJIKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (eepaqbHbIM OpraHOM HCIOJHUTEIBHON BIIAcTH, B
JNEeKTPOHHOU (opmMe UM Ha OyMa)KHOM HOCHUTENIE HEOOXOAUMBbIE JOKYMEHTBI, U3 KOTOPBIX (hopMupyeTcs
PETUCTPALIMOHHOE JOChe Ha JIEKAPCTBEHHBIN Mpenapar sl MEIUIIUHCKOTO MPUMEHEHUS.

(uactb 1 B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-D3)

2. B zagBleHUMM O rOCYJapCTBEHHOM pEerucTpanuy JIEKApCTBEHHOrO IMpernapara Uisi MEIULHUHCKOIO
IIPUMEHEHHUs] YKA3bIBAIOTCS:

1) HauMeHOBaHKE, aJpec 3asIBUTEIS U MPOU3BOAMTENS JICKAPCTBEHHOTO TIperapara Juisi MEeIUITTHCKOTO
NPUMEHEHHUS, CBEJACHHS 00 MX PErHMCTpalid B KAayeCTBE HAJOrOILIATENBIIMKA B CTPaHE PErUCTpanuu (Jis
POCCHICKHMX FOPUIMYECKUX JIMI - WIACHTH(QHUKAIMOHHBIM Homep Hanoromiarenbimka (MHH), s
WHOCTPAHHBIX IOPUAMYECKUX JIMIl - CTpaHa PETUCTPAllMU, HAMMEHOBAaHHWE PETUCTPHUPYIOIIETO OpraHa,
PETHCTPAIIMOHHBIA HOMEDP, KO/ HAJIOTOIJIATEIbIINKA B CTPAHE PETUCTPAIIUU (MHKOPIIOPAIINH) UIIH €0 aHAJIOT)
M aJipec MecTa OCYIIECTBICHUS MPOU3BOJICTBA JICKAPCTBEHHOTO IMpemnapara (B Cliydae HATUYHS HECKOJBKHIX
YYaCTHUKOB IPOIECCca €ro IMPOM3BOJICTBA HEOOXOJMMO YKa3aTh Ka)JIOr0 YYacTHHKA B COOTBETCTBHH C
OCYIICCTBIIIEMOM CTaMeH MPOU3BOJICTBA);

(m. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D03)

2) HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpcrnapara I MCAUIUHCKOTO HNPUMCHCHUA (Memz[yHapoleoe
HCTIAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUYCHDb Ilel\/JICTBYIOIHI/IX N BCIIOMOIraTCJIbHBIX BCHIICCTB, BXOAAINIUMX B COCTaB JICKAPCTBECHHOI'O
npemnapara il MEAUIUHCKOI'O IIPUMCHCHHA, C YKa3aHUEM KOJIMYCCTBA KaXK/I0I'0 U3 HHUX;

4) nekapcTBeHHas (opma, [103UPOBKA, CHOCOOBI BBEIEHUS M TPUMEHEHHUs, CPOK TOAHOCTH
JIEKapCTBEHHOTO Mpemnapara Ui MeJUIIHHCKOTO TPUMEHEHHUS,
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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" [lata coxpaHenusi: 31.12.2020

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

5) ¢apmakoTepaneBTUYECKas TpPyNNa, KOJA aHATOMO-TEPANeBTHUYECKO-XMMHUYECKOH KiIaccupUKaIu,
pekoMeH10BaHHOW BceceMupHOl opraHuzanueil 34paBOOXPAaHEHNs, 3asBIsEMble MOKa3aHUs Ul IPUMEHEHUs
JIEKapCTBEHHOT'O Tpernapara i MEJUIIMHCKOTO IPUMEHEHMUS],

6) OTCYTCTBUEC H€O6XOI[I/IMOCTI/I NpEaOCTaBJICHUA OTUCTA O PE3YJIbTaTaX KIMHHUYCCKOro MCCIICAOBAHMA,
HUCCICa0BaHUA OMOPKBHBAJICHTHOCTH JICKApCTBCHHOT'O IIpf€rapara, paspCli€HHOro mid MCIUIHHCKOIO
IIPUMCHCHUS B Poccuiickoit d)ez[epauﬂn boiee JABaanaTty JICT, C YKa3aHUEM HOPMATHBHBIX IIPABOBBIX AKTOB,
IMOATBEPIKAAOIIUX JTAHHBIN CPOK IIPUMCHCHUI,

7) HeoOXoauMOCTh O(hopMIIEHUS pa3pelleHus Ha BBo3 B Poccuiickyto denepaliiio KOHKPETHON MapTUH
3aperuCTPUPOBAaHHBIX U (WJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NpPEJHA3HAYEHHBIX MJIs
MIPOBEJICHUS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB B LIESAX FOCYAAPCTBEHHONW PETUCTPALINN;

8) HGO6XO}II/IMOCTL OPOBCACHUA OKCIEPTU3BI OOKYMCHTOB, IPCACTABJICHHBIX IJId OIPCACIICHUA
BO3MOXHOCTH pacCMaTpuBaTb J'IeKapCTBeHHHﬁ npemnapar ajdd MCEAUIOUMHCKOroO IIPpHMMCHCHUS  IIpU
OCYHICCTBJIICHUU FOCY,Z[&pCTBGHHOfI peructpanuu B Ka4u€CTBC Opq)aHHOFO JICKApPCTBCHHOT'O IIpCIiapara;

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

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYJaPCTBEHHOMN MOIINHBI:

a) 3a TMpPOBENEHUE DOKCIEPTH3bl JOKYMEHTOB, MPEACTABIECHHBIX [UISl OINpPEAENCHUS BO3MOXHOCTH
paccmMaTpuBaTh JICKapCTBEHHBIM IpemapaTr Uil MEIULUHCKOTO IPUMEHEHHsA IpU  OCYILIECTBJICHUU
roCyJapCTBEHHOM perucTpaiyy B KadecTBe OpPaHHOro JEKapCTBEHHOT'O Mpenapara;

0) 3a mpoBeleHHE OKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3bl OTHOLICHHUS
0’KMJIa€MOM TI0JIb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHHS JIEKapCTBEHHOIO IIperapara, pa3pelieHHOro s
MEeIUIMHCKOro mpuMeHeHus B Poccuiickoit ®enepauuu Oonee aABaalaTd JIeT, NPU  OCYILIECTBICHUU
rOCyJapCTBEHHOM PEruCTPALMH JIEKAPCTBEHHOTO MPEIapara;

B) 3a IPOBEJIEHHE OKCIEPTU3bl KauecTBa JICKAPCTBEHHOI'O CPEACTBA U HKCHEPTH3bl OTHOLICHMS
OKH/IaeMON TOJIb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHs JIEKapCTBEHHOI'O IpemnapaTa s METULMHCKOTO
MIPUMEHEHHUS IIPU €70 FOCYAAPCTBEHHON PETUCTPALINN;

I) 3a HIPOBEJCHHE DSKCIEPTU3bl KayecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3bl OTHOLICHUS
OKUJAaeMON TOJb3bl K BO3MOXXHOMY PHUCKY IPHUMEHEHUS JIEKApCTBEHHOTO IpernapaTa JUlsli METULMHCKOTO
MPUMEHEHHS, B OTHOIIEHWU KOTOPOTO IPOBEAEHBl MEXKIYHApPOJHbIE MHOTOLEHTPOBbIE KIMHUYECKUE
UCCIIEIOBaHMs, 4YacTb M3 KOTOpbIX IHpoBeneHa B Poccuiickoil @enepauuyu, 0Opu  OCYIIECTBICHUU
rOCyJapCTBEHHOH perucTpaliy JeKapCTBEHHOTO Mpenapara;

11) Hanuuue corjacus TPOU3BOAMUTENS JICKAPCTBEHHOTO IpenapaTta, IPOU3BOACTBO KOTOPOTO
ocylecTBisieTes 3a npenenamu Poccuiickon denepannu, Ha IPOBEICHUE MHCIIEKTUPOBAHMS MPOU3BOIUATEISA
Ha COOTBETCTBHE TPEOOBAHUSAM IPABUI Ha/AJIEKaIEH MPOU3BOACTBEHHOMN MPAKTUKH;

12) Hanuuue coriacusi, MpeayCMOTPEHHOI0 YacThio 18 HacTosel cTaThu;
13) yxazaHue BUAa JIEKAPCTBEHHOrO Ipernapara, IMpPEJCTaBICHHOTO Ha peructpauuio (pedepeHTHsli

JICKapCTBEHHBIN TpenapaT, BOCIPOU3BEICHHBIN JIEKAPCTBEHHBIN IMperapar, OMOJOTHYSCKUH JIEKapCTBEHHBIN
npemnapaTt, OWOaHANOTOBBINM (OMOMOMOOHBIN) NEeKapCTBEHHBIM mpenapar (OMOaHanor), TOMeOoNmaTHYeCKUn
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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" [lata coxpaHenusi: 31.12.2020

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

JIeKapCTBEHHBIN Mpernapar, JeKapCTBEHHbII pacTUTENIbHBIN Ipenapar).
(uactb 2 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrpanmonHoe J0oche€ Ha JIEKAPCTBEHHBINM Npemapar Juisi MEAUIMHCKOTO MPUMEHEHHUS
penocTaBiseTcs B popMe 00IIero TeXHMIECKOro JOKYMEHTA.
(dactpb 3 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pa3z[en JOKYMCHTAIIUU aAMHUHUCTPATUBHOI'O XapaKTEpa BKIKOYACT B cebs:

1) 3a4BJICHUE O rOCyﬂapCTBeHHOﬁ peructpanuu JICKAPpCTBECHHOI'O IIpeliapara g MCAUIHUHCKOI'O
NPpUMCHCHUA B BHCKTpOHHOf/'I (bopMe " Ha 6y'Ma)KHOM HOCHUTCIIC,

2) KOIMIO JOKYMEHTA Ha PyCCKOM f3bIKE, 3aBEPEHHOI0 B YCTAaHOBJIEHHOM IIOPSIIKE U MTOATBEPKIAIOLLETO
MIPaBOMOYHOCTh 3asIBUTENSI [0/1aBaTh 3asBJIEHUE O TOCYJAapPCTBEHHON perucTpanuu JeKapCTBEHHOIO
npernapaTta Jiisi MEIUIUHCKOTO MPUMEHEHUS (JOBEPEHHOCTbD);

Koncynprantllnoc: npuMeyaHue.
C 01.01.2021 B m. 3 4. 4 cr. 18 BHOCcATCS m3MeHeHus (P3 ot 27.12.2019 N 478-D3). Cm. Oynynryro
PEAAKIIHIO.

3) KONUIO JHUIICH3UU Ha TMPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB WM KOMHIO 3aKJIIOYEHHUS O
COOTBETCTBUM  MPOU3BOAUTENS]  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  OpaBUI  HaAJeXaiei
HpOHBBOZ[CTBeHHOﬁ NPaKTUKH, BbIJAHHBIX YIIOJIHOMOYCHHBIM (I)G,Z[epaJIBHLIM OpraHom HWCIIOTHUTEIbHOM
BJIACTU B OTHOLIECHUU IIPOM3BOJCTBEHHOM IUIOLIAAKUA PETrUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpemnapara, B
ciydae, eClii MPOU3BOJCTBO JEKAPCTBEHHOT O penapaTa ocyuiecTtsisiercs B Poccuiickoit denepanmu;

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

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B m. 4 4. 4 cr. 18 BHOCATCS m3MeHeHus (P3 ot 27.12.2019 N 478-D3). Cm. Oynymryro
PEAAKIIHIO.

4) KOIIMIO BBITAHHOW YITOJHOMOYEHHBIM OPIaHOM CTPaHBI MPOU3BOIUTENS JIMICH3UNA HAa TMPOU3BOJICTBO
JIEKapCTBEHHOT O Mpenapara U ee IepeBo] Ha PYCCKU s3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM HOPSJIKE, a TAKXKe
KOIIMIO 3aKJIFOUYCHUSA O COOTBCTCTBUU HPOU3ZBOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpC6OBaHI/IHM IpaBuJI
HaJUIeKaIIed MPOM3BOJICTBEHHON TMPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (hefepallbHbIM  OpraHOM
WCTIOTHUTETbHON BJIACTH B OTHOIICHUH HpOH?;BO)ICTBeHHOI\/II mIom@aaKku pEeruCTpupyeMoro JCKapCTBECHHOI'O
npenapara, WM KOIHUIO PEIICHHS YIIOJHOMOYEHHOTO (helepalbHOr0 OpraHa HCIOJIHUTEIBHOM BIIACTH O
IPOBEJICHUN HMHCIIEKTUPOBAHUS TPOU3BOIUTENS JICKAPCTBEHHBIX CPEJACTB, B CIydae, €CJIU IPOU3BOJICTBO
JIeKapCTBEHHOT O Mpernapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit @enepanny;

(B pen. ®enepanbuoro 3akona ot 04.06.2018 N 140-D3)

5) OpOEKT MHCTPYKUUHU MO MEAULMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOI'O IIpernapaTa, CojAepKalleit
CJICAYIOLINE CBEICHUS:

a) HaMMEHOBaHME JICKAPCTBEHHOro  Ipemapata (MEXIyHapOJHOE  HENaTeHTOBAaHHOE,  WJIU
TPYHNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
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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" [lata coxpaHenusi: 31.12.2020

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

0) nexapcTBeHHass (opMa C yKa3aHHEM HAUMEHOBaHMH M KOJWYECTBEHHOI'O COCTaBa JAEHUCTBYIOLIUX
BEIIECTB M KAueCTBEHHOIO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (IIPU HEOOXOAMMOCTH KOJIUYECTBEHHOTO
COCTaBa BCIIOMOTATEIbHBIX BEILIECTB);

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

r) GU3NKO-XMMHYECKHE CBOMCTBA (U1l paanodapMalleBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB);

1) papmakoTepaneBTUUECKas IpyIa, KoJ JEeKapCTBEHHOI0 Ipenapara A MEeAULIUHCKOIO IPUMEHEHHS
[0 aHATOMO-TEPANEeBTHUECKO-XMMUYECKON Kiaccu(UKaluu, peKoMeHI0BaHHOM BcemupHol opraHuzauuei

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

e) ¢dapmakonuHamMHMKa U (papMaKOKMHETHKA (32 HMCKIIOYEHHEM (DapMaKOKHHETHKH TOMEONAaTHYECKUX
JIEKapCTBEHHBIX MIPENApaTOB U PACTUTEIbHBIX JIEKAPCTBEHHBIX NPENApaTOB);

) MMOKa3aHus Ui IPUMEHEHHUS;

3) NIPOTUBONOKA3aHUs JUIsl IPUMEHEHMS,;

1) MepbI NPEeI0OCTOPOKHOCTH MPH MPUMEHEHHH;

K) YKa3aHH€ BO3MOXHOCTH U OCOOEHHOCTEH TNpHUMEHEHHUs JIEKapCTBEHHOrO Tmpenapara JUls
MEIULMHCKOTO MTPUMEHEHUsI OEPEeMEHHBIMHU JKEHIIWHAMH, )KCHIIMHAMHU B MEPHOJ TPYTHOTO BCKAPMIIMBAHHUSA,
J€TbMH, B3POCIIBIMHU, UMEIOIIMMU XPOHUYECKUE 3a00I€BaHUS;

J) PEeXUM JO03UPOBaHUS, CIOCOOBI BBEACHMSI M IMPUMEHEHUs, NMPU HEOOXOIMMOCTH BpeMsl Ipuema
JIEKapCTBEHHOT'O Ipenapara Uil MEJULMHCKOTO MPUMEHEHHS, IPOJODKUTEIbHOCTD JICUEHHUS], B TOM YUCIE Y

JeTell 10 U IOoCJIe OJHOro roja;

M) BO3MOJHBIC HCKCIIATCIIBHBIC PCAKIHUU TIpU TPHUMCHCHUHU JICKAPCTBCHHOI'O TIIpfriapara IJid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IEPETO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY MPU NEPEO3UPOBKE;
0) B3aMOJICICTBHE C APYTUMHU JIE€KApCTBEHHBIMH NpenapaTtaMu U (W) MUIIEBBIMU IPOAYKTAMU;
1) (hopMBI BBIITyCKa JIEKAPCTBEHHOI'O IIpenapaTa;

p) ykazanue (mpu HEOOXOAMMOCTH) OCOOEHHOCTeH JeiCTBHS JIeKapCTBEHHOTO IpemnapaTa Juls
MEIUIIMHCKOTO IPUMEHEHHUS IIPU IEPBOM NIPUEME WU IIPU €T0 OTMEHE;

c) onucanue (mpu HEOOXOAMMOCTH) NeiicTBUi Bpaya (denpamepa) U (WIM) MalMeHTa MPH MPOIYyCKe
MpreMa OJHOM WJIM HECKOJIBKHUX J03 JIEKAPCTBEHHOI'O IIpenapara sl METUIUHCKOTO PUMEHEHMUS;

T) BO3MOXHOC BJIMAHUC JICKAPCTBCHHOI'O Iperiaparta I MEAWUIUHCKOTO NPUMCHCHHA Ha CIIOCOOHOCTD
YHOPpaBJIATE TPAHCIIOPTHBIMU CPEACTBAMU, MCXaHU3MAMMU,

Y) CPOK I'OAHOCTH U YKa3aHHUEC Ha 3aIllPpC€T NPHUMCHCHUS JICKAPCTBCHHOI'O IIpCliapaTa i MEAULMHCKOTO
NPUMCHCHUSA IO UCTCUCHUHN CPOKA I'OJHOCTH;
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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" [lata coxpaHenusi: 31.12.2020

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

&) ycnoBus XpaHEeHUS;

X) yKa3aHHe Ha HeOOXOIMMOCTh XpaHEHHUS JIEKAPCTBEHHOTO MpernapaTa s MeJUIIMHCKOTO TPUMEHEHUS
B MECTaX, HEJAOCTYIIHBIX ISl AETEH;

I[) yKa3aHue (Mpu HEOOXOJMMOCTH) CHELMAJIBHBIX MEp MPEAOCTOPOKHOCTH MPHU YHUUYTOKEHUU
HEHCIIOIb30BAHHBIX JICKAPCTBEHHBIX NIPENAPATOB ISl MEAUIIMHCKOIO TPUMEHEHNS;

4) yCIIOBUS OTITYCKa;

II) HAaUMEHOBaHMA WU ajpeca MPOU3BOACTBEHHBIX IUIOLIAJOK MPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara;

Il) HAauMEHOBaHWE, aJpec OpraHu3ally, YIOJIHOMOYEHHOW Jep:KaTelleM WIH  BIAJEIbLEM
PEruCTPallMOHHOIO YJOCTOBEPEHUs JIEKAPCTBEHHOrO TMpemnapara Uil MEIUWLIUHCKOTO IPUMEHEHHs Ha
MPUHSATHE IPETEH3HI OT MOTpeOuTeNs;

6) MHCTPYKIHUIO MO MEAMLIHUHCKOMY MPUMEHEHHMIO WM KpPaTKyI XapaKTepPUCTHUKY JIEKapCTBEHHOTO
npernapara, yTBep>KJACHHbIE B CTpaHe MPOU3BOIUTENS;

7) IMPOCKThI MAKCTOB HepBHQHOﬁ YIIaKOBKH U BTOpH‘lHOfI YIOAaKOBKH JICKAPCTBCHHOI'O IIpenapara I
MCIUIIUHCKOI'O IPUMCHCHU

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMH WJIM HOPMATHBHOI'O JOKYMEHTA Ha JIEKapCTBEHHBIN Ipernapar
JUISL METUITMHCKOTO MIPUMEHEHHMSI THOO yKa3aHUe COOTBETCTBYIOLIEH (papMaKoIeiHOM CTaThy;

9) nOKyMeHT, coiepKamuii MHQOpPMAIMIO O HAJUYUU WM OO0 OTCYTCTBHHM (PAKTOB pPEruCcTpaluu
JIEKapCTBEHHOTO Tpernapara Ui MeJUIIMHCKOTo IPUMEeHeHHsI 3a nipeaenamu Poccuiickoit denepannu;

10) KomMU JOKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJIICHHOM TOPSIKE M TOATBEPKIAOMUX (akT
perucTpalii  JIGKapCTBEHHOTO TperapaTta B HHOCTPAHHBIX TOCYAapcTBax B KadecTBE Op(aHHOTO
JIEKapCTBEHHOTO Tperapara;

11) mnan ynpaBieHUs pUCKaMu Il OMOJIOTHYECKUX JIEKApPCTBEHHBIX MPENaparoB s METUIIMTHCKOTO
IIPUMEHEHUS;

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXareias WIM BJalenblida  PEerucTPaluOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpeMnapara;

13) moxyMeHT, MOATBEPKAAIOIINI KaueCTBO JIEKAPCTBEHHOTO IMpernapara TPeX MPOMBIIIIEHHBIX CepUid
(TpoTOKOJT aHaMM3a WM CepTH(HUKAT aHATU3a), OHA CepUsl KOTOPOTo JOJHKHA COBNAAATh ¢ cepuell oOpasia
JIEKapCTBEHHOT'O TMpernapaTta JUii MEIUIMHCKOTO TPHUMEHEHUs, MPEACTABICHHOTO Ha TOCYJIapCTBEHHYIO
pErUCTpaIHIO.

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

5. Paznmen xuMudeckol, (apmaneBTHYecKOH M OWOJOTrHYECKOM TOKYMEHTAlMU BKJIOYaeT B cels
JOKYMEHTBI, coJiepKaiue HHpopMaIuio o (papmManeBTHIecKoil CyOCTaHIIMK U JIEKAPCTBEHHOM IIperapare Jis

MCIUIUHCKOI'0 IPpUMCHCHUS, ITPOLECCE €0 NPOU3BOJACTBA U MCTOAAX KOHTPOJIA Ka4CCTBA, B TOM YHCJIC:

1) xomurO JOKYMEHTA, COJEPIKAIIETO CIEAYIONIYI0 HHGOpMAIIHiO O hapMaIeBTUIECKON CyOCTaHITNH WA
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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" [lata coxpaHenusi: 31.12.2020

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

(dapmaneBTHUECKUX CYOCTAaHIMSAX, BXOIALIMX B COCTaB JIEKAPCTBEHHOTO IMpemnapara, 3a HCKIIOYEHUEM
nH(popManuu o GpapMaleBTUIECKUX CYOCTaHIIMSIX, BKIIFOUEHHBIX B TOCYAapCTBEHHBIA PEECTp JIEKApCTBEHHBIX
CPEJICTB B COOTBETCTBUHM CO cTaThel 34 Hacrosiero deaepanbHOTO 3aKOHA:
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)

a) HanMeHoBaHue (apMaIeBTUUECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIre CBONCTBA;

0) HauMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHA TPOU3BOACTBA C OIIMCAHUCM cTagui MMpONU3BOACTBA W METOHOB KOHTPOJISI Ha BCCX
CTaudgX IMMPOU3BOACTBA,

I') OKMCAaHKE Pa3pabOTKH Mpoliecca IPOU3BOJICTBA;

1) OTIMCAHKNE KOHTPOJISI KpUTHUECKUX CTAIUI MPOU3BOJICTBA U MTPOMEKYTOUHON MTPOTYKIINH;
€) IOKYMEHTaJIbHOE TOTBEPKACHHUE (BAIUIAIINSA) TTPOIIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa JCHCTBYIOIINX BEILIECTB;

3) XapaKTepHUCTHUKA IPUMECEi;

1) crieundukanys Ha hapMareBTHUECKYIO CyOCTaHIINIO U €¢ 000CHOBAaHHUE;

K) AaHaJIUTHYECKUE METOJUKHM, MCIOJb3yeMble TPU  OCYIIECTBICHHMHM KOHTPOJIS  KadyecTBa
(hapmareBTHUECKON CyOCTaHIINN;

J) JOKYMEHTAJbHOE TOATBEPXKIEHHE (Bamugamus) aHAIMTHUYECKUX METOJUK, HCIOIb3YEMbIX MpHU
OCYIIECTBJICHUU KOHTPOJISl KauecTBa (papMaleBTUUECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIN3a cepuil (papmarneBTHUECKOH cyOcTaHIINY;

H) MEpeYeHb CTaHAApPTHBIX O0Opa3llOB WM BEIIECTB, MCIOIB3YEMBIX MPU OCYIIECTBICHUH KOHTPOJSL
Ka4yecTBa;

0) OMKMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPEACTB;
1) JaHHBIE O CTA0MIIBHOCTH (papManieBTUUECKON CyOCTaHIINH;

P) CPOK FOJTHOCTH;

1.1) B oTHOIIEHUH (hapMalleBTHUECKUX CYOCTaHIIMIA, BXOISAIIMX B COCTAaB JICKAPCTBECHHOTO Iperapara u
BKIIIOUEHHBIX B TOCYJApCTBEHHBIM pEecTp JIEKApCTBEHHBIX CPEJICTB B COOTBETCTBUU CO cTaTheil 34
Hacrosero denepanbHOro 3aK0HA, - KOMHUS JTOKYMEHTA, COJIEPKAILET0 CIeYIOIy0 HH()OPMAIIHIO:

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

0) HauMEHOBAaHUE U a/IpeC MPOU3BOAUTENS;

B) pe3yJbTaThl aHallu3a cepuil hapmMarieBTHUECKON 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" [lata coxpaHenusi: 31.12.2020

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

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

2) DOKyMEHT, COJep Kallluil CIEAYIOLIME CBEICHUS O JIEKAPCTBEHHOM IIpenapare il MEAMLUHCKOrO
MIPUMEHEHUS:

a) ONMCAaHME U COCTAB JICKAPCTBEHHOTO TIpemnapara Jyisi MEAUIIMHCKOTO TPUMEHEHNS,

0) onrcanue QgapmareBTHIECKON pa3paboTku (000CHOBaHME BBIOOpA COCTaBa, MEPBUYHOM YITAKOBKU H
HHOT0);

B) TEXHOJOTHUS MPOU3BOJCTBA C ONHCAHMEM CTaJui MPOU3BOJICTBA M METOJOB KOHTPOJIS Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

I') ONMCAHNUE KOHTPOJISI KPUTUUECKUX CTaJNu Ipolecca MPOU3BOICTBA U POMEKYTOUHON MTPOIYKIINH;

1) HaMEHOBAaHME M aJpec MeCTa OCYIIECTBIECHUS IPOU3BOJACTBA JICKAPCTBEHHOIO Ipernapara Jyls
MEIUIUHCKOIO IpUMEHEHHs (B cily4yae HaJIM4yusl HECKOJbKMX YYaCTHMKOB IIpoliecca IPOU3BOJCTBA
HEOOXOIMMO yKa3aTh KaXJ10T0 U3 HUX);

e) (hapMareBTHYECKasi COBMECTUMOCTH;

) MUKPOOHOJIOTUYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIN OalaHC ISl MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) ONUCaHNe XapaKTePUCTUK U CBOWCTB YIaKOBOYHBIX MaT€pHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHHE (BalTKIalusl) MPOLIECCOB MPOU3BOCTBA U (MJIM) UX OIICHKA;

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) AHAJIUTHUYCCKUC MCTOJHUKH, HCIIOJIb3YCMBIC npu OCYHICCTBJIICHUHN KOHTPOJIA KadeCTBa
BCIIOMOTaTCJIbHBIX BECIICCTB,

H) JIOKyMEHTaJbHOE MOJTBEpXKJEHUE (BaTuAalMs) aHAIUTUYECKHMX METOIUK, HCHOJIb3yeMbIX IpHU
OCYILECTBIEHUN KOHTPOJIA Ka4eCTBAa BCIIOMOraTEIbHBIX BEILLECTB;

0) I/IHq)OpMaI_II/IH 00 HCIOJB30BAHUU BCIIOMOTaTEIbLHBIX BCIICCTB 4YCIOBCYCCKOTO M JXHMBOTHOI'O
MMPOUCXOKIACHUA,

H) I/IH(bOpMaLII/ISI 00 HCII0JIB30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIIICCTB,

p) TpeOOBaHUS K KA4eCTBY JIEKAPCTBEHHOTO Iperapara il MeIUIIMHCKOrO IpUMeHeHus (cepTudukar,
cnenuguKanus Ha JIeKapCTBEHHBIN IIpernapar U uX 000CHOBaHHUE);

C) AHAIIUTUYCCKUEC METOJUKHN, UCIIOJB3YEMBIC ITPHU OCYHICCTBIICHUHN KOHTPOJIA Ka4€CTBa JICKAPCTBECHHOI'O
Ipenapara sl MCAUIUHCKOI'O MIPUMCEHCHU 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" [lata coxpaHenusi: 31.12.2020

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

T) JOKYMCHTAJIBHOC TIOATBCPIKIACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIb3YCMbIX IIpH
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA JICKAPCTBCHHOTO MpeTiapaTa JJI1 MCAUIHUHCKOI'O IPUMCHCHUS

y) pe3ybTaThl aHAJTM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MEAULIUHCKOTO TPUMEHEHHUS;
&) xapakTepucTHKa IMpUMeceii;

X) TepeyeHb CTaHAAPTHBIX O0O0pa3loB, HCIOJb3YEMBIX IPU OCYILIECTBICHUU KOHTPOJS KadecTBa
JIEKapCTBEHHOIO IIpernapara i MEJULUHCKOrO IPUMEHEHMS;

1) JaHHbIE O CTAaOUIIBHOCTH JIEKAPCTBEHHOTO Mpernapara Al MEJUIIMHCKOTO TPUMEHEHHSL.
(uactb 5 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pa3gen QapmMakoIOrHUECcKOi, TOKCHKOJIOTMYECKOH TOKYMEHTALMU BKIIOYACT B €eOS OTYETHl O
pe3yabpTaTax JOKIMHUYECKUX HCCIEIOBAaHUMN JIEKAPCTBEHHOTO CPEACTBA JJISi MEJAMIIMHCKOTO MPUMEHEHUS, B
TOM YHUCIIE:

1) otuet 0 hapmMakoIMHAMUYECKUX UCCIIETOBAHUSIX;
2) oTtueT 0 (hapMaKOKUHETHUECKUX HCCIEIOBAHUAX;

3) OTYET O TOKCUKOJIOTUYECKUX UCCIIEIOBAHUSIX.
(dactsp 6 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3gen KIMHWYECKOW JOKYMEHTAIIMM BKJIIOYACT B CeOS OTUETHI O pe3ysibTaTaX KIMHHYECKUX
HCCIe0BaHUH JICKAPCTBEHHOTO TIperapara sl MEIUIIMHCKOTO TPUMEHEHHS, B TOM YHCIIE:

1) otuetsl 00 WHcCcaeNOBaHUAX OMOAOCTYHHOCTH U  OMOPKBUBAJIEHTHOCTH, HCCIEIOBAHUSAX,
YCTaHaBJIMBAIOUINX KOPPEJALMIO PE3YIbTaTOB, MOJYUYEHHBIX B YCIOBUSX in Vitro U in vivo;

2) oT4eThl 0 (papMaKOKMHETHUECKUX UCCIIETOBaHMSIX;
3) otueTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUSIX;
4) OTYETHI O KIIMHUYECKUX UCCIIEAOBAHMIX 2(PPEKTUBHOCTH U O€3011aCHOCTH;

5) OTYET 0 MOCTPETUCTPALIMOHHOM OIIBITE MPUMEHEHHUS (ITPHU HAJIMYUN).
(dactp 7 BBenena denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBaHus kK 00beMy HMHGpOpPMALKH, NMPEIOCTABIIEMOl B COCTaBE PErUCTPALIMIOHHOIO J0ChE, IS
OTIENbHBIX BHJOB JIEKAPCTBEHHBIX [pPENapaToB JJs MEIULIUHCKOTO TNPUMEHEHHUS YCTaHaBIMBAKOTCS
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

9. B oTHOmIEHHM JIEKaPCTBEHHBIX IPENapaToB, Pa3pEIICHHBIX I MEIUIIMHCKOTO NPUMEHEHHS B
Poccuiickoit ®enepanuu Oosee nABagUaTH J€T U B OTHOLUIEHHHM KOTOPBIX HEBO3MOYKHO IPOBEJCHHE
UCCIIeIOBaHUH MX OMOSKBMBAJEHTHOCTH (32 MCKIIOYEHHEM OHOJOrMYECKHX JIEKapCTBEHHBIX IpenapaToB),
JIONyCKAeTCsl BKIIOYEHHUE B COCTaB paszena (papMakoIOrMyeckod, TOKCHKOJIOTHYECKOH JOKyMEHTAllud U
paszena KIMHMYECKOM MJOKYMEHTallMd BMECTO OT4YeTa pa3pabdoTuuka O pe3ysbTaTaX COOCTBEHHBIX
JOKJIIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIEIOBAaHUM 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" [lata coxpaHenusi: 31.12.2020

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

IpernapaTroB JuUisi MEIUIMHCKOTO NpPUMEHEHHs 0030pa HaydHBIX padOT O pe3ynbTarax JOKIMHUYECKUX
UCCIIeZIOBAaHUM JIEKaPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIeIOBAaHUN JaHHBIX JIEKAPCTBEHHBIX MPEnapaTos,
B TOM YHMCJIC BKJIIO4Yas OIBIT UX MOCTPECTUCTPATUOHHOTO IIPUMCHCHMU.

(wacte 9 BBenena denepanbHbIM 3aKkoHOM oT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-@3)

10. Ilpu rocynapCTBEHHOM pErucCTpallid BOCIHPOU3BEACHHBIX JIEKAPCTBEHHBIX NIPENapaTtoB Jis
MEIMIIMHCKOTO TPHUMEHEHUs JOIMyCKaeTcs BKIIOYEHHE B COCTaB pasaena  (PapMakoIOTHYecKOH,
TOKCHKOJIOIMYECKON TOKYMEHTALMHU U pa3zesia KIMHUYECKON TOKYMEHTAllMU BMECTO OT4eTa pa3paboTunka o
pe3ynbpTaTax cOOCTBEHHBIX JOKIMHUYECKHX MCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX PaboT O
pe3ynbpTaTtax JOKIMHUYECKAX HCCIEeNIOBAHUN pPe(epeHTHOro JIEKapCTBEHHOIO Iperapara W MpeJCTaBICHHE
BMECTO KJIMHMYECKHUX MCCIEAOBAHUNA B TIOJHOM OOBEME, YCTAaHOBJIEHHOM pa3JelioM KIMHUYECKOU
JOKYMEHTAllMd, OT4eTa O pe3yJbTaTax HCCIeAOBaHUNH OMOAKBUBAJICHTHOCTH  BOCIPOU3BEACHHOIO
JIEKapCTBEHHOTO TMpemapaTa s MEAMIHUHCKOro mMpuMmeHeHus. He TpeOyercs mpeacTaBieHHE OTYETa O
pe3yibTaTax HcciaelOBaHUKA OMOIKBHUBAJICHTHOCTH BOCIPOU3BEIECHHOIO JICKApCTBEHHOTO IIperapara Juis
MEJUIIMHCKOTO NPUMEHEHUS, €CIIM PETUCTPUPYIOTCS BOCIIPOU3BEICHHBIE JIEKAPCTBEHHBIE Mpenaparbl A
MEUIIMHCKOTO IPUMEHEHHUSI, KOTOPBIE:

1) mnpeaHasHaueHbl MJi1 MapeHTEPaIbHOrO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M MPEJICTABISIIOT
co00i1 BOJIHBIE PACTBOPHI;

2) mpeAcTaBiISIOT OO0 PacTBOPHI IJIsl IEPOPATILHOTO IPUMEHEHHUS;
3) mpousBenieHbI B OpPME MOPOLIKOB WM JTHO(PUIN3ATOB Ul IPUTOTOBICHHUS PACTBOPOB;
4) ABNAIOTCA ra3aMu;

5) SABASAIOTCSA YIIHBIMM WJIM TJa3HBIMM JIEKapCTBEHHBIMU IperapaTaMmy, MPOU3BEIECHHBIMH B (Qopme
BOJHBIX PACTBOPOB;

6) npeaAHa3HA4YCHBI AJIsI MECTHOI'O IPUMCEHCHUSA U IIPUTOTOBJICHBI B (I)OpMC BOIHBIX paCTBOPOB;

7) mpencTaBiA0T COOOW BOJHBIE PAcTBOPHI JUIS MCIOJIb30BaHUS B (popMe HHTasAIUil ¢ TMOMOIIBIO
HeOyaiizepa WK B Ka4eCTBE HAa3aJbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOIHBIX YCTPOMCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. ns cnydaeB, yka3aHHbIX B yHKTax | - 3, 5 - 7 vactu 10 HacTosIiei ctaTbd, BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIN Ipenapar i1 MEIULIHUHCKOrO MPUMEHEHHMS JIOJKEH COAEPKATh TaKUE KE BCIIOMOTaTEIbHbIE
BElleCTBA B TaKHX >K€ KOJMYECTBaX, Kak U peepeHTHBIM JieKapCTBEHHBI mpemnapar. Eciau cocraBbl
BCIIOMOTaTEJbHBIX BELIECTB pa3INyYalOTCs, 3asBUTENb JOJDKEH IPEACTaBUTh JI0KA3aTeIbCTBA TOTO, YTO
UCTOJb3yEeMbIE B JAHHBIX KOHIIEHTPALMSAX BCIIOMOTaTeIbHBIC BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTh U (WJIH)
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara JUisi MEAUIIMHCKOTO IpUMEeHeHus. B cirydae, ecnu 3asBUTENH HE
MOXKET MpPEJICTaBUTh TaKUE JI0Ka3aTeIbCTBA M (WJIM) HE UMEET JIOCTyla K COOTBETCTBYIOIIMM JaHHBIM, OH
JIOJDKEH IIPOBECTH COOTBETCTBYIOIME HCCIEHOBAaHUS Ul JI0KA3aTEIbCTBA OTCYTCTBHS BIIMSHUSL Pa3HbIX
BCIIOMOTaTENbHBIX BEIIECTB WM BCIOMOTAaTEIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (Wiu) 3¢ (HEeKTUBHOCTh
JIEKapCTBEHHOI'0 Ipernapara s MEAMIMHCKOIO MPUMEHEHHUS B COOTBETCTBHM C AaKTaMM, COCTABIIAIOIIMMU
1paBo EBpa3nuiicKoro 3kOHOMMYECKOIr0 COI03a.

(uacte 11 BBemena denepanbHbiM 3akoHOM oT 22.12.2014 N 429-03; B pen. ®PenepanbHOro 3akoHa OT
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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" [lata coxpaHenusi: 31.12.2020

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

22.12.2020 N 444-03)

12. TIpu rocymapcTBEHHOW perucTpandd KOMOMHAIMN paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
mpenaparoB I MEIULMHCKOINO IPUMEHEHHUS  JOIYyCKAeTCs  BKIIOYEHHE B COCTaB  pasjelia
(hapMakoIOTHIECKOH, TOKCHKOJIOTHYECKON TOKYMEHTAMU M pa3/ieia KIMHHUYECKOW JTOKYMEHTAIIMd BMECTO
oTyeTa pazpaboTyHKa O pe3ysibTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB
o030pa HayuyHBIX pabOT O pe3yJibTaTax JOKIMHUYECKUX HCCIeOBaHUN pedEepeHTHBIX JIEKapCTBEHHBIX
IpenapaToB, BXOJSIIIMX B COCTaB KOMOWHAIMK JIGKAPCTBEHHBIX MpenaparoB, U 00 OTCYTCTBHUH HUX
B3aMMOJICHCTBHSI B OJHOM JIEKApCTBEHHOU popme.

(uactp 12 BBenena @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3sy pa3ivuHbIX JIEKAPCTBEHHBIX (JOPM OJHOTO M TOTO XK€ JEKapCTBEHHOI'O Ipernapara
JUISL MEAMIIMHCKOTO TIPUMEHEHUS 3asBUTENb MIPEJICTABISIET OT/IEIbHbIC 3asBJICHHS U PErHCTPAIlMOHHBIE JOChEe
Ha KaXIyl0 JieKapcTBeHHyIo ¢(opmy. Ilpu ycioBuM OJHOBpEMEHHON NOJAuu HA SKCIEPTU3Y OJHOH
JIEKapCTBEHHOM (hOpMBI C Pa3IMYHBIMHM JO3UPOBKOHM, KOHIIEHTpAalUei, 00beMOM 3asBUTENb MPEACTaBISET
OJIHO 3asBJICHUE U PErMCTPALMOHHOE AO0ChE C NMPUIOKEHHUEM MAKETOB YNAKOBOK Ha KaXIYyH0 IO3HPOBKY,
KaX/TyI0 KOHLEHTPAIHIO, KaX/Iblii 00beM 1 KaXKJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHOW peructpanuu oOp¢haHHOTO JIEKAPCTBEHHOTO TIpermapara 3asBHUTEIb
npencTanisier uHGopMaluio, HeoOXoauMyro s (GOpMUPOBaHMS pasliena KIMHUYECKON AOKyMEHTAIlUH, B
o0BbeMe, YCTAaHOBIEHHOM YTIOJTHOMOUYEHHBIM (pe/iepalbHBIM OpraHOM MCIIOTHUTENBHOM BIIACTH.

(dacts 14 BBeneHa deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

15. Ilpu peructparyu OMOJOTHUECKOTO JIEKAPCTBEHHOI'O Iperapara, MOJyYeHHOTO U3 KPOBH, IJIa3Mbl
KpOBHU YEJIOBEKAa, B COCTaBE PETHMCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIH MpemnapaTr s MEIULUHCKOIO
MIPUMEHEHHUS TOJIKHBI OBITh MPECTABIIEHBI JOTIOTHUTEIBHO:

1) B pa3aene AJOKyMEHTAIlMM aJMUHUCTPATUBHOTO XapakTepa JOKYMEHT, coAepxaiuidi nHOpMaIuio o
cyOBeKTax oOpalieHus: JOHOPCKON KPOBH U (M) €€ KOMIOHEHTOB, O TOM, TJie Oblja OCyIIeCTBICHA JOHAIS
(kpoBM W (MnW) TJIa3Mbl KPOBH), a Takxke JaHHbIe 00 WHQEKIMOHHBIX 3a00JICBaHUSAX, MEPEAAIOIIUXCS
MapeHTepaIbHBIM IyTeM, HHpOpManus 0 CyObeKTax 0OpalleHns: JOHOPCKOW KPOBU U (MJIH) €€ KOMIIOHEHTOB,
B OTHOIIEHUH KOTOPBIX OCYILECTBISAETCSI KOHTPOJIb JOHOPCKOM KPOBHU U (UJIH) €€ KOMIIOHEHTOB;

2) B pa3zzene XUMUYECKOH, hapMarieBTHUECKON 1 OMOJIOTMYECKON TOKYMEHTAIlUU:

a) KpUTEpUH U CHocoObl OTOOpa, TPAHCIOPTUPOBAHMS M XPaHEHHs] JOHOPCKOM KpOBH W (WIIK) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIENOBAaHUN OTOOPAHHBIX JOHOPCKOW KpPOBHU W (WJIM) TUIa3Mbl KPOBU M IYJIOB Ha
Hanuuue Bo30yuTenel nH(eKIuid, BKIIIoYas HHGOpMAaIHio 00 UCTIOIB30BAHHBIX METOUKAX MCCIEAOBAHUN U
B CJIy4ac HMCCJICIOBAaHUS IMYJIOB TUIA3MBl KPOBH PE3YJIBTATHI IOKYMEHTAJIHLHOTO IMOATBEPKIACHUS (BaIHIaIliN)
HCIOJIb30BAaHHBIX METOJTHK;

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

16. Knunnyeckue ucciae0BaHus JIEKApCTBEHHOTO Mpernapara Jiisi MEAUIIMHCKOTO PUMEHEHUS B LENIX
€ro TOCYJapCTBEHHOM peructpauuu npoBoasTcsia B Poccuiickoil denepauuu B MOPAIKE, YCTAHOBICHHOM
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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" [lata coxpaHenusi: 31.12.2020

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

cratbsiMu 38 - 44 Hacrosimero denepanbHoro 3akoHa. OTUET O MPOBEACHHBIX UCCIEIOBAHUAX BKIIIOYAETCS B
COCTaB pa3zjiesia KIMHUYECKON JOKYMEHTAIMH PETUCTPAIMOHHOIO JI0Ch€ Ha JIEKAPCTBEHHBIM Mpenapar ajs
MEJIMLIUHCKOTO TMpuMeHeHus. [l JIeKapCTBEHHBIX MPEnapaToB s MEAUIMHCKOTO TPUMEHEHHS, B
OTHOIIIEHWH KOTOPBIX B PE3YyJIbTaT€ »OKCHEPTU3bl JOKYMEHTOB, NPEICTABICHHBIX [JIsi OMpeIeICHUs
BO3MOXKHOCTH pacCMaTpuUBaTh JIEKAPCTBEHHBIM TMpenapar Uil MEJAWIIMHCKOTO TPHUMEHEHUS B KauyeCTBE
opdaHHOTO JIEKapCTBEHHOTO MpernapaTa, Takas BO3MOXXHOCTh ITPU3HAHA M B OTHOIICHUH KOTOPBIX MTPOBEICHBI
KJIMHUYECKHE HCCIIeIOBaHMs, BBHIMOJHEHHbIE 3a mpeaenamu Poccuiickoit denepanuu B COOTBETCTBUU C
OpaBUJIaMU Hajuiexamield 1abopaTopHON MPAaKTUKKA W MPaBUIAMH HaJJIeKalled KIMHHYECKON MpPaKTHKH,
JIOTYCKAaeTCsl BKJIIOYEHHE B COCTAaB pa3fesia KIMHUYECKOW JIOKYMEHTAllMM BMECTO OTYEeTa O pe3yjbTaTax
KIIMHUYECKUX HMCCIIEIOBAHUN JIEKAPCTBEHHOTO Tpenapara JJis MEAUIIMHCKOTO MPUMEHEHHs, TPOBEICHHBIX B
Poccniickoit denepanuu, oTdyera 0 pe3ysbTaTax KIMHUYECKUX HCCIENOBAaHUM, BBINOJHEHHBIX 32 IPEAeIaMU
Poccuiickoit deneparumu.

(uactp 16 BBenena deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynerantlntoc: nmpumedanue.
C 01.01.2021 4. 17 cr. 18 uznaraercs B HoBoM peaakuuu (D@3 ot 27.12.2019 N 478-D3). Cm. Oyay1uryto

PECAAKIIHIO.

17. 3asBuTenp BHpaBe NPEACTaBUTH MO COOCTBEHHONM WHUIIMATUBE BMECTE€ C 3asABICHUEM O
rOCyJapCTBEHHOM PETHCTpaliU JIEKAPCTBEHHOI'O IIpenapara s MEAULMHCKOIO NMPUMEHEHUS JOKYMEHTHI,
MOATBEPKIAIOIIKE YIIATy TOCYJAapCTBEHHOM IONUIMHBI M yKa3aHHble B IyHKTe 10 wactu 2 HacToseu
cTatb. B cimydae ux HemnpeacTaBieHHs] COOTBETCTBYIOLIMH YIOJIHOMOYEHHBIH (enepanbHblii  opraH
UCIIOJIHUTENILHONW BJIACTU MpOBepseT (aKT yIIaThl TOCYAAPCTBEHHOM MOIIIMHBI 3asSBUTENEM IOCPEICTBOM
UCIIOJIb30BaHUs MHpopMauu 00 ymjaTre rocyAapcTBEHHOW MOILIMHBI, cofepxaiieiics B ['ocynapcTBeHHON
WHPOPMAIIMOHHON CHUCTEeME O TOCYAAPCTBEHHBIX M MYHUIMNAJIbHBIX IUIATEXKaX, HAa OCHOBaHHUHU
IIPEICTABIICHHBIX 3asBUTEJIEM KOIMM TOKYMEHTOB, IOATBEPKAAIOIIUX YIIJIATy I'OCYIaPCTBEHHOH IOLIJINHBL.
(uactp 17 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18. He pgomyckaeTcsi WCHONB30BaHHE B KOMMEPUECKHX IesiX WHGOpPMAIMU O pe3yibTaTax
JOKIIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KJIMHUYECKUX HCCIEIOBAHUN JIEKapCTBEHHBIX
IpenapaToB Uil MEAMLIMHCKOIO IPUMEHEHMs, IPEACTABICHHOW 3asBUTENIEM JUIsl TOCYJapCTBEHHOMN
perucTpanyy JeKapcTBEHHOro Ipenapara, 6e3 ero corjacus B TEUEHUE LIECTH JIET € JIaThl TOCYAapCTBEHHON
perucTpanuu pedepeHTHOro JeKapCcTBEHHOTO npenapara B Poccuiickoit denepanyu.

(uactp 18 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19. Jlepkarenb WM Biajeiel] PErHCTPALlMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO IMpernapara Ha
OMOTEXHONOTMYECKUN WM Op(aHHBIM JIeKApCTBEHHBIM Mpemnapar 00s3aH NPEJOCTaBIsATh HAa BO3ME3IHOMN
OCHOBE 00pasibl pedepeHTHOro IEeKapCTBEHHOIO Mpemnapara 3asBUTENSIM ISl MPOBEACHHS KIMHHYECKUX
uccinenoBanuii. CtoumMocTs 00pasia peQepeHTHOro JEKApCTBEHHOTO Mpernapara, BKIOYEHHOTO B MEepeueHb
KU3HEHHO HEOOXONMMBIX U BaXKHEWIIUX JIEKAPCTBEHHBIX MpEnaparoB, HE JOJDKHA TPEBHIINIATH
3apErHCTPUPOBAHHYIO MPEACIEHYIO OTITYCKHYIO IIEHY Ha peepeHTHBIN JIEKApCTBESHHBIN Tperapar Wil IeHY
Ha JICKapCTBEHHBIN IIpenapar B CTpaHe MPOU3BOUTEIIS.

(dacth 19 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20. 3asBieHHE O TOCYJapCTBEHHOM perucTpanuy BOCIIPOU3BEICHHOIO JEKApCTBEHHOIO Ipenapara Ul
MEIULMHCKOTO MPUMEHEHHS MOKET OBITh MOJIAHO B YIIOJIHOMOYEHHBIN (hefepabHbIi OpTraH UCTIOIHUTEIbHON
BJIACTH, OCYIIECTBIIOIIMM T'OCYAAPCTBEHHYIO PETHCTPALMIO JICKAPCTBEHHBIX IIPENApaToB, 110 HCTEYEHUU
YeThIpeX JIET C JAaThl TOCYJapCTBEHHOM perucrpanuu pedepeHTHOTo JIEKApCTBEHHOro Ipenapara 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" [lata coxpaHenusi: 31.12.2020

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

Poccuiickoit deneparuu.
(uactp 20 BBeneHa denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

21. 3asBieHHE O TOCYIApPCTBEHHON pETHCTpald OMOAHAIOTOBOTO (OMOIOMI0OHOT0) JEKApPCTBEHHOTO
npenapaTta (OMoaHanora) MOXKeT ObITh MOJAHO B YINOJIHOMOYEHHBIM (pelepanbHblii OopraH MCIOIHUTEIbHON
BJIACTH, OCYIIECTBIISIONIMA TOCYJapCTBEHHYIO PETHCTPAIMIO JICKAPCTBEHHBIX IPEIapaToB, IO HCTCUYCHUU
TpeX JIET C AaThl TOCYAapCTBEHHON perucrpanuu pedepeHTHOro JieKapcTBEHHOro mnpemnapara B Poccuiickoit
denepanuu.

(dacts 21 BBeneHa deaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

22. [lepkaTenb WIM BIAJENEL PErMCTPAllMOHHOIO YJOCTOBEPEHHS JIEKApCTBEHHOI'O IIperapara
MPEACTABISIET B YINOJHOMOYEHHBIN (enepanabHbli OpraH HCIOTHUTENBHOW BJIACTH, OCYIIECTBIISIOIINMA
(yHKIIMU IO KOHTPOJIIO U HAaJ30py B cepe 3IpaBOOXpaHEHUs], OTUET MO pe3ysbTaTtaM (apmMakoHaI30pa OJuH
pa3 B LIECTh MECSLEB B TEUCHUE JIBYX JIET IOCJIE FOCYJAPCTBEHHOM PErnCcTpaluy JIEKapCTBEHHOrO IIpenapara
B Poccuiickoii @eaepannn, eXeroqHo B TE€YEHUE MOCIEAYIOMIMX TPEX JIET U B JAAJbHEUILEM OJIUH pa3 B ISTh
JIeT.

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

Ctatbsa 19. anHHTVIe peweHnA O Bblaade 3KCNepTHOMY YyupexaeHUro 3aaaHusa Ha
npoBeneHue 3KCNepTmn3bl JIeKapCTBeHHOro cpeancTtea
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue pecsatu pabouux JHEH CO AHS TPHUHATHS 3asBICHUS O TOCYJAAPCTBEHHOW PEruCTpaluu
JIEKapCTBEHHOI'0 IIpernapaTa COOTBETCTBYIOIIMN YIOJIHOMOYEHHBIN (enepanbHblii OpraH HCIOJIHUTEIbHON
BJIACTH MPOBOAUT IMPOBCPKY IIOJHOTBI, AOCTOBEPHOCTHU M IMPABHUIBHOCTHU Oq)OpMJIeHI/IS[ MMpEaACTAaBICHHBIX
JOKYMEHTOB PETUCTPALIMOHHOIO JIOChE Ha JICKAPCTBEHHBIM IIpernaparT U NPUHMMAET PELICHHE O BblIade
3a/laHus Ha IPOBEJICHUE:!

1) sKkcmepTu3bl JOKYMEHTOB, MpPEICTABICHHBIX JJIs ONPEAETICHUS BO3MOXKHOCTH PaccMaTpHUBaTh
JIEKapCTBEHHBIN Ipenapar i MEIULUHCKOIO IPUMEHEHUS IpU OCYIIECTBIEHUHM TIOCYJapCTBEHHOMN
perucrpanuy B KauecTBe op(aHHOro JIEKapCTBEHHOI'O IIPenapara;

2) SKCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA B YAaCTHU 3KCICPTU3BI KAaUCCTBA JICKAPCTBCHHOI'O CPEACTBA U
OKCIICPTHU3bI OTHOIICHUA O)KH,Z[&@MO?I ITOJIB3bI K BO3BMOXHOMY PHUCKY IIPUMCHCHUA JICKAPCTBCHHOI'O IIpCIIapara
AJIL MEAUITUHCKOTO ITPUMCHCHU

3) SKcmepTH3bl JIGKAPCTBEHHOTO CPEJCTBA B YACTH AKCIEPTHU3BI KA4eCTBA JIEKAPCTBEHHOTO CPEACTBA U
SKCHEePTU3bI OTHOIICHUS 05KMIa€MOU MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara
JUISI MEIMIIMHCKOTO NPUMEHEHMS B MTOPSIAKE YCKOPEHHOM NMPOLEAYPBI IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUU CO CTaThell 26 HacTosero deaepaibHOro 3aKOHa;

4) OKCIICPTU3BI JICKAPCTBCHHOI'0 CpE€ACTBA B OTHOWICHHUH JICKAPCTBCHHOI'O IIpfIiapara OJId
BETCPUHAPHOT'O IIPUMCHCHUS.

2. YOIHOMOYEHHBIN (hefiepalibHbI OpraH UCTIONHUTENILHON BJIACTH YBEJJOMIISIET B AJIEKTPOHHOH (opme
WM Ha OyMa)KHOM HOCHTEJIE 3asBUTENS U KCIIEPTHOE YUPEXKICHHE O MPUHATOM PEIICHUH O BbIJaue 3aJaHUN
Ha MPOBEJEHUE SKCIEPTU3, MPELyCMOTPEHHBIX YACThIO | HACTOSAIIEH CTaThu, U B Cily4ae HEOOXOIUMOCTH O
BbIJIa4€ pa3pelIeHns Ha BBO3 B Poccuiickyro denepanuio KOHKPETHOW MAPTUHN, CEPUU 3aPETUCTPUPOBAHHBIX U
(M) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B IMPOBEACHUU HPELYCMOTPEHHBIX
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(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

OKCIICPTHU3 C YKA3AHUCM ITPHUYUH TAKOT'O OTKa3a.

3. B cnywyae BBIABICHHS OTCYTCTBHUS WJIM HEJOCTOBEPHOCTH HH(OpMaIMK, cojaepskaieics B
MIPECTABICHHBIX 3asBUTEIEM JTOKYMEHTaX, YIIOJIHOMOYEHHBIN (hefiepalibHbIid OpraH UCIIOJHUTEILHON BIACTH
HaNpaBisIeT 3asBUTENIO 3ampoc 00 YTOYHEHHMH 3TOW WHQPOpManuu (Iajee - 3ampoc YIOJTHOMOUYEHHOTO
(denepanbHOro OpraHa HCIOJHUTENBHON BIIACTH), KOTOPBI MOXET OBITh MepelaH YIOJIHOMOYEHHOMY
IPECTAaBUTEIIO0 3asSBUTENS JIMYHO IO PACIUCKY, HAIpaBJeH MO MOYTE 3aKa3HbIM MHUCHMOM WU MEpPEeiaH B
INEKTPOHHOU (opMe MO TEIeKOMMYHHKAIMOHHBIM KaHalaMm CBsi3u. B ciyyae HampaBieHHs 3ampoca
YIOJIHOMOYEHHOTO (pe/IepajbHOr0 OpraHa HCHOJIHMUTENBHOM BIIACTH MO IOYTE 3aKa3HBIM IHCbMOM OH
CUMTAETCS MOJYUYEHHBIM 10 UCTEYEHNUHU IIECTH JHEW C AAaThl HAIIPABJICHMSI 3aKa3HOT0 IUChMa.

4. 3asBurenb oO0s3aH NPEJCTABUTh OTBET Ha 3alpoC YMOJIHOMOUYEHHOro (efepanibHOro opraHa
WCTIOTHUTEIPHON BJIACTH B CPOK, HE TIPEBBIMIAIOIINNA ACBIHOCTA pabouuX AHEH co qHS ero moydeHus. Cpok,
yYKa3aHHBIM B 4acTh | HacTosmieil cTaThbu, NPUOCTAHABIMBAETCS CO JHS HAIpPABJICHUS 3asBUTEIIO 3ampoca
YHIOJTHOMOYEHHOTO  (efepalbHOrO0 OpraHa HCIONHUTEIBHOW BIACTH [0 JHSA TMONYYEeHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OPTaHU3aLUU SKCIIEPTHU3, IPEAYCMOTPEHHBIX YacTh0 | HACTOSAIIEH CTaThy,
SBJISIETCS TPEJCTABIEHUE HEOOXOAMMBIX [UIsl MPOBENEHUS MPETyCMOTPEHHBIX JKCHEPTHU3 JOKYMEHTOB B
HEINOJIHOM 00beMe WM HENpEJICTABICHHE 3asBUTEJIEM B YCTAaHOBJICHHBIM CpPOK OTBETa Ha 3ampoc
YIOJIHOMOYEHHOTO (peIepaibHOro OpraHa UCIOJHUTEIbHON BIACTH, a TAKXKE IPEACTAaBICHNUE JOKYMEHTOB, HE
COJIep KALMX UCUEPITBIBAIOLIETO NMEePEeYHs] HEOOXOAMMBIX CBEICHUI.

6. Ilpu oTkaze B opraHu3aluy dKCIEPTU3bl, IPELYCMOTPEHHOM IMyHKTOM 4 yacTu | HacToAIEed cTaThy,
JOKYMEHTBI, BXOJAIIME B COCTAB PErMCTPALIMOHHOTO I0ChE HA JICKAPCTBEHHBIN IIpenapar i BETEPUHAPHOIO
MPUMEHEHHS, MOTYT ObITh BO3BPAIICHBI 3asBUTEII0 HA OCHOBAaHHUH €T0 MMMCbMEHHOTO 3aIpoca, HarpaBJIeHHOTO
B YNOJHOMOYEHHBIH (efiepanbHbIl OpraH HUCIOJHUTENBHON BIIACTH B TeUEHUE TPUALIATH pabodyuXx JHEH co
JIHSI IPUHATUS YIOJHOMOYEHHBIM (peepanbHbIM OPraHOM HCIOJHMTENbHOM BIACTHU pelleHus o0 OTKasze B
OpraHu3alMi TaKOM SKCHEPTU3bl. YIIOJHOMOYEHHBIN (enepanbHbIi OpraH MCIOJHHUTENbHON BIACTH
BO3BpAIIAeT 3asABUTENIO0 yKa3aHHbIE JOKYMEHTbl B TEUEHHE JEeCATH pPadO4YMX JHEH cO JHS TOIy4eHUs
COOTBETCTBYIOILIETO 3aIIpOCa 3asIBUTEIIA.

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

Cratba 20. OJkcnepTusa [OKYMEHTOB, TpeAcTaBrieHHbIX Ans  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTtb ﬂeKapCTBeHHblﬁ npenapart And MeaMuMHCKOro npmmeHeHus
npu  OCyLecTBfIEHUM rocyfapCTBEHHOM perucTpaumm B  KayectBe opchaHHOro
NeKapCTBEHHOro npenapara

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

1. DkcmepTv3a JOKYMEHTOB, TPEACTABICHHBIX JUIS OIPEACICHUs BO3MOXHOCTH pPacCMaTpUBATh
JIEKapCTBEHHBIN Mpenapar Afas MEIUIUHCKOTO TPUMEHEHHUS TMPU OCYIIECTBICHHH TOCYAapCTBEHHON
perucTpany B KauecTBE Op(aHHOTO JEKApCTBEHHOTO IMperapaTa, COCTaBICHHE KOMHCCHEH SKCIIepPTOB
3aKJIIOYEHUsT O BO3MOXKHOCTHM WJIM HEBO3MOXHOCTH pAacCMaTpUBaTh JIGKAPCTBEHHBIM MpernapaTr A
MEJUIIMHCKOTO TPHUMEHEHUS! MPHU OCYIIECTBIEHUU TOCYJapCTBEHHON pEerucTpaluu B KauecTBe Op(aHHOIO
JIEKapCTBEHHOTO TpernapaTa ¥ HalpaBJICHHE TAHHOTO 3aKIIOYEHUS B YIIOJHOMOYCHHBINA (penepaibHbIi OpraH
WCITOJITHUTEIILHON BJIACTH OCYIIECTBIISIIOTCS B CPOK, HE IMPEBBIMIAIONIMN TpUILATA PabO4YMX THEH CO JHS
MOJTyYEHUs] SKCIEPTHBIM YUpEXKICHUEM 3aJaHHs YIOTHOMOYEHHOTO (efepatbHOro OpraHa MCIOIHUTEIBHON
BJIACTH U B DJICKTPOHHOU (opMe WM Ha OyMaKHBIX HOCUTENSIX HEOOXOIMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosero deaepabHOrO 3aKOHA.
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(c u3m. u gon., BCTYN....

2. JIOKyMEHTBI, COJAEpKallMecss B PETrUCTPALMOHHOM JI0Chbe Ha JIeKapCTBEHHBIM Mpemapar Hu
MOCTYNHUBIINE Ha OyMa)XXHBIX HOCUTENSIX B 9KCIIEPTHOE YUPEKICHUE JUIS OCYIIECTBICHUS UX SKCIIEPTU3BI IS
OIpeziesieHUs] BO3MOKHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIN Ipenapar Uil MEIULUHCKOIO IPUMEHEHHUS B
KayecTBe Op(aHHOTO JIGKAPCTBEHHOTO Iperapara, MOJIeKaT BO3BPATy B YIOJIHOMOYEHHBIH (hemepabHbIN
OpraH HUCIIOJIHUTEIBHOM BIACTH OJTHOBPEMEHHO C 3aKJIIOUEHUSIMU COOTBETCTBYIOIINX SKCIIEPTH3.

Ctatba 21. PeweHue 0 BO3MOXHOCTU paccMaTpuBaTb JIeKapCTBEHHbIN NpenapaTt npu
OCYyLLEeCTBJIEHUN FOCYyAapCTBEHHOM perncrpaumm B KadecTBe opd)aHHOro rnekapcTBeHHOro
npenapara

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

1. B cpok, He npeBbIIIaomuil IITH pabouux JHEH CO THS MOTy4EHUs 3aKIHYEHUs, YKa3aHHOTO B YacTU
1 crateu 20 Hactosimero denepasbHOro 3aKOHA, YHOJIHOMOYEHHBIM (enepaabHblil OpraH MCIOJHUTEIbHON
BJIACTH OCYILECTBIISET OLIEHKY IOJIyYEHHOT'O 3aKJIIOUEHHUs JUIS ONPEIENIEHUS €r0 COOTBETCTBHS 3aJaHMIO Ha
MIPOBEICHUE COOTBETCTBYIOLICH AKCHEPTH3bl M YBEJOMIISIET 3asBUTENII B JJIEKTPOHHOH ¢opMme WiIM Ha
OyMa)XHOM HOCHUTEJIE O pe3yJbTaTax IPOBEAECHHON HKCIEPTU3bl C MPUIOKEHUEM KOMHUU 3KCIEPTHOTO
3aKJIIOYEHUsl (C COXpaHEHHWEM KOH(UICHIHMATIbHOCTH MH(OPMALMU O COCTaBE SKCIEPTHOW KOMHUCCHH) U O
BO3MOXHOCTH MJIM HEBO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipemapar [yl MEIULMHCKOTO
NPUMEHEHHUs TIPH OCYILECTBIEHUH T'OCYIAPCTBEHHOM PErucTpaluy B KauecTBe Op(paHHOIO JEKapCTBEHHOTO
npenapara.

2. Ilpu BhIHECEHHH KOMUCCUEH SKCIIEPTOB 3aKIIOUEHHUS O BOBMOXKHOCTH paccMaTpUBaTh JICKAPCTBEHHBIN
npenapar Ay MEAULIUHCKOTO MPUMCEHCHUA NIPHU OCYHICCTBICHUN FOCyI[apCTBeHHOfI PErucTpaiii B Ka4C€CTBC
op(aHHOTO JEKapCTBEHHOTO TperapaTa YIOJHOMOYCHHBIN (eepaibHbIi OpTaH MUCIOJHUTEILHON BIIACTH B
CPOK, HE MPEBBIIAIOUINHI MATH paboyuX JIHEH CO JHA MOTYYSHHs JaHHOTO 3aKIIIOUEHUs, IPUHUMAET pPelleHue
O BblJAau€ 3aJaHUsl HA NPOBEICHHE HKCIEPTU3bl KadyecTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCIEPTHU3bI
OTHOILIEHUS OXKHUJAEMOM TMOJb3bl K BO3MOXKHOMY PHUCKY MNPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara ajs
MEIMIMHCKOTO MPUMEHEHUS B MOPSAIAKE YCKOPEHHOM IMPOLEAYPHl 3KCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA B
COOTBETCTBUU CO CTaTbel 26 HacTodAero PeaepanbHOro 3aKOHa.

3. B cimydae npuHATHS pemieHuss O HEBO3MOXKHOCTH pacCMaTpHUBaTh JICKAPCTBEHHBIN Mpernapar A
MEIMIUHCKOIO MPUMEHEHHs NPHU TOCyJapCTBEHHON pErucTpalyuy B KayecTBe Op(aHHOIO JEKapCTBEHHOTO
npenapaTta YIOJHOMOUYEHHBIH (enepanbHblii OpraH MHCHOJHUTENbHOM BIIACTH NpeKpamaer Mpoueaypy
TOCYJapCTBEHHON  pErucTpaluy JIGKApCTBEHHOTO  Iperapara. 3asBUTENb BIpaBe OOpaTUThCS B
PErUCTPUPYIOLIMI OpraH C 3asBICHUEM O TIOCYAAPCTBEHHOW PETUCTPALMK YKA3aHHOTO JIEKAPCTBEHHOIO
rpenapara B COOTBETCTBHMHM €O cTaThell 18 Hacrosmero @enepanbHOro 3aKoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 ionsa 2015 ropa. - ®eagepanbHbI 3aKoH oT 22.12.2014 N
429-®3.

Crtatbsa 23. 3KkcnepTu3a KayecTBa NeKapCTBEHHOro cpeacTBa U 3KCNepTUu3a OTHOLUeHUS
0XuaaemMon nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NeKapCTBEHHOro npenapara ans
MeaAULUUHCKOro npuMmeHeHusA

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

1. DxcnepTu3a KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIEPTH3a OTHOIIECHUS OKUIAEMOW IOJb3bI K
BO3MOYKHOMY PHUCKY IIPUMEHEHUs JICKaPCTBEHHOTO IIpernapara Juisi MEJULIUHCKOIO0 IPUMEHEHUS, COCTABIICHUE
KOMMCCHSIMH 3KCIEPTOB 3aKIKOYEHUH 110 pe3yJbTaTaM IPOBEICHHBIX HKCIIEPTU3 W HAMPABICHHE ITHX
3aKJIIOUYEHUH B YIIOJTHOMOYEHHBIN (hefiepaabHblii OpraH UCIOJHUTENBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
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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" [lata coxpaHenusi: 31.12.2020

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

MPEBBIIIAIOIINN CTa IECATH paboUuX THEH CO AHS MONTYYSHUS SKCIIEPTHBIM YUPEKICHHEM COOTBETCTBYIOIIETO
3a/laHusl YIIOJIHOMOUYEHHOTO (heiepaqbHOr0 OpraHa MCIOJTHUTEIHLHONW BIACTH U HEOOXOAUMBIX TOKYMEHTOB B
ANEKTPOHHOU (hopMe WIIH Ha OYMaKHBIX HOCUTEIISX.

2. B TedeHue eBSHOCTA JHEW CO JHS MOJIYYEHHS PELIEHUS YIOJIHOMOYEHHOro (efepaibHOro opraHa
WCIIOJTHUTENIBHOW BJIACTH O MPOBENCHHMM JKCIEPTU3, NPEIyCMOTPEHHBIX 4YaCThIO | HACTOAIIEH CTaThH,
3asiBUTEIb MPEJACTABIAET B OKCIIEPTHOE YUPEIKACHUE I MIPOBEACHUS SKCIIEPTU3bI KaueCTBa JICKapCTBEHHOIO
cpeAcTBa 00paslpbl JEKapCTBEHHOTO IpenapaTta s MEIUIMHCKOIO MNPHUMEHEHHs, MPOU3BEACHHOIO B
COOTBETCTBUM C TPEOOBAHUSAMH ONBITHO-IPOMBIIIJIEHHOTO M (MJIM) TPOMBIIUIEHHOTO PErJIaMEHTOB,
YTBEPKICHHBIX PYKOBOJIUTEIEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKK€ B COOTBETCTBYIOLIUX
ciaydasix oOpasubl (apMaleBTUYECKON CyOCTaHIMM, TECT-IITaMMa MHUKpPOOPTraHU3MOB, KYJIbTYpbl KIIETOK,
oOpasIpl BEIIECTB, MPUMEHSEMBIX I KOHTPOJS KadecTBa JIEKAPCTBEHHOI'O CPEJICTBA IyTEM CPaBHEHUS C
HUMM HCCIIEyeMOro JIEKapCTBEHHOTO CpEACTBA, B KOJUYECTBAX, HEOOXOIUMBIX JUIsl BOCHPOM3BEACHUS
METOJI0B KOHTPOJI Ka4eCTBa.

3. Ilpu mnomydyeHun oOpa3LOB JIEKAPCTBEHHOTO Impenapata U (apManeBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEKICHHE BBIIACT 3asBUTEIIO JTOKYMEHT, TOATBEPKAAIONINH MMOTyuYeHHE YKa3aHHBIX 00pa3IioB,
U B CPOK, HE TPEBHIAIONINNA TpeX pabounx IHEW, YBEIOMIISET B DJEKTPOHHOH (opMme min Ha OyMaKHOM
HOcHTeNe 00 3TOM YIIOJIHOMOYEHHBIN (efiepanibHbIi OpraH UCIIOJHUTENIbHOM BIIaCTH.

4. Yka3aHHble B 4acTsAX 2 M 3 HacTOALIEH CTAaThbU CPOK Ul NPEACTaBICHUS 3asBUTEIEM 00pa3loB
JIeKapCTBEHHOT0 Impenapata W (apManeBTHYECKOH CyOCTaHIMM U CPOK YBEJIOMIJIEHUS SKCIEPTHBIM
yUpexkaeHueM 00 3TOM Ha OyMakHOM HOCHUTEJe YIOJHOMOYEHHOTO (peepaibHOr0 opraHa MUCIOJIHUTEIbHON
BJIACTH HE BKJIIOYAIOTCS B CPOK IIPOBEJEHUSI SKCIIEPTU3, IIPEYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTaTbU.

5. JIOKyMeHTBI, NIOCTYNHBIIME B OKCIEPTHOE YYPEKICHUE JUIi IPOBEACHUS OJKCIEPTHU3,
MPEeyCMOTPEHHBIX YacThi0 | HacTosIel cTaThu, MOJJIEKAT BO3BPATy B YINOJHOMOYEHHBIN (enepaibHbIN
OpraH HCIOJIHUTEJIIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUSMH, IIOJIYYEHHBIMH II0 pe3yJibTaTaM
COOTBETCTBYIOILUX IKCIIEPTH3.

CrtatbA 24. dkcnepTu3a KavyecTBa NIeKapCTBEHHOroO CpeAcTBa M 3KCNepTU3a OTHOLUEHUs
0XuaaemMon nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NeKapCTBEHHOro npenapara ans
BeTEPMHAPHOIro NPpUMeHeHuns

1. DxcnepTu3a KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOLIECHUS OKUIAEMOW IOJB3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHMS JIEKAPCTBEHHOT'O IIpernapara Jjisi BETEpUHAPHOTO IPUMEHEHHUs], COCTaBIICHUE
KOMMCCHUAMHM OKCIEPTOB 3aK/IIOUYEHHMM II0 pe3yJibTaTaM YKa3aHHBIX OKCIIEPTU3 M HAIPaBICHUE TaKUX
3aKJIIOYEHUH B YIIOJIHOMOYEHHBIN (hefiepaabHblii OpraH UCIOJHUTEIBbHOM BIACTH OCYLIECTBIISIOTCS B CPOK, HE
MPEeBBIIAIONINN cTa JecsITH paboyux [OHEH co JHS TOJYy4YeHHUs HKCHEPTHBIM YUYpPEXKJACHHEM 3a/laHus
YIOJIHOMOYEHHOT0 (heiepajIbHOrO OpraHa UCIOJHUTEIbHOM BIACTU C JOKYMEHTaMH, YKa3aHHBIMHU B 4acTu 3
cratbi 17 HacToswmero denepagbHOro 3aKOHa.

(B pen. ®enepanpHbIx 3aK0HOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue Tpuanatd pabouux THEH CO JHSI MONYYCHHS PEIICHUS YTOTHOMOYEHHOTO (eIepabHOTO
OopraHa WCIIOJIHUTEIIbHOW BJIACTU O MPOBEJACHHHM YKAa3aHHBIX B YacTH | HACTOSAIMIEW CTAaTbU DSKCIEPTH3
3asBUTEIH MPEJICTABISET B KCIIEPTHOE YUPEKICHUE NIl IPOBEJICHHUS YKCIIEPTU3bI Ka4eCTBa JIEKAPCTBEHHOTO
cpenctBa oOpas3ipl JIEKAPCTBEHHOI'O Ipernapara A BETEPUHAPHOTO MPUMEHEHUs, MNPOU3BEIECHHOIO B
COOTBETCTBUM C TpPEOOBAHUAMU TEXHOIOTUYECKUX PETIAMEHTOB, YTBEPXKICHHBIX PYKOBOAHUTEIEM
MPOU3BOJUTENS] JIEKAPCTBEHHBIX CPEACTB, @ TAaKXKE B COOTBETCTBYIOIIMX CIIy4yasiX TeCT-IITaMMBI
MHUKPOOPTaHU3MOB, KYJbTYyphl KIETOK, 00pasubl (apmaneBTHUeCKOH CyOCTaHIIMM, OOpasibl BEIIECTB,
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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" [lata coxpaHenusi: 31.12.2020

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

NpUMEHSIEMbIE Ui KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX, HEOOXOJUMBIX JUIS
BOCIIPOM3BEJICHUS METOAO0B KOHTPOJISI KAUeCTBA.
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

3. ITlpm mnonydeHwnm oOpa3IOB JICKAPCTBEHHOTO Tmpemnapara © (apMameBTHUECKON CyOCcTaHIIUN
OKCIICPTHOC YUPCKIACHUC BEIIACT 3adBUTCIIO JOKYMCHT, HOJITBep)KHaIOIIII/II;’I IMOJIYUYCHHE YKa3aHHBIX o6pa3u013,
U B CpPOK, HE TMPEBBINIAONIUN TpeX pabo4yMx [IHEW, YBEIOMISICT B IUCHBMEHHOW ¢opMme 00 3ToM
YIIOJITHOMOYCHHBIN (heiepalibHbIN OpraH UCIOJHUTEIBHOM BIACTH.

4. Cpok amsi IpeICTaBICHHs 3asBUTENIeM 00pa3IoB JEKapCTBEHHOTO MpernapaTta U (apMareBTHIECKON
CyOCTaHIIMM ¥ CpPOK YBEJOMJICHHS OKCHEPTHBIM YyuYpeXJeHHeM 00 53TOM B NHCbMEHHOH (opme
YIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa MCIIOJHUTEIBHOW BJIACTH, YKa3aHHbBIE B YACTSIX 2 M 3 HACTOSIIEH
CTaTbH, HC BKIIOYAIOTCA B CPOK MNPOBCACHUA YKAa3aHHBIX B YaCTU 1 HaCTOSIHIeI\/'I CTaTbH SKCIICPTUS.

5. JIOKyMEHTBI, IOCTYIMBIINE B HKCIEPTHOE YUpPEXKJIEHHE Ul IMPOBEACHUS yKa3aHHbIX B dactu |
HACTOSILIEN CTaThU OKCHEpPTH3, MOAJEKAaT BO3BpaTy B  YIOJHOMOYEHHBIH QenepaiabHbIi  OpraH
HCIIOJIHUTEJILHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSMU TI0 PE3yJIbTaTaM yKa3aHHbBIX SKCIIEPTH3.

CraTtba 25. [loBTOpHOE NMpoBeAeHNEe IKCNEepPTU3bI NIeKapPCTBEHHbIX 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 JAHHBIX, (PaIbCU(UKAIIMH BHIBOJIOB SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA,
COKPBITUSI OT YIIOJHOMOUYEHHOTO (heepanbHOro opraHa MCIOJIHUTEIBHOW BIIACTH OCHOBAHMN IS OTBOJA
JKCIIEpTa BCJEACTBHE €r0 3aMHTEPECOBAHHOCTH B pPE3yJbTaTaX COOTBETCTBYIOIIEH SKCIEPTHU3bl, HAIMUUS
JaHHBIX O MPSIMOM JIMOO KOCBEHHOM BMEIIATENIbCTBE B IPOILIECC COOTBETCTBYIOLIEH SKCIEPTHU3BI JIUL, HE
YUacTBYIOUIMX B €€ IPOBEAECHUHM, HO OKAa3aBIIMX BIMSHUE Ha MIPOLECC M PEe3ysbTaThl €€ IMPOBEICHHUS,
YIOJIHOMOYEHHBIM (eiepaJbHbIM OPraHOM MCIOJHHUTEIbHON BIACTH Ha3HAyaeTcs IMOBTOpHAs SKCIEpTH3a
JIEKapCTBEHHOTO CPEJICTBA U (MJIH) ATUYECKast SKCIIEPTHU3A.

(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, YCTAHOBJICHHBIM YIOJHOMOYCHHBIM (PerepaabHBIM  OpPraHOM
WCITOJITHUTEJILHON BJIACTH M HE TPEBBIMIAIONIUN TPUALATH PabO4YMX JHEH CO JHS TMOJYYCHHUS SKCIEPTHBIM
yUpeKJIeHUEM 3aJaHHsI Ha TPOBEJICHIE MTOBTOPHOM SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTRA.

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

3. ®dunHaHCOBOE OOCCIICUCHUE BBIIOJHCHUS 3aJaHUS HA MPOBEICHHUE TIOBTOPHON O3KCIEPTHU3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYLIECTBIISETCS.
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CrtaTbs 26. YcKOpeHHas npoueaypa 3KCnepTU3bl NleKapCTBEHHbIX CPeacTB

1. VYckopeHHas mpouenypa OSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TI'OCYJapCTBEHHOMN
perucTpalvy JIEKApCTBEHHBIX MPENapaToB IPUMEHSETCS B OTHOLIEHUM OpQaHHBIX JIEKapCTBEHHBIX
IpenapaToB, NEPBBIX TPEX JIEKAPCTBEHHBIX IpENapaToB, perucrpupyemsix B Poccuiickoilt @exepannu B
KayeCTBE BOCIIPOMU3BEACHHBIX JICKAPCTBEHHBIX IIPENApaTOB, OYEPEAHOCTh KOTOPBIX OIpPENEesseTCcs B
COOTBETCTBUHM C HOMEPOM M JAaTOM BXOIALIMX 3asBJICHUN O FOCYJapCTBEHHOM pErucTpanuu JIEKapCTBEHHBIX
IIpenaparoB B pPaMKax OJHOTO MEXIAYHApOJHOIO HEMATCHTOBAHHOIO HAMMEHOBAHUS JIEKAPCTBEHHOI'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" [lata coxpaHenusi: 31.12.2020

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

npenapata WiIM TPyNINHPOBOYHOTO HAMMEHOBAHMS JIEKAPCTBEHHOrO IIpernapara, M JIEKAPCTBEHHBIX
IIPENapaToB, MIPEeIHA3HAYEHHBIX UCKJIFOUNTENBHO JI IPUMEHEHUS HECOBEPIIEHHOJIETHUMU TpaXkIaHaAMHU.
(B pen. @enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-P3)

2. VYckopeHHas Tpoleaypa JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IEIAX TOCYJapCTBEHHOM
pEerucTpaIyy JIEKApCTBEHHBIX MIPETMapaToB HE TPUMEHSIETCS B OTHOIIICHHH:

1) 6uoanaoroBsix (OMOMOAOOHBIX ) JICKAPCTBEHHBIX MpenapaToB (0M0aHaIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpPEnapaTroB (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, MpeIHa3HaAYCHHBIX UCKIIFOUUTENBHO /ISl IPUMEHEHUS! HECOBEPIICHHOJIETHUMU Tpak/laHaAMH ),

4) HOBBIX KOMOMHAIUI 3aPETUCTPUPOBAHHBIX PaHEEe JIEKAPCTBEHHBIX MTPEMapaToB;

5) nexapCTBEHHBIX MpEnaparoB, 3aperHCTPUPOBAHHBIX paHEe, HO NPOM3BEJCHHBIX B JIPYTHX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUM C IEpPEYHEM HAMMEHOBAHMU JIEKAPCTBEHHBIX (OpPM M B HOBOMU
JI03UPOBKE.

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

3. VYckopeHHass mnpoueaypa OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOAUTCS IO PEHICHUIO
COOTBETCTBYIOILIETO YIOJTHOMOUYEHHOrO (heepaJbHOro opraHa HCIOJHUTEIBHOM BIIACTH HAa OCHOBAaHUU
3asiBIICHUS 3asiBUTEN B CPOK, HE MPEBBIMIAIONINI BOCBMHIECATH pabouux nHed. [lpu sTom skcmepTHsa
JOKYMEHTOB, COAEPAIINUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IIpenapar, MPOBOJUTCS B CPOK,
HE TIPEBBIIAIOIINN AeCATH pabouux JHEH, SKCIEepTH3a KauecTBa JIGKAPCTBEHHOTO CPEJCTBA M IKCIEPTH3A
OTHOIIIEHHUS 0XHIaeMOI MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara MpoBOJSTCS
B CPOK, HE MPEBBIMIAIOIINN MIECTUIECITH PaboUHX JHEH.

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

3.1. B orHomeHuu Op(aHHBIX JIEKAPCTBEHHBIX IMPEMapaTOB MOTYT OBITh MPEACTABIEHBI PE3yIbTAThI
JNOKIMHUYECKUX HCCIEIOBAHUMN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKMX MCCIICIOBAHUN JIEKaPCTBEHHBIX
MPENapaToB il MEIWLMHCKOrO INPHUMEHEHHMS, BBINOJHEHHBIX 3a mnpenenamu Poccuiickoit denepauuu B
COOTBETCTBUM C [IPABUJIAMU HaJUIeXkallel 1adopaTopHOM MPaKTUKU U IPaBUIAMU HaJUIeKallel KIMHUYECKON
MIPaKTHKH.

(dactp 3.1 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas Tpoleaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB IPOBOJAUTCA B  MOPSIKE,
ycTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nactosiero deaepaqbHOro 3aKOHA, U HE O3HAYACT CHUKEHUS
TpeOoBaHMI K 6€30MIaCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MTPEIapaToB.

CraTtbAa 27. PewweHune o rocyaapCcTBEHHOW perncTpauuvm fieKapcTBEHHOro npenapara

1. B cpok, He mpeBbIIAIOIUN AECATH paboduMx JHEH cO AHA MOJNydeHHs 3aKIIOUeHHH KOMHUCCHU
JKCIIEPTOB II0 pe3yjbTaTaM 3KCIEPTU3bl KAa4eCTBA JICKAPCTBEHHOI'O CPEIACTBA M JKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IIOJIB3bl K BO3MOKHOMY PHUCKY NPHUMEHEHMS JICKAPCTBEHHOI'O IIpEnapara, COOTBETCTBYIOLIUN
YIIOJTHOMOYEHHBIN (heiepalibHbIi OpraH UCIIOTHUTEIBHOM BIACTH:

(B pen. ®enepanbHoro 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" [lata coxpaHenusi: 31.12.2020

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

1) pa3memniaer Ha cBoeM o¢UIMaIbHOM caifiTe B ceTu "VHTepHEeT" COOTBETCTBYIOLIME 3aKIIOYEHHUS
KOMHUCCHUH 3KCIIEPTOB U OCYLIECTBIISIET UX OLIEHKY AJIS ONPEAEIECHUS COOTBETCTBUS 3a/laHUIO Ha MPOBEICHUE
3TUX IKCIIEPTU3;

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

2) NpUHUMAET pelleHUe O rOCyAapCTBEHHON perucTpaliy JeKapCTBEHHOTo MpernapaTa Wik o0 0TKasze B
roCy/apCTBEHHOW PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara;

3) BHOCHUT TpH TMPHHATHU PEUICHHUS O TOCYJAPCTBCHHON pErHCTpaliy JIGKAPCTBEHHOTO Iperapara
JaHHBIE O 3aPETHCTPUPOBAHHOM JIEKAPCTBEHHOM TIperapare, B TOM Yucie O (papMaleBTUIeCKO CyOCTaHIINH,
BXOJISIIICH B COCTaB JIGKAPCTBEHHOTO IpermapaTa, B TOCYJAPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEJICTB U
BBIIACT 3asBHUTENIO0 PETUCTPAIMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOrO Tmpemnapara, (GopMa KOTOpPOTo
YTBEPXKAACTCS YIOJHOMOYCHHBIM ()eicpalbHBIM OpPraHOM HWCIOJHUTEIBHOW BJIACTH, COTJIACOBAaHHBIC
HOPMATUBHYIO JTIOKYMEHTAIIMIO0, HOPMATHBHBIA JOKYMEHT, MHCTPYKIIUIO TI0 IMPHUMEHEHHUIO JICKApCTBEHHOTO
npenaparta ¥ MakeThl IEPBUYHON YITAKOBKH M BTOPHYHOHN (TIOTPEOUTEIHCKON) YIIAKOBKU C YKa3aHUEM Ha HHX
HOMEpa PETUCTPAIMOHHOTO YIOCTOBEPEHMS JIGKAPCTBEHHOTO Tpernapara W JaThl €ro TocyAapCTBEHHON
pPETHCTpAIVH WU B Cllydae MPUHATHS pelieHus 00 0TKa3e B TOCYNapCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO
mperapaTta yBeJIOMIISIET B MMUCbMEHHOUW (opMe 3asiBUTEIN 00 3TOM C YKa3aHHUEM MPHYUH TAaKOTO OTKasa. 3a
BBIJIaYy PETHUCTPAIMOHHOTO YJIOCTOBEPEHUS JICKAPCTBCHHOTO IIperapata B3WMAeTCs TIoCyIapCTBEHHAs
MOIIJTMHA B COOTBETCTBUU C 3aKOHOIATENLCTBOM Poccuiickoit denepanuu 0 Hajorax u coopax.

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

2. OcHOBaHHEeM Ul OTKa3a B TOCYJapCTBEHHOH pErucTpanuy JIEKapCTBEHHOrO NpenapaTta JUls
MEIULMHCKOTO TPUMEHEHUS SABISETCS 3aKII0UYEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (herepaabHOro
OpraHa MCIHOJHHUTEIbHOM BIAaCTM O TOM, 4YTO KadyecTBO M (win) 3((PEKTUBHOCTH PErUCTPUPYEMOTO
JIEKapCTBEHHOI'0 IpernapaTta Ui MEIULUHCKOTO MPUMEHEHHs] HEe MOJTBEP)KIEHBI MOTYYCHHBIMU TaHHBIMU
WIN 4TO PUCK NPUYMHEHMs Bpe/a 3J0POBbIO YeJIOBEKa BCIIEICTBUE MPHEMa JIEKAPCTBEHHOrO Ipenapara s
MEIUIMHCKOI0 IPUMEHEHUS MpeBbIIaeT 3PPEeKTUBHOCTb €ro MPUMEHEHUS.

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

3. TloBTOpHOE TpEACTaBICHHWE B COOTBETCTBYIOIIMK YIOJHOMOUYEHHBIH (enepanbHblii  Opran
WCIIOJIHUTENIBHOW BJIACTH JIEKAPCTBEHHOI'O IIpemnapara, B OTHOUIEHMM KOTOPOro IIOJy4YeH OTKa3 B
rOCy/IapCTBEHHOW PETUCTPALlMU M KOTOPBIM BIOCJIEICTBUM MOJBEPICcs M3MEHEHHI0O B YacTH €ro COCTaBa,
paccmaTpuBaeTcsi Kak IPEACTAaBICHUE HOBOIO JIEKapCTBEHHOIO IIpernapaTra Ha €ro TIOoCyIapCTBEHHYIO
PETUCTPALIAIO HE3aBUCUMO OT COXPAHEHUs €r0 NEPBUYHOIO HAMMEHOBAHUS.

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

4. Ilpu npegocTaBieHUH 3asBUTEIEM B COCTaBE PETUCTPALIMOHHOIO J0CHE HA JIEKAPCTBEHHBIN IpernapaT
JUIE  BETEpUHAPHOTO TNPUMEHEHHs KOMHHM  PEHIeHHsS  YIOJHOMOYEHHOro  (heaepasbHOrO  OpraHa
WCIIOJIHUTENIBHON BJIACTH O TNPOBEIECHUWU WHCIEKTHPOBAHUS MPOU3BOAMUTENS JEKAPCTBEHHBIX CPEACTB CPOK
NPUHATHSL PEIIeHHs] O TOCYAapCTBEHHOW pPErucTpalydy JIEKAPCTBEHHOrO IIpernapara s BETEpPUHAPHOTO
NPUMEHEHHUs] IPUOCTAHABINBACTCS CO JIHS MOJTYUYEHUs 3aKII0UYEHU, yKa3aHHBIX B yacTu | HacTosIIeH CTaThy,
710 JTHSI TIPUHATHUS YIIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIIOJIHUTEIbHON BIACTHU pEIICHUS O BblIaue
i 00 0TKa3e B BhIAAYE 3AKIIOUEHHUS] O COOTBETCTBUH NMPOU3BOAMUTEINS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUAM
MIpaBUJI HAJJIEKAIEH TPOM3BOICTBEHHOM MPAKTHKH, HO HEe 00Jiee YeM Ha CTO BOCEMB/IECST PadOUYmnX JTHEH.
(uacts 4 BBeneHa denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHHEM 51 OTKa3a B l"OCYI[&pCTBGHHOﬁ peructpaiuu JICKApCTBCHHOI'O IIpfriapara I
BCTCPUHAPHOT'O MMPUMCHCHU ABJIACTCA 3aKJIFOYCHUC YHOOJHOMOYCHHOTO Q)eﬂepaanoro opraHa
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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" [lata coxpaHenusi: 31.12.2020

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

UCTIOTHUTENFHOM BJIACTH O TOM, YTO KauecTBO U (miH) 3()pPEeKTUBHOCTH PErHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Ajsi BETEPUHAPHOTO NPUMEHEHUsI HE MOATBEPKJIECHBI MOJYYEHHBIMU JIAHHBIMHU WJIM 4YTO PHUCK
IIPUYMHEHUS BpeAa 370pPOBbI0 KUBOTHOIO BCIEACTBME IpUeMa JIEKapCTBEHHOIO IIpemapaTta JAJs
BETEPUHAPHOTO MPUMEHEHHs TMpeBbIaeT 3(PQPEeKTHBHOCTh €ro NpPUMEHEHHWs, OTKa3 YHOJHOMOYEHHOTO
(denepaibHOro opraHa HCIOJIHUTEIBHOW BIACTH B BbIJa4€ 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOAUTENS
JICKapCTBEHHBIX CPEACTB TPEeOOBaHMSIM MpPAaBHJI HaJUIeKalled MPOM3BOACTBEHHON MPAKTUKU JUIS KaXIOu
MPOU3BOJCTBEHHON TUIOMIAAKA PETUCTPUPYEMOTO JIEKapCTBEHHOrO TpemapaTa [Uisi BETEPHUHAPHOTO
NIPUMEHEHHS B Clly4ae, €CIM MPOM3BOACTBO JIEKAPCTBEHHOI'O IpernapaTa AJs BETEPUHAPHOTO NPUMEHEHUs
OCYILIECTBIISIETCA 32 npenenamMu Poccuiickont @enepannu, Wi OTCYTCTBUE TAKOTO 3aKJIOYEHHUS.

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

Koncynrrantlinroc: npuMedanue.
O mopsimke W CpoKax OMpEeNeTeHUsT B3aUMO3aMEHSEMOCTH JIEKAPCTB JICKAPCTBEHHBIX TPEMapaToB,
3apeructpupoBaHHbix 110 01.03.2020, cm. ¢1. 3 @3 01 27.12.2019 N 475-D3.

Cratba 27.1. B3aumo3aMeHAeMOCTb JeKapCTBEHHbIX MpenapaTtoB AnNs MeAULUHCKOro
NPUMEeHeHuUA
(B pen. denepanpHoro 3akona ot 27.12.2019 N 475-D3)

1. B3auMo3aMeHsIeMOCTb JIEKAPCTBEHHBIX IMPENnapaToB JUIsi MEIAULMHCKOTO NMPUMEHEHUS ONpeaesieTcs
YHOOJHOMOYCHHBIM (pe,uepaanHM OopraHomM HUCIIOJIHUTEIHLHOU BJIACTHU, OCYHICCTBIIAIOIIUM T'OCYAAapCTBCHHYIO
PEruCTpavio  JCKAPCTBCHHBIX IpCIapaTroB [MjId MCAULOMUHCKOrO IMPUMCHCHHUA, B paMKax OAHOI'O
MEXIyHapOAHOI0 HEMAaTEeHTOBAHHOIO (MJIM XMUMUYECKOT0, WK TPYNIUPOBOYHOI0) HAMMEHOBAHUSI HA OCHOBE
3aKJIIOYEHUS KOMMCCHUU 3KCIIEPTOB HKCHEPTHOTO YUPEXKIEHUS O B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHOI'O
npernapara Jisi MEIUIIUHCKOTO MPUMEHEHHS JIN0O O TOM, UTO JIEKapCTBEHHBIN Mpernapar JUisi MeTUIITHCKOTO
NPUMEHEHUsST HE  sABJISIETCS  B3auMo3aMeHsieMbIM. llopd/lok  ompenesneHHuss  B3aUMO3aMEHSIEMOCTH
JICKAPCTBCHHLIX IPCIapaToB IS MCAULIUMHCKOTO NMPHUMCHCHUSA U gho[gMa 3aK/IIIOYCHHUA KOMUCCHUU SKCIICPTOB
OKCIICPTHOI'0 YYpPCXKIACHUA O B3aUMO3aMCHACMOCTH JICKAPCTBCHHBIX IIpCapaTtoB A4 MCIUIIHUHCKOI'O
IPUMCHCHUA 1mbo o TOM, 4YTO J'IeKapCTBCHHI)II\/II npenapar i MCAUIUHCKOI'O IMPUMCHCHUA HE ABIIACTCA
B3aMMO3aMEeHseMbIM, ycTaHaBiuBaroTca [IpaBurensctBoM Poccuiickoit @enepany.

2. Komuccusi 3KCIEpTOB SKCIEPTHOTO YUPEXKAEHHUS JaeT 3aKII0YeHHe O B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHOT0 IpenapaTa sl MeIUIUHCKOrO IPUMEHEHHs IMO0 O TOM, UTO JIEKAPCTBEHHBIN Ipernapar s
MEJUIMHCKOTO IPUMEHEHUS HE SBIIAECTCS B3aUMO3aMEHSIEMBIM, HAa OCHOBAHHUU CIEAYIOIIUX KPUTEPUEB
(XapakTepuCTHK):

1) sxBUBaJIEHTHOCTH (/111 OMOAHATIOTOBBIX (OMOMOAO00HBIX) JICKAPCTBEHHBIX MpEmapaToB (OMOaHATIOTOB)
- COTIOCTaBMMOCTb) KAY€CTBEHHBIX M KOJUYECTBEHHBIX XapaKTEPUCTUK (DapMaleBTHUECKUX CyOCTaHIIUH WU
COITOCTaBUMOCTh Q@HTUTEHHOTO COCTaBa BaKIMH. VICMONIBb30BaHUE pa3iIMyYHBIX COJICH, F(UPOB, KOMIUICKCOB,
M30MEPOB, KPUCTAIUIMYECKUX (OPM U APYTUX MPOU3BOJHBIX OJHOTO M TOTO K€ JIEHCTBYIOIIETO BEUIECTBA HE
SIBJIICTCS TIPETATCTBUEM ISl ONpEAeNICHUS B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX TMPENapaTroB, €Cld MpU
NPOBEJICHUM WCCIICAOBAaHUS OMOIKBUBAJICHTHOCTH JICKAPCTBEHHOTO IMpermapara WJIA HCCIICIOBaHUS
TEPANeBTHYSCKON AKBHBAJICHTHOCTH JICKAPCTBEHHOI'O TIperapara JOKa3aHO OTCYTCTBHE KIMHHYECKU
3HAYMMBIX pPa3Iuuuid  (papMakOKMHETHKH W (win) dS(QexTuBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO
npenapara Juisi MEJUITUHCKOTO TIPUMEHEHUS;

2) SKBUBAJIEHTHOCTb JIEKapCTBEHHOM (opmbl. [log SKBUBANEHTHBIMH JIEKAPCTBEHHBIMH (hOpMaMH
MOHUMAIOTCSL pa3Hble JIEKapCTBEHHbIE (DOPMBI, HMMEIOIIUME OJWHAKOBBIE CIOCOO BBEICHHUS M CHOCOO
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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" [lata coxpaHenusi: 31.12.2020

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

NpUMEHEHHUs,  OoOJafjalolllie  CONOCTaBUMBIMH  (papMaKOKMHETHYECKHMH  XapaKTepUCTUKaMU U
(apMakoJIOTHYECKUM JIeCTBUEM M 00ECTeUMBAIONINE TAKXKE JOCTIKEHHE HEO0OXOAMMOro KIMHUYECKOTO
spdexra. Paznmuumsa  nekapcTBEHHbIX (HOpM  HE  SABIAIOTCA  MPEMSATCTBHEM Ui ONpEACICHHUs
B3aMMO3aMEHSEMOCTH  JICKaPCTBEHHBIX  IPENapaToB, €CIM  INpU  IPOBEIACHUU  HCCIEHOBAHUSA
OMOPKBHUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mperapara WIM HCCIEOBAHUS TepareBTUYECKOW 3KBHUBAJIECHTHOCTH
JIEKapCTBEHHOT'0 Ipernapara JOKa3aHO OTCYTCTBHE KJIMHUYECKU 3HAYMMBIX Pa3nuuuil (apMaKOKMHETHKH U
(umn) 3 PeKTUBHOCTH U 6€30IaCHOCTH JIEKAPCTBEHHOTO Ipemnapara JUisi MeAULMHCKOTO IPUMEHEHHUS;

3) OSKBUBAJIEHTHOCTb WJIM COINOCTaBUMOCTH COCTaBa BCIIOMOTATENbHBIX BEILECTB JIEKAPCTBEHHOTO
npemnapara Jyisi MeJUIIMHCKOTO IpuMeHeHus1. Pa3nuuunst coctaBa BCIIOMOTaTENIbHBIX BEUIECTB JIEKAPCTBEHHOTO
npernapara He SBISIOTCS MPETATCTBHEM ISl OTIPEIIICHUS] B3aNMO3aMEHIEeMOCTH JIEKapCTBEHHBIX TPEnapaTos,
€CITM TIPY TIPOBEJICHUH UCCIIEIOBaHHUs OMOIKBHUBAJICHTHOCTH JIGKAPCTBEHHOTO Tperapara WIH HCCIE0OBaHUS
TEpareBTUUECKONH JKBHBAJICHTHOCTH JIGKAPCTBEHHOTO IIperapara JOKa3aHO OTCYTCTBHE KIMHUYECKH
3HAYUMBIX pa3nuyuil QpapMakokuHeTUKU W (wiu) d3(PPEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO
mpenapara sl MEOUIMHCKOTO MpuMeHeHHus. [lpy HaimuuM KIMHUYECKH 3HAYUMBIX — Pa3nduid
(hapmakokuHETHKY U (WiaH) 3PPEKTUBHOCTH ¥ OE30MMACHOCTH JICKAPCTBEHHOTO TIperapara Jjisi MeTUITTHCKOTO
MPUMEHEHHUS B3aMMO3aMEHSIEMOCTh OMpENeNsieTcss C YKa3aHWeM Ha WCKIIOYEHHE OTIENBHBIX TPy
MAIEeHTOB;

4) HNJICHTHUYHOCTD crnocoba BBCACHUA U crocoba IMIPUMCECHCHUAA,

5) COOTBETCTBUC TIPOU3BOAUTEIIAA JICKAPCTBECHHOT'O CpPEACTBA Tpe6OBaHI/I$IM OpaBujI HaJJIexKaniei
HpOHBBO,Z[CTBGHHOfI IIPAKTUKHU.

3. Ompenenenre B3aMMO3aMEHSIEMOCTH BOCIIPOU3BEICHHBIX JIGKAPCTBEHHBIX MPEMapaTroB Jis
MEIMIMHCKOTO TPUMEHEHUsA, yKa3aHHbIX B yactu 10 crateu 18 nHacTosimero denepaibHOrO 3aKOHA,
OCYIIECTBIISIETCS 0€3 HEOOXOUMOCTH JI0Ka3aTEIbCTBA UX OMOIKBHUBAJICHTHOCTH.

4. OcobeHHOCTH ONIpeeNeHUs B3aUMO3aMEHAEMOCTH OHOJOIMYECKHX JIEKapCTBEHHBIX IIPENaparos,
KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB (CoAepKaliux KOMOMHAIMIO IBYX M Oosiee JEeHCTBYIOIIMX
BELIECTB), JEKAPCTBEHHBIX MPENapaToB JJIs MapeHTEPAIbHOIO NMUTAHUS U HEAO03MPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB ycraHasiusaroTcs [IpasurensctsoM Pocculickont @enepanuu.

5. OHpCI[eHeHI/IC B3aUMO3aMCHACMOCTH HE OCYHICCTBJIIACTCA B OTHOIICHHU JICKAPCTBCHHBLIX
PACTUTCIIBHBIX IIp€IapaToB, TOMCONMATHYCCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. (DOpMI/IpOBaHI/IC IEPECUHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPEIapaToB A1 MCIAUIUHCKOI'O
IMPUMCHCHUSA OCYHICCTBIIACTCA OKCICPTHBIM YYPCKIACHUECM ITOCPECACTBOM O6T>G,HI/IHGHI/I$I JICKApCTBCHHBIX
npemapatoB B OTACIBHBIC TPYIINbI, B KaXa0i u3 KOTOPBIX JICKAPCTBCHHLIC TIPCIIApaThl ABJIAKOTCA
B3aMO3aMCHICMbBIMMU.

7.B CJIydac BKIIIOYCHUA B HHCTPYKIHUIO IO MEAUIUHCKOMY MPHUMCEHCHUIO JICKAPCTBCHHOTI'O ITPCIIapaTa Ha
OCHOBAHMHU PE3YJIbTATOB COOTBETCTBYIOIINX I/ICCJ'IG)IOBaHI/II\/'I IMOKa3aHui A IMPUMEHCHUA, KOTOPEBIC
OTIIMYAIOTCS OT IIOKa3aHWH AJId  OPpUMCEHCHHA JOPYTuX JICKAPpCTBEHHBIX IIp€IIapaToB M3  TI'PYIIIBL
B3aUMO3aMCHSCMBIX  JICKAPCTBCHHBIX  IIPCIIapaTOB, B IEPCUHC B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX
npernapaTtoB AJIsI MCAUIIUHCKOTI'O MPUMCHCHUA JOJIKHA OBITh YKa3aHa COOTBCTCTBYIOIIAA HH(bOpMaL[HH.

Koncynsrantlntoc: mpumeganue.
Ilepedyenr B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IIPENApaToOB, B OTHOIIEHUU KOTOPBIX HMEIOTCA
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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" [lata coxpaHenusi: 31.12.2020

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

pe3yNbTaThl HCCIEAOBAHNN OMOIKBUBATICHTHOCTH WM TEPANIEBTUYECKON SKBUBAJICHTHOCTH, JIOJDKEH OBITH
chopMUpOBaH W pa3MelieH Ha odunuanbHoM caidte MunsnpaBa Poccum go 01.07.2020. (D3 ot
27.12.2019 N 475-D3).

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIPENApaToB I MEIULUHCKOTO NPUMEHEHHUS
pa3meraeTcs yHOJIHOMOYEHHBIM (peaepanbHbIM OpraHOM HCIOJHUTENBHOW BJACTH, OCYIIECTBISIOIINM
rOCy/IapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENApaTOB A MEIUIMHCKOrO NPUMEHEHHS, Ha CBOEM
opunmaneHoM caiite B cetn "HMHTepHer". MHpopmanms B mepeyHe B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
MpernapaToB s MEIUIMHCKOTO NPHUMEHEHHUS OOHOBJISETCS yKa3aHHbIM  (eIepaIbHBIM  OpraHOM
UCIIOJIHUTENILHOW BJIACTM C yYETOM HOBBIX 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpEnapaToB s
MEAMIMHCKOIO NMPUMEHEHNS U BHECEHHBIX M3MEHEHHH B JOKYMEHTBI, COIEPKALIMECS B PETUCTPALMOHHBIX
JI0ChE€ Ha 3apETMCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaThl A1 MEAULIMHCKOTO IPUMEHEHUS.

9. llopsnok WCHONB30BaHUS HHPOPMAIMK O B3aUMO3aMEHSIEMBIX JICKAPCTBEHHBIX Nperaparax s
MEIUIIMHCKOTO TIPUMEHEHUs U TOPSAAOK Jadd Pa3bsCHEHWH 10 BONpPOCaM B3aUMO3aMEHSIEMOCTH
JICKAapCTBEHHBIX MpENapaToB Il MEAMIIMHCKOTO TPUMEHEHHUs ycTaHaBiuBatoTcs [IpaBuTenbcTBOM
Poccuiickoit deneparumu.

Koncynwsrantlloroc: mpuMedanue.
Cpok perucrtpaiuu JIEKapCTBEHHOTO mpenapata, ucrekaronmi ¢ 15.03.2020 o 31.12.2020, npoaJieH Ha
12 mecsieB (ITocranoBnenue IpaBurensctBa PD ot 03.04.2020 N 440).

CraTtbAa 28. PeructpaumoHHoe yaocToBepeHUe nekapcTBEHHOro npenapara

1. PeructpannoHHoe yJ10CTOBEpEHHE JIEKAPCTBEHHOT'O Mpernapara ¢ yKa3aHUueM JIEKApCTBEHHBIX (HopM U
JI03UPOBOK BBIIAETCS OECCPOUHO, 33 MCKIIOUEHHEM DPErMCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
Ipernapara, BbIIaBAEMOIO CO CPOKOM JEWCTBHS IIATH JIET, HAa BIIEPBBIE PETUCTpUpyeMble B Poccuiickon
®denepanny JEKaApCTBEHHBIE ITPENapaThl.

2. Ilo wcreyeHMM yKa3aHHOTO B 4YacTH | HACTOAMIEH CTaThU CpPOKa BBIAACTCS OeccpoyHOe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIGKAPCTBEHHOTO TMpemapara MpH YCJIOBUUM MOATBEPXKIEHUS €ro
roCyJJapCTBEHHOM perucTparuu.

3. B cnyuae BHeceHus B cooTBeTcTBUM co cTaThsiMu 30 u 31 Hactosdmero denepanbHOro 3akoHa
U3MEHEHUH B COJIEpIKalMeCs] B PErUCTPALMIOHHOM JI0Ch€ Ha 3apEeruCTPUPOBAHHbBIN JIEKAPCTBEHHbIN IpenapaT
JOKYMEHTBI, 3aTparuBarouX CBEJCHHS, OTPaKEHHbIE B PErHCTPALIMIOHHOM YJOCTOBEPEHUHU JIEKAPCTBEHHOIO
mpenapara, YINOJHOMOYEHHbIH  (enepalbHbI  OpraH  WCHOJHMUTENBHOM  BJIACTH  BBIJAET  HOBOE
pEerucTpalMoHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOI'O IpenapaTa, CoJepKaliee BHECCHHbIE B HErO U3MEHEHHUSL.
(dacts 3 BBeneHna denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B ciyuae yTpaThl WIH HOBPEXIECHUS PETHCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara
[0 3asBJICHUI0O B TNHCbMEHHOM (QopMme JeprkaTesis WIM Biajaeiblia PErUCTPALlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'0 Mpernapara Win YIOJIHOMOYEHHOIO0 UMH JPYroro IOpUAXYECKOro JHila O Bblaaue TyOauKaTa
PETUCTPAIIIOHHOTO yIOCTOBEPEHMsI JIEKAPCTBEHHOI'O IIpernapara YMOJIHOMOYEHHBIN (eaepalbHblii OpraH
UCIIOJIHUTENIHON BJIACTH B CPOK, HE MPEBBIIAIOIINN JeCSITH pabouux AHEH cO JHS MOCTYMJICHUS 3asBJICHUS,
BBIJIaeT yOJMKAT PEerucTPallMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOIO Mpemnapara. 3a Bbliady IyOnukara
PEruCTPallMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa B3MMAeTCs IOCyJapCTBEHHas HOUUIMHA 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" [lata coxpaHenusi: 31.12.2020

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

COOTBETCTBUH C 3aKOHOAATeNsCTBOM Poccuiickoit deneparnu o Hanorax u coopax.
(uacts 4 BBenena denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Koncynprantllntoc: mpumeuanue.
Cpoxk perucrpaiuu JeKapCcTBEHHOTO mnpenapara, ucrekaromuii ¢ 15.03.2020 o 31.12.2020, npoyieH Ha
12 mecsues (IloctanoBnenue IIpaBurensctsa P® ot 03.04.2020 N 440).

Cratba 29. [loaTBepXaeHMe rocyfapCTBEHHOW peructpaumm  neKkapcTBeHHOro
npenapara
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. TlonTBepkaeHUE TOCYJAPCTBEHHON PETUCTPALMK JICKAPCTBEHHOTO Ipernapara OCYIIECTBIAECTCS MPHU
BbIJIade O€CCPOYHOTO PETUCTPAITMOHHOTO YIOCTOBEPEHHMS JICKaPCTBEHHOTO MperapaTa B ciiydae, yKa3aHHOM B
yacTtu 2 crathu 28 HacTosmero deaepanbHOro 3aKOHa, B CPOK, HE MPEBBIMIAIONINN MIECTUAECATH pabounx
THEH CO JHS TOJY4YEHHUS COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (peepaIbHBIM OPraHOM HCIIOJHUTEIHHON
BJIACTH 3asBJICHUS O TMOATBEPXKIECHUU TOCYJAPCTBEHHOW pETUCTpalluu JIeKapCTBEHHOro Impemnapara. He
OCYIIECTBIISIETCS TIOITBEPKIACHUE TOCYJAPCTBEHHON PETHCTPAllU B OTHOIICHUH JIEKAPCTBEHHOTO TIperapara,
He HaxojuBIIerocss B oOpamieHun B Poccuiickoit denepanuu B TedeHHE Tpex W Oojee JieT, a TakkKe B
OTHOIIIEHWW JIGKAPCTBEHHOTO CPEACTBA, IMPOM3BEICHHOTO C HapyIIeHHeM TpeOOBaHHUs, YCTaHOBJIECHHOTO
yacTblo 3.7 ctatbu 71 Hacrosuero deaepanbHOro 3aKOHa.

2. 3asBieHHE O TOATBEPKICHUHM TOCYIApCTBEHHOW PETHCTpAalMK JIEKapCTBEHHOTO IMpermapaTa s
MEJHMIIMHCKOTO TPUMEHEHUS TMPEJICTABIISICTCS B COOTBETCTBYIOMIMIA YIIOJTHOMOYCHHBIN (enepalbHbIii opraH
WCIIOJIHUTEIFHON BJIACTH HE pPaHEe YeM 3a CTO BOCEMBJICCAT JHEH J0 HCTCYCHUS CpOoKa JEeHCTBUS
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara JUisi MeAUIIMHCKOTO MTPUMEHEHHS.

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

2.1. 3asBneHue O MOITBEPKACHUU TOCYAAPCTBEHHOW PEruMCTpalMM JIEKApCTBEHHOrO Npernapara Jis
BETEPUHAPHOTO TIPUMEHEHUS MPEACTABISETCS B COOTBETCTBYIOIIMIA YIIOJHOMOUYEHHBINH (eepaNibHBI OpraH
WCIIOJIHUTENIbHOM BJIACTM HE paHee YeM 3a CTO BOCEMBJIECSAT JHEH 10 HCTEUYECHMs] CpoKa JCUCTBUS
PErUCTPAIIMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOTO TIpemapara il BETEPUHAPHOTO TPHUMEHEHUS U HE
M037iHee OKOHYAHUs CPOKA €ro ACHCTBHUS.

(dactp 2.1 BBenena denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

3. IloaTBepKaeHWE TOCYIApPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOIO IIpenapara OCYIIECTBISAETCS 110
pe3yinbTataM 3KCIEpPTH3bl OTHOLIEHMSI OKHMIAEMOW TOJb3bl K BO3MOXXKHOMY PHCKY IPUMEHEHUs
JIEKapCTBEHHOTO TIpenapaTa Ha OCHOBAaHUHM PE3yJIbTaTOB MOHHTOPWHTa 3(P(EKTUBHOCTH M 0€30MacHOCTH
JIEKapCTBEHHOT'0 IpernapaTa, IpOBOJAUMOrO JIepKaTeIeM WU BIAJNIbLEM PErUCTPALIUOHHOIO YIOCTOBEPEHNUS
JIEKapCTBEHHOT'0 IpenapaTa JIM0O0 YIOJTHOMOYEHHbIM UMHU IOPUANYECKUM JIUIIOM, a TAKXKE COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM UCHOJHUTENBHOM BIACTH B COOTBETCTBUU C TPEOOBAaHUSIMU CTaThbU
64 nacrosmero denepaibHOro 3aKOHA.

4. K 3adBIE€HUIO O NOJATBEP)KIECHUHM T'OCYJApPCTBEHHON PETUCTpALMU JIEKapCTBEHHOI'O Ipernapara st
MEJUIIMHCKOTO IPUMEHEHMS IIPUIIAratoTCs:

1) 1okyMeHTBI, cojaepXKallue pe3yibTaTbl MOHUTOpPHHra 3(pQexTUBHOCTH U  0€30MacHOCTH
JIEKapCTBEHHOT'0 IpenapaTa A MEIUIUHCKOIO NMPUMEHEHMs], TPOBEJCHHOIO JAepKaTelleM WIN BIaJeibleM
PETUCTPALIMOHHOTO yJIOCTOBEPEHMsI JIEKAPCTBEHHOrO Mpemnapara JUlsi MEIUIUHCKOro IMpUMEHEHHs JInOo
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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" [lata coxpaHenusi: 31.12.2020

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

YHOOJHOMOYCHHBIM UM HOPpUAWUYCCKUM JIMIIOM, IO (DOPME, YTBer(HeHHOﬁ YIOJIHOMOYCHHBIM (I)C,HepaJ'IBHLIM
OpraHoM HUCIIOJIHUTEIbHOMN BJIaCTH,

Koncynsrantlntoc: mpumeuanue.
C 01.01.2021 B m. 2 4. 4 cr. 29 BHOcarcs udMeHnenus (®3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro

PEAAKITHIO.

2) Koy JULEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB WM KOIUS 3aKIIOYEHUS O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM IPABMI HAJUICKAIIEH MPOU3BOACTBEHHOW MPAKTUKH,
BBIIaHHBIX  yINOJHOMOYEHHBIM  (elepaibHbIM  OpPraHoOM  HCIOJHUTEIBHOW BIACTM B  OTHOLIEHUU
IPOM3BOJACTBCHHOM  IUIOINAJKM  JIEKAPCTBEHHOIO  Ipermapara Uil MEAMLIHUHCKOIO  IPUMEHEHHUS,
rOCyJapCTBEHHAsl PETMCTpaldsd KOTOPOro IMOATBEPKAACTCSA B CIydae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOI'O
rpenapara s MeJULUHCKOro IIPUMEHEHHUs ocyliecTBisieTcs: B Pocculickon Penepanuu;

Koncynsrantlntoc: mpumeganue.
C 01.01.2021 B m. 3 4. 4 cr. 29 BHOcarcs udmeHnenus (P3 ot 27.12.2019 N 478-D3). Cm. Oynymuryro

PEAAKITHIO.

3) xomusi BBIJAHHON YMOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOIUTEINS JTUIIEH3UU Ha MPOU3BOICTBO
JIEKapCTBEHHOTO TIpenapara Jiisi MEIUIIMHCKOTO IPUMEHEHUSI U €€ MEePEBOJ] Ha PYCCKUH SI3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TOPSIKE, a TaKKEe KOMHUS 3aKIIOUEHUS O COOTBETCTBHUU IMPOM3BOJIUTENS JICKAPCTBEHHBIX
cpencTB TpeOOBaHMSIM TIPaBWJI HaJJICKAIIEH MPOW3BOJICTBEHHON IMPAKTHKH, BBIJAHHOTO YIOJHOMOYCHHBIM
(denepadbHBIM  OpPTaHOM  HWCIONHUTENBHONM BIACTH B  OTHOIICHWHM TPOM3BOACTBEHHON  IJIOMIAAKU
JIEKapCTBEHHOI'0 TMpernapaTta isi MEAUIIMHCKOIO IMPUMEHEHHUs, TOCYJIapCTBEHHAsl PETrUCTpalsi KOTOPOIo
MOJITBEPIKIACTCS, WIIM KON PEIICHUS YIIOJTHOMOUEHHOTO (DeIepaTbHOr0 OpraHa UCTIOJHUTEILHON BIACTH O
MPOBEACHUN HHCIIEKTUPOBAHUS TPOU3BOAMTEINS JICKAPCTBEHHBIX CPEACTB B ClIy4ae, €CIU TPOU3BOJCTBO
JIEKapCTBEHHOT'O TIperapara Il MEIUIIMHCKOTO NMPUMEHEHUs] OCYIIECTBIISICTCS 3a mpenenamu Poccuiickoit
denepanyu.

(dactp 4 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B orHomieHUU OWOJIOTMYECKUX JIEKAPCTBEHHBIX MPEMApaToB ISl MEIUIIMHCKOTO MPUMEHEHUS
3asBUTENb  JIOMOJIHUTENILHO TPEJCTABIsAECT PE3yJbTaTbl MEPONPHUSATHH, MNPEAyCMOTPEHHBIX IUIAHOM
YIpaBJICHUS] PUCKAMH, YTBEPXKIECHHBIM yIOJTHOMOYEHHBIM (PeiepaIbHbIM OPTraHOM HCIIOJTHUTEIILHON BJIACTH
NP OCYIIECTBJICHUH TOCYJApPCTBEHHON PErHCTpallud JICKAPCTBEHHOTO Tperapara i MEIUIIMHCKOTO
MIPUMEHEHUS.

(uacts 4.1 BBeena @enepanbHbiM 3ak0oHOM OT 04.06.2018 N 140-D3)

4.2. K 3as4BJ€HUIO O MOATBEPKACHUU FOCYJApPCTBEHHOM pEerucTpanyy JIEKapCTBEHHOIO Ipenapara Juis
BETEPUHAPHOTO IPUMEHEHMsI IPWIAraroTCsi JOKYMEHTBI, COJEpJKallue pe3yJbTaThl MOHHUTOPHHIA
s¢dexkTuBHOCTH U O€30MAaCHOCTH JIEKapCTBEHHOIO Ipernapara JUisi BETEpPUHAPHOIO NPHUMEHEHUs,
IIPOBOJIUMOTO JIepKaTesIeM WM BIIAJeNbLEM PErUCTPAllMOHHOTO yI0CTOBEPEHUS JIEKapCTBEHHOTO IIpenapara
JUI  BETEPUHAPHOIO MPUMEHEHHUs JHUOO YMOJIHOMOYEHHBIM UM IOPUAWYECKMM JIMLOM, MO Qopme,
YTBEP)KJICHHOH YIOJHOMOUYEHHBIM (efiepaibHbIM OpPraHOM HCIIOJIHUTENbHONW BIAcTH, U JOKYMEHTHI,
yKa3zaHHble B myHKTax 1, 2 - 2.2, mogmynkrax "a", "6", "k", "n" mynkra 4 yactu 3 ctarbu 17 HacTOSIIETO
@®enepaibHOTO  3akOHa. B OTHOLIEHMM HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpPENapaToB UL
BETEPUHAPHOTO MPUMEHEHUS HE MPEJCTABIISIOTCS CBEJIEHUS, YKa3aHHbIE B MOANYHKTe "K' myHKTa 4 yactu 3
cratbi 17 Hacrosamero PenepanbHOro 3akoHAa. B  OTHOIIEHMM JIEKApCTBEHHBIX MpenapaToB ISt
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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" [lata coxpaHenusi: 31.12.2020

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

BETEpUHAPHOIO TPUMEHEHHUS, IOJyYEHHBIX C MPUMEHEHHEM TI'€HHO-WH)XKEHEPHO-MOJIU(PUIIMPOBAHHBIX
OpPTraHU3MOB WM COJCPXKAIIUX TAKHE OPTaHU3MBI, JTOMOJIHUTEIBHO MPECTABISAIOTCS CBEACHUS, YKa3aHHbIC B
nyHkTe 13 yactu 3 crateu 17 Hactosmero denepaibHOro 3aKOHa.

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

Koncynpranrlitoc: npumedanue.
C 01.01.2021 4. 4.3 cr. 29 uznaraercs B HoBo# penakuuu (P3 ot 27.12.2019 N 478-D3). Cm. Oyaymryro

PECAAKIIHIO.

4.3. C 3asgBneHUEM O NOATBEPKIACHUM TOCYJApPCTBEHHOM DPETMCTpallUM JIEKapCTBEHHOIO IIpernapara
3asiBUTENIb IPEICTABIISIET KOMUIO JOKYMEHTA, MOATBEPKAAIOLIErO YIUIaTy IOCYyJapCTBEHHOW NOLUIMHBI 3a
MOJITBEPXK/ICHUE TOCYJapCTBEHHON pPETrUCTpalMy JIEKAPCTBEHHOI'O Ipemnapara, JUOO0 MOXKET IpeJCTaBUTh
yKa3aHHBIH JOKyMEHT MO COOCTBEHHOH HMHMIMAaTHBE. B ciydyae HenmpencTaBieHUs yKa3aHHOTO IOKyMEHTa
YIIOJITHOMOYEHHBIN (pe/iepaibHbIi OpraH UCIOTHUTEIBHON BIIACTH MPOBEPSET (DAKT yIUIaThl TOCYAapCTBEHHON
HOLIMHBI 3asiBUTEIEM MOCPEACTBOM HCIIOJIb30BaHMUs MH(pOpMaLuu o0 ymjare rocy1apcTBEHHON MOLUIMHBL,
cojepxaieiicas B I'ocyaapcTBeHHOM WHGOPMALMOHHOM CHUCTEME O TOCYJapCTBEHHBIX M MYHMLMIAIBHBIX
IUIaTeXaxX, Ha OCHOBAaHMM IIPEACTABICHHOW 3asBUTENIEM KONMM JOKYMEHTa, IOATBEPKIAIOLIETO YIUIATy
roCyJapCTBEHHOM IMOLUIMHBI.

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

5. B Teuenue necatu pabouux JHEH CO JHSA NPUHSITHS 3asBJICHUS O MOATBEPKICHUU TOCYJapCTBEHHOMN
perucTpanyy JIEKapCTBEHHOTO IIpenapara M JOKYMEHTOB, COJEp)KalluX pe3yiabTaTbl MOHUTOPHUHIA
3¢ (GEKTUBHOCTH U 0€30MaCHOCTH JIEKAapCTBEHHOIO Ipernapara, IpOBOJUMOIO JepXaTejaeM WU BiajesblieM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOI'O Mpernapara MO0 yHOJIHOMOYEHHBIM UMM IOPHINYECKUM
JIMLIOM, YTIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJHUTEIBHOM BIACTH:

1) mpoBOAMT MPOBEPKY TIOJHOTHI CBEIEHUM, COAEpXkAIIMXCS B IPEJCTABICHHBIX 3asgBUTEIEM
JNIOKyMEHTaX;

2) NpUHUMAET pelIeHHWEe O IPOBEACHUU WIM 00 OTKa3e B IPOBEAECHUM SKCIEPTHU3bl OTHOLICHMS
OKU/IaeMOU IOJIb3bl K BO3MOXHOMY PHCKY IPHMEHEHHs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHUU
pe3yabTaTOB MOHUTOPHHTa 3((EKTUBHOCTH M OE€30MaCHOCTH JIEKAapCTBEHHOTO Ipernapara, MpOBOIUMOIO
JepKaTeleM WIM BIAJAEibLIeM pPETUCTPALIMOHHOIO YJIOCTOBEPEHMs JICKapCTBEHHOIO mpenapara Jinbo
YHOOJHOMOYCHHBIM MU IOPUAUYCCKHUM JIMIIOM, a TAK¥XKC (bellepaHLHBIM OopraHomMm HUCITIOJTHUTEILHOM BJIACTH B
COOTBETCTBUU C TpeOOBaHUSAMU cTaTbu 64 HacTosero denepanbHOro 3aKoHa;

3) yBeAOMJISIET B RJIEKTPOHHOM (hopMe UM NUCbMEHHON (hopMe 3asiBUTEINS U SKCIIEPTHOE YUPEXKICHUE O
OPUHATOM pelleHHH Ju00 B clyyae MPUHATHUS peuieHHs 00 OTKa3e B MPOBEICHUM SKCIEPTH3bl YKa3bIBAaET
MPUYUHBI TAKOTO OTKA3a.

6. B cinyuae BBIsIBJICHUS HEAOCTOBEPHOCTHU U (MIJIM) HEIOCTATOYHOCTH MH(OpMAIMH, ConeprKalleics B
NPEACTAaBICHHBIX 3aBUTEIEM JTOKYMEHTAX, YIIOJTHOMOUYEHHBIH (eiepabHblii OpraH HCIOTHUTEIBHOM BIaCTH
HamnpaBisieT 3asgBUTENIO 3ampoc 00 YTOYHEHUHM YyKa3aHHOH wWH(pOpMaluu. 3ampoc YIOJIHOMOYEHHOTO
(denepanbHOro OpraHa MCIOJIHUTEIBHOW BIACTH MOXKET OBITh IEpellaH YIOJIHOMOYEHHOMY IPEICTABUTENIO
3asiBUTENI JIMYHO IOJ PACIMCKy, HAIpaBJIEH II0 IIOYTE 3aKa3HbIM NMHMCbMOM WM I€pelaH B JJIEKTPOHHOU
¢dbopMe MO TeIeKOMMYHHUKAI[MOHHBIM KaHalaM CBsA3M. B ciyuae HampaBiieHHs 3ampoca yHOJHOMOYEHHOTO
(enepanbHOro OpraHa UCIOJIHUTEIBHON BIACTHU IO IOYTE 3aKa3HBIM MMCbMOM OH CUMTAETCS NOJIYYCHHBIM I10
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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" [lata coxpaHenusi: 31.12.2020

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

HWCTEUYCHUM IIECTHU JTHEHM ¢ JaThl HaIlpaBJICHUA 3aKA3HOT'O IMUCbMaA.

7. 3asBuUTENnbh O0S3aH MPEACTaBUTH OTBET HA 3alpoc YIOJIHOMOYEHHOrO (QelepalibHOTO OpraHa
WCIIOTHUTEJIbHON BJIACTH B CPOK, HE MPEBBIMIAIOIINM AEBAHOCTA pabouux AHEH co JHs ero noiydeHus. Cpok,
YKa3aHHBIM B YaCTHU 5 HACTOSIIEH CTaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3arpoca
YIOJIHOMOYEHHOTO  ()eZIepaIbHOTO0  OpraHa  HMCHOJHUTEIBRHONM  BIACTH 10 JHS  TIOJYYCHHUS UM
COOTBETCTBYIOILIETO OTBETA M HE YUMUTHIBACTCA NMPHU HMCUMCICHHHM CPOKa MOATBEPKACHUS TOCYIApCTBEHHOM
pEerucTpalny JEKapCTBEHHOIO Mpenapara.

8. OcHOBaHMEM AJI OTKAa3a B IPOBEJECHUM IKCIEPTU3BI OTHOUIEHHS O’KUAAEMON OJIb3bI K BO3MOKHOMY
PUCKYy IPUMEHEHHs JIEKQpCTBEHHOI'O IIpernapaTa sBISETCS IPEACTAaBICHUE JOKYMEHTOB, COJEpIKalIUX
pe3ynbTatel MOHHTOpHWHTA A((HEKTHBHOCTH W O€30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara, W (Wid) B
OTHOIIEHWH OHOJOTMYECKHX JIEKApPCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYIIECTBICHUS MEPOINPHUATHI B
COOTBETCTBUM C IUIAHOM YTPABJICHHSI PUCKAMH, YTBEPXKJACHHBIM YIOJIHOMOYEHHBIM (hefiepaabHbIM OPraHOM
WCIIOJIHUTENIbHOM BJIACTU MPU OCYIIECTBICHUH TOCYAAPCTBEHHONW PErUCTPALIMH JIEKAPCTBEHHOTO Mpenapara, B
HETOJIHOM 00beMe, OTCYTCTBUE MH(OpMAINH, TOATBEpKAatoIIel (akT yIIaThl TOCYAapCTBEHHOW MOLIUIMHBI
3a TOATBEPXKICHHUE T'OCYNApPCTBEHHON PETUCTpalMy JICKapCTBEHHOTO Ipernapara, JMOO HEempeCTaBICHHE
3asBUTEJIEM B YCTAaHOBJIICHHBIM CPOK OTBETAa HA YKa3aHHBIA B 4YacTW 6 HACTOSIIEW CTaTbU 3aIpoc
YHOJHOMOYEHHOTO (peiepalIbHOTO OpraHa HCIOJIHUTEIbHOW BJIACTH, a TaKKe OTCYTCTBHE B YKa3aHHBIX
JTOKyMEeHTax UH(popmanuu, KoTopas 10JKHA ObITh B HUX OTpaKeHa.

9. DkcnepTu3a OTHOIIEHUS 0XKMJAeMOM IMOJIb3bl K BO3MOKHOMY PHCKY MPUMEHEHHUS JIEKapCTBEHHOI'O
IpenapaTa B LEJISIX MOATBEPKACHNS IOCYJapCTBEHHON PErUCTpalluy JIEKapCTBEHHOTO IpernapaTa IpOBOJANUTCS
KOMHCCHEH 3KCIIEPTOB 3KCIIEPTHOTO YUPEKACHUS B CPOK, HE MPEBBIIAIONINI COpOKa pabounx JTHEH.

10. B cnyyae HEIOCTAaTOYHOCTH MPECTABICHHBIX SKCIIEPTY MATEPHATIOB JJIs Ja4M 3aKIFOUEHUS SKCIEPT
oOparmiaercss K pyKOBOAUTEIIO SKCIIEPTHOTO YUPEXKICHUS O IPEJOCTABICHUH €My HEOOXOIUMBIX MAaTE€PHUAJIOB.
PykoBoauTenb 3KCIEPTHOTO YUpexaAeHUs o0palaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIOJIHOMOYEHHBIN
(denepanbHbIl OpraH UCHOJHUTENBHOM BIACTH, BBIAABIINM 3aJaHNe Ha MPOBEACHUE SKCIIEPTU3bI OTHOIIECHUS
O0’KMJIaeMOM TMOJB3bl K BO3MOKHOMY pPHUCKY IMPHUMEHEHHMS JIEKAPCTBEHHOIO IIpernapara Ha OCHOBaHUU
JOKYMEHTa, COJIEpKaIllero pe3yabTaTbl MOHUTOPUHTA 3((EKTUBHOCTH U O€30MaCHOCTH JIEKapCTBEHHOTO
npenapata. B TeyeHuwe maTH pabouux AHEH cO JHS MOCTYIUIEHHS 3ampoca PYKOBOAMTENS ASKCIEPTHOTO
yUpEeXKJIeHUS! yKa3aHHbIN (enepajabHbli OpraH HCIOJHUTENIBHON BJIACTH HAIPABISET 3asBUTENIO 3allpoc O
NpPEACTAaBICHUN HEOOXOAMMBIX MAaTepHUasoB, KOTOpPbIH MOXET ObITh IepelaH YHOJIHOMOYEHHOMY
IPEICTAaBUTEIO 3aABUTENS JIMYHO IO PACIUCKY, HANPaBJIEH IO MOYTE 3aKa3HbIM MHCBbMOM WIH NEPENAH B
JIEKTPOHHON (opMe MO TEJIeKOMMYHHUKALMOHHBIM KaHalaM CBsi3U. B cilyuae HampaBieHHs 3ampoca
YIIOJIHOMOYEHHOTO (pe/IepaIbHOr0 OpraHa HCHOJIHHUTENBHOM BIIACTH 1O IOYTE 3aKa3HBIM IHCbMOM OH
CUHUTACTCA MOJTYYCHHBIM IO UCTCUYCHUHU LICCTHU HHeﬁ C AaThbl HAITPABJICHUS 3aKa3HOT'O IMUCbhMa.

11. 3asBuTens 00s3aH MPEACTABUTH OTBET Ha 3alpoc YMOJIHOMOYEHHOTO (enepasbHOro opraHa
UCIIOJTHUTENBHOM BIACTH B CPOK, HE MPEBBILAIONUN MIECTUACCATH paboyux IHEH cOo JHS MOJIy4YeHHs
YKa3aHHOTO 3ampoca. YTOJIHOMOYEHHBIN (eiepanbHbIil OpraH UCIOTHUTEILHON BIACTH, BHIIABIINI 3a/1aHue
Ha TMPOBEICHUE DHKCIEPTU3bl OTHOLICHUS OXKHMAAEMOM TOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOI0 IIpenapaTa Ha OCHOBAHMM JOKYMEHTA, COJEPIKAILLEro pe3ysibTaTbl MOHUTOPHUHIA
3¢ (HeKTHBHOCTH W O€30MaCHOCTH JIEKAPCTBEHHOIO IperapaTa, B TEYCHHE MATH padO4YuX ITHEW co JHS
MOCTYIUIEHHUS OT 3asBUTENSl OTBETAa Ha 3allpoC YMOJIHOMOUYEHHOTO (efepanibHOro opraHa HMCIOJIHUTEIbHON
BJIACTH HAIIPaBJS€T 3TOT OTBET B JKCIEPTHOE ydpexaceHHe. B ciydae HenmpeacTaBieHUs 0 HWCTEYEHUU
niecTuaecITH pabouux THEH 3asBUTENIeM OTBETAa HAa YyKa3aHHBIM 3allpoc YIMOJIHOMOYEHHBIH (eaepanbHbIi
OpraH UCIOJIHUTEIBbHOM BJIACTH, BBIAABIIHN 3aJlaHHE Ha MPOBEICHHUE DKCHEPTU3bl OTHOLIEHUS OYKHUIAEMOUN
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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" [lata coxpaHenusi: 31.12.2020

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

IOJIB3bl K BO3MOKHOMY PHUCKY IPUMEHEHMs JIEKAPCTBEHHOIO IIpernapara Ha OCHOBAaHUU JOKYMEHTa,
COJIepKallero pe3ynbTaThl MOHUTOPUHTa 3(()EKTUBHOCTH M 0E€30MacCHOCTH JIEKAPCTBEHHOrO IpemnapaTa, B
TEUYEHHUE IMATH pabouuX JHEH HAINpaBisSeT B AKCIEPTHOE YUPESKICHHE YBEAOMIIGHHE O HEINPEICTaBICHUU
3asiBUTEJIEM OTBETa Ha 3alpoc YKa3aHHOro opraHa. BpeMs co OHS HampaBlieHHs 3ampoca SKCIEPTHOIO
yUpeXKJIeHUS B YIOJHOMOYEHHBIN (QeaepanbHblii OpraH HCIOJHUTENBHON BIACTU 1O [JHS MOJyYeHUs
JKCIIEPTHBIM YUYPEKIECHUEM OTBETA HA 3allpOC MM YBEAOMIICHHs O HENPEACTABICHUM OTBETA HA 3aIIPOC HE
YUHTBIBACTCS. MPU HMCUHUCICHMM CpOKa IPOBEACHUS OKCIEPTU3bl OTHOLICHMS OXHAAEMOH TOJb3bl K
BO3MO)XHOMY PHUCKY NPUMEHEHHS JIEKapCTBEHHOI'O IpenapaTra Ha OCHOBaHMM JOKYMEHTa, COJEPIKallero
pe3yabTaThl MOHUTOPUHTA 3(P(PEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOT'O Tpernapara.

12. B cpok, He MpEeBBINAIOMINANA JECATH PabOYMX THEW CO JIHA TOJTYYEHHUsS 3aKITIOYEHUS KOMUCCHUU
AKCIEPTOB MO PE3YyJIbTAaTaM KCIIEPTU3bI OTHOIIEHUS 0KUAAEMOM MOJIb3bl K BO3MOKHOMY PUCKY PUMEHECHUS
JICKapCTBEHHOT'O Tpernapara, COOTBETCTBYIOLIUIN YIMOJHOMOYEHHBIN (elepalibHblil OpraH HMCIOJIHUTEIbHON
BJIACTH:

1) ocymiecTBIsET OIEHKY JTOrO 3aKIIOYEHHS JUIsl OMpEACNCHUS €ro COOTBETCTBUS 33JaHUI0 Ha
MPOBEACHUE YKa3aHHOW HKCIIEPTHUBDI;

2) NIpUHUMAET pellieHUE O MOATBEP)KIECHUU FOCYAApCTBEHHOW pEerucTpaly JeKapCcTBEHHOT O Npenapara
Wi 00 0TKa3e B MOATBEPKICHUHU TOCYJapCTBEHHOM perucTpauy JeKapcTBEHHOIO Ipernapara;

3) BHOCHUT IpH NPUHITUU PEUICHHs O TOJITBEPKICHUH TOCYIapCTBEHHON PErucTpaliy JeKapCTBEHHOTO
mpernapara CBEJeHHs B TOCYAapCTBEHHBINH PEecTp JIEKapCTBEHHBIX CPEJCTB U BBIIACT 3aSBUTENIO OECCPOUHOE
PErUCTPALIMOHHOE yI0CTOBEPEHHE JIEKAPCTBEHHOTO Mperapara.

13. OcHoBanmeM 1S OTKa3a B TMOATBEPKACHUH TOCYIApCTBEHHOW PErHCTpaIlii JIEKApCTBEHHOTO
mpermapata  SBJISETCS  3aKIIOYCHHE COOTBETCTBYIOMIETO  YIIOJHOMOYEHHOTO  (hefepadbHOro  OopraHa
WCTIOJTHUTEIIBHON BJIACTH O TOM, YTO PHCK MNPUYMHEHHUS Bpela 3I0POBBI0 YEIOBEKAa WM KUBOTHOTO
BCJICJICTBHE IIPHEMa JICKapCTBEHHOTO Mpernapara npeBbiaeT 3p()EeKTUBHOCTh €r0 MPUMEHCHHS.

(B pen. ®enepanpHoro 3akona ot 04.06.2018 N 140-D3)

14. B nepuox TpoBeNEHHUS TMPOLEAYPhl MOATBEPKICHUS TOCYJAapCTBEHHOM  perucTpanuu
JIEKapCTBEHHOTIO Tpenapara ero oodpaiienue B Poccuiickoit @enepannu He MPUOCTAHABIMBACTCSI.

15. Jomyckaercss oOpaieHHe JIEKapCTBEHHBIX IPErapaToB 10 HWCTEYEHHS CpOKa TOTHOCTH,
MMPOU3BCACHHBIX B TCUCHUC CTAa BOCBMUACCATU KaJICHAAPHBIX HHefI IIOCJIC JAThI NPHUHATHA YIIOJTHOMOYCHHBIM
(denepaqbHBIM  OPraHOM  MCIIOJIHUTENBHOW BIACTH pEIIEHHs O MOATBEPKICHUU IOCYJIapCTBEHHON
perucTpanuu, B COOTBETCTBUU C MH(pOpMaIMel, coeprKallencss B TOKYMEHTAaX PErucTPallMOHHOIO J0Che Ha
JIEKapCTBEHHBIH Mpenapar A0 AAThl IPUHATUS TAKOTO PELICHUS.

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

Cratba 30. BHeceHue U3MeHEeHUM B AOKYMEHTbI, coAepxalmecss B perucTtpaumuoHHOM
OOCbe Ha 3aperMcTpMpoBaHHbIN JIeKapCTBEHHbLIW NpenapaT AN MeAULIMHCKOro NPUMeHeHUs

I. B mensx BHECEHMs] M3MEHEHMIl B JOKYMEHTBI, COJEpKalIUecsi B PETMCTPALMOHHOM J0OChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar uisi MEIULUHCKOTO IIPUMEHEHMs], JEP/KATEIb WIHA BIaelIel]
PETHCTPALIMOHHOTO  yAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara MWIA YIOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMLO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) IMPEACTaBISET B YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH MCIOJHUTEIBHON BIACTH 3asBICHHME O BHECEHMH TaKUX H3MEHeHMH mo Qopwme,
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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" [lata coxpaHenusi: 31.12.2020

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

YCTQHOBJICHHOH YIOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH, U MIPUIaraeMble K HeMmy
U3MEHEHMs B YKa3aHHBIE JOKYMEHTBI, a TaKXe JOKYMEHTHI, MOATBEp)KIAIOIINe HEOOXO0IUMOCTh BHECEHHUS
TaKUX U3MEHEHUN.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N_140-D3)

KoncynwsranTtlIoroc: mpuMedanue.
C 01.01.2021 B 4. 1.1 ct. 30 BHOCsATCA M3MeHeHUss (P3 ot 27.12.2019 N 478-d3). Cm. Oynymryro

PEAAKIINIO.

1.1. Ilpu HeoOXOIMMOCTH BHECEHMsI B JOKYMEHTBI, COJAEp)KalllMecs B PErucTpPaliOHHOM J0Che Ha
3aperucTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A1 MeIULIUHCKOTO MPUMEHEHHs], U3BMEHEHUH, YKa3aHHbIX B
NyHKTe 3 YacTh 2 HACTOSIIEH CTaThbd M TPEeOYIONIMX MPOBEACHUS DKCHEPTHU3bl KauecTBa JIEKAPCTBEHHBIX
CpeACTB, 3asBUTENb JONOJHHUTEIbHO TMPEJICTAaBIsCT B  YIOJHOMOUYEHHBIH (enepanbHblii  Opran
HACHOJIHUTEIBHONM BJIACTU KOIIHIO JIMICH3MHU Ha MOPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIIUIO
3aKIIOYCHHUA O COOTBECTCTBHUU HNPOU3ZBOAUTEIA JICKAPCTBCHHBIX CPCIACTB Tpe60BaHI/15[M IpaBuJI Haj:[nexcameﬁ
MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJIHUTEIbHON
BJIACTH B OTHOLIEHUH M3MEHEHHOW W (WJIM) AOMOJHEHHOW MPOU3BOJCTBEHHOM IJIOMIAAKU JIEKAPCTBEHHOTO
mpernapara, B Ciy4ae, €Cld IPOU3BOJCTBO JIEKApPCTBEHHOTO Mpemnapara ocyliecTBisieTcss B Poccuiickoit
dDe;[epauHH, J'II/I6O KOIINKO BBII[aHHOI\/'I YHOOJHOMOUYCHHBIM OPraHoOM CTpaHbl IMPOU3BOAUTCIIA JIMICH3HWU Ha
MIPOM3BOJICTBO JIGKAPCTBEHHOTO TIperapara M ee MepeBOJl Ha PYCCKUH S3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM
HNOPAAKE, a TaKKEC KOIHWIO 3aKJIIOYCHUSA O COOTBCTCTBHUU TIIPOU3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB
TpeOOBaHUSM TPaBWJ HaJJeXalled NPOU3BOJACTBEHHOW MPAKTHUKH, BBIJIAHHOTO  YIOJIHOMOYEHHBIM
(denepaibHBIM OpPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIIEHWU U3MEHEHHOM M (WJIM) JOMOJTHEHHOMN
MPOU3BOJICTBEHHON TUIOIIAKK JIEKAPCTBEHHOTO TperapaTa, WIM KOMHIO PEHIeHHUS YIOJTHOMOYEHHOTO
(I)e,uepaanoro opraHa HWCIOJIHUTEIBHOM BJIACTU O MNPOBCACHUN HHCIICKTUPOBAHUA TIPOU3BOAUTCIIA
JICKapCTBEHHBIX CPEJACTB B CIIy4ae, €CJIHM IMPOHW3BOJICTBO JICKAPCTBEHHOTO Mperapara OCYIISCTBISCTCS 3a
npenenamu Poccutickoit @enepanuu.

(dactp 1.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

Koncynprantllntoc: npumeuanue.
C 01.01.2021 B 4. 1.2 ct. 30 BHOCsATca m3MmeHeHuss (P3 ot 27.12.2019 N 478-D3). Cm. Oymymryro

PCAAKIIHIO.

1.2. Tlpu HEoOXOIMMOCTH BHECEHHsI B JOKYMEHTHI, COJAEp)KalllMecss B PErucTPaliOHHOM J0Che Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar i MEIUIIMHCKOrO IPUMEHEHMS, U3MEHEHNN, YKAa3aHHbBIX B
MyHKTE 4 4acTh 2 HACTOSAMICH CTaThbMl M TPEOYIOUIMX MPOBEACHHS DKCIEPTHU3bl KAYeCTBA JIGKAPCTBEHHBIX
CPEICTB, 3asBUTENb JOMOJHHUTEIHHO TMPEICTABISICT B  YIOJHOMOYEHHBIH  (QenepalbHbIi  OpraH
WCTIOJIHUTEIBHON BJIACTH KOMUIO JIMIIEH3WM Ha MPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB WM KOIHIO
3aKJIIQUYEHUS] O COOTBETCTBUU MPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM IpPaBHJ HaAJeKalleil
MPOU3BOJCTBEHHOW NPAKTHKHU, BBIAAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTU B OTHOUIEHHWHM IMPOU3BOACTBEHHOM IUIOLIAAKHK JIEKQPCTBEHHOrO Ipernapara, B Clly4yae, €ClH
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O TIpemapaTta ocymiecTBisiercs B Poccuiickoit ®epeparuu, nub0 KOMHUIO
BBIJJAHHOW YIOJIJHOMOYEHHBIM OPTraHOM CTPaHbI MPOU3BOAUTENS JIULIEH3UU HAa TPOU3BOJICTBO JIEKAPCTBEHHOIO
Mpernapara U €€ MEepeBOJ HAa PYCCKHM A3bIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM HOPSIKE, a TAKXKE KOIHIO
3aKJIIOUYEHHUsI O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMpaBUII HaJJiexalen
MPOU3BOJICTBEHHONW TPAKTUKU, BBIJAHHOTO YIMOJHOMOYEHHBIM (peliepaqbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTM B OTHOILIECHUHM IPOU3BOACTBEHHOM IUIOIIAJAKUA JIEKAPCTBEHHOI'O IMpemnapara, WM KOIHIO PELICHUS
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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" [lata coxpaHenusi: 31.12.2020

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

YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENBHON BIACTH O MPOBEACHHUH WHCIEKTUPOBAHUS
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO CPEACTBA B Cilydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipernapara
OCYILIECTBIISIETCS 32 npenenamu Poccuiickont @enepanuu.

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

1.3. [IpunsiTHe penieHus: 0 BHECEHUH U3MEHEHUN WM 00 OTKa3e BO BHECEHUH M3MEHEHUH B JIOKYMEHTHI,
cozepXkaliiecss B PErHMCTPALMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar s
MEAMIIMHCKOTO TPUMEHEHHS, B Cllydae HeOOXOJUMOCTH MPOBEIACHHsS AKCIEPTU3bl KaueCTBa JIEKAPCTBEHHBIX
CpeacTB © (WMJIM) DKCHEPTU3bl OTHOIICHHUS OXKUAAEMON TOJIb3bl K BO3MOXXHOMY PHCKY NPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapara il MEAULUMUHCKOIO MPUMEHEHHS OCYILECTBISETCS B CPOK, HE IPEBBIIIAOIIUN
NEBSHOCTA pabOYMX JTHEH, a B OCTATBHBIX CIIyYasX B CPOK, HE MPEBBIMIAOIIANA TPUALATH Pabounx AHEH CO
JTHSI TIPUHSITHS YIIOJTHOMOYCHHBIM (he/lepaibHBIM OPTaHOM HCIIOTHUTEIIPHONW BJIACTH 3asBJICHUS O BHECCHHUH
TaKUX U3MEHEHUHN.

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

1.4. YnonHoMoOYeHHbIH (eaepanbHblii OpraH HCHOJHUTENBHOM BIACTH C YYETOM pE3yJIbTaTOB
(dapMakoHaa30pa M TPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPEJCTB, HAXOMSIIUXCA B TPAKIAHCKOM
000poTe, YCTAaHOBIIEHHBIM TPEOOBAHHSM K UX KaUECTBY B TCUCHHE JACCATH pabOUMX THEH CO THS MOCTYIUICHUS
COOTBETCTBYIOIICH MHGOPMAIMK pa3MeIIaeT Ha cBoeM oduimaibHOM caiite B cetu "MHTepHeT" cBeneHus o
HEOOXOJMMOCTH BHECEHHS B HHCTPYKLHUIO MO MEIUIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOIO Ipernapara
M3MEHEHUI B OTHOUIEHUU CBEJICHHUM O MOKA3aHUAX JJI1 NPUMEHEHHUS U MPOTUBOMOKA3aHUAX ISl IPUMEHEHUS
JIEKapCTBEHHOTO TIperapaTa, BbISABICHHBIX IOOOYHBIX JIEHCTBHSAX, HEXENaTeNbHBIX peakIusIX Mpu
MPUMEHEHHUH JIEKaPCTBEHHOI'O Tpernapara M yBeJOMIISIET 00 3TOM B DJIEKTPOHHOH (hopMe MM MHUCbMEHHOU
dopme (Ha OyMaXHOM HOCHTEJNE) JepKareds WM BIAAENbIa PErHCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'0 TMpemnapara (WJId YIOJIHOMOYEHHOE UM JIpyroe IOpHAWYECKOe JIHI0), a TakXke JepKaTesien
WIM BIAJENBIEB PETUCTPALUOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MpENaparoB (WU YIIOJIHOMOYEHHBIX
UMU IPYTUX IOPUINUECKUX JIUIT), KOTOPBIE SIBISIOTCS B3aUMO3aMEHSIEMBIMHU.

(uactb 1.4 BBennena denepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

1.5. Jlep>karens win Biaaaeel peruCTpallMOHHOIO y10CTOBEPEHUS JIEKApCTBEHHOIO TIperapara, a Takxke
JepKaTelld  WIM BIAJAENbIbl PETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKQpCTBEHHBIX IHpenaparoB (Win
YHOJHOMOYEHHbIE UMHU JApPYTHE IOPUIWYECKUE JIMIA), KOTOpBIE SIBISIOTCS B3aMMO3aMEHSEMbIMH, 00s3aHbI
IpPEeACTaBUTh B YIOJIHOMOYEHHBIH (efepanbHblii OpraH HMCHOJIHMTENbHOM BIAcTU 3asBJICHUS O BHECEHUU
U3MEHEHUN B JIOKYMEHTBI, COJEp)KallUecsi B PETHCTPALMOHHBIX JOChE HA 3apETUCTPUPOBAHHBIE
JICKapCTBEHHbIC IIPENaparbl Il MEJULUHCKOrO IIPUMEHEHHMs, B OTHOILUCHWM CBEICHMM, YKa3aHHBIX B
WHCTPYKIIMHU 110 MEIUIIMHCKOMY NPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB, B TEUCHHE COPOKa PabOUHX JHEH
CO THS pa3MEIICHHUs YIOJHOMOYEHHBIM (heJepasibHbIM OpraHOM HCIIOJIHUTENFHONW BIAcTH WHQOpPMAINH,
yKa3zaHHOH B yactu 1.4 Hacrosimein crateu. JlanHOEe TpeboBaHME HE paCIIPOCTPAHSIETCS Ha CIydau BHECEHHS B
MHCTPYKLHIO 110 MEAUIIMHCKOMY IIPUMEHEHMIO JIEKAPCTBEHHOI'O Iperapara U3MEHEHUN B OTHOLICHUM HOBBIX
NIOKa3aHUM I NPUMEHEHUs JIEKapCTBEHHOI'O Iperapara Ha OCHOBAaHUM PEe3yJbTATOB COOTBETCTBYIOIIHX
UCCIIEI0OBAaHUMN.

(uactp 1.5 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 475-03)

2. 9KCH€pTI/I3a JICKApPCTBCHHBIX CPCACTB B YAaCTHU 3KCICPTU3bI KAUCCTBA JICKAPCTBCHHOI'O CPCIACTBA U
(I/IJ'II/I) OKCIICPTHU3bI OTHOUICHUA O}KH)IaeMOfI IMMOJIB3bI K BO3MOXHOMY PHCKY HNPHUMCHCHHA JICKAPCTBECHHOIO
npenapara i1 MCAUIHUHCKOIO INPHUMEHCHHUSA IIPOBOJUTCA B CIIyda€ BHECCHUA W3MCHEHHI B JOKYMCHTEI,
coJcpKamuecd B PCTrUCTPANMOHHOM [JOChE Ha Sapel"I/ICTpI/IpOBaHHHﬁ J'IeKapCTBCHHHﬁ npemnapar, B
OTHOIICHHUH:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. o1 22.12.2020)

"06 obpalleHnn nekapcTBeHHbIX cpeacTs”

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

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 31.12.2020

1) CBGHCHHﬁ, YKa3aHHbIX B HHCTPYKIHUU IO MEAUIUHCKOMY IIPUMCHCHHIO JICKAPCTBCHHOI'O IIpCIiapara:

a) JICKApCTBCHHAA (bopMa C YKa3aHUCM HAaMEHOBAaHUM M KOJIMYECTBEHHOI'O COCTaBa HeﬁCTBYIOHlHX

BCIICCTB N KA4YCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIBHBIX BCIICCTB (HpI/I HCOGXOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

0) (dapmakoguHamMuka W (hapMaKOKWHETHKA (32 MCKIIOUYCHHEM (PapMaKOKWHETHKH TOMEOIATHUYECKUX
JIEKapCTBEHHBIX MIPEMapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENApaTOB);

B) MOKa3aHUs JUIsl IPUMEHEHMS;

I') IPOTUBOINOKA3aHUs JJIs1 IPUMEHEHUS;

J1) MEpPBI IIPEIOCTOPOKHOCTU IIPU IPUMEHEHUN;

€) YyKa3aHHE€ BO3MOXXHOCTM M OCOOCHHOCTEH NpPUMEHEHHs JIEKapCTBEHHOIO Ipemapara Jis
MEJHUIIMHCKOTO MPUMEHEHHsI 0€pEeMEHHBIMH JKEHIIMHAMH, KCHIIUHAMH B MEPUO]I TPYIHOTO BCKapMIIMBAHUS,

ACTbMHU, B3POCIbIMH, UMCIOIIUMHA XPOHUYCCKUEC 3a60J’IeBaHI/I${;

)K) PCKUM NOO3UPOBAHUA, CIIOCOOBI BBCIACHHUA W INPUMCHCHUA, IPU HCO6XOI[I/IMOCTI/I BpeMs IIpUueMa
JICKApCTBCHHOT O IIpcIiapaTa, MPOAOJIKUTCIIbHOCTD JICUCHUS, B TOM YHUCJIC Y JIeTeH 40 U IOCIE OJHOTO roaa,

3) BO3MOXHBIC MOOOYHBIC JIEHCTBUS M HEXKENATECIbHBIC PEaKIUU MPU MPUMEHEHHH JICKAPCTBEHHOTO
npenapara;

1) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO ITOMOIIY MPHU TEPEO3UPOBKE;

K) B3aMMOJEHCTBHE C APYTUMU JICKAPCTBEHHBIMHU IIpenapaTaMu U (W) TUIIEBBIMU MPOAYKTAMU;

1) (hOpMBI BBINTyCKa JIEKAPCTBEHHOT'O Mpenapara;

M) yka3aHue (mpu HeoOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUS JIEKAaPCTBEHHOIO Mpemnapara MpHu MepBOM
MpUeMe WU MPU €ro OTMEHE;

H) CBEJCHHS O BO3MOXKHOM BJIMSTHUU JIEKAPCTBEHHOTO Tpemnapara isi METUIIMHCKOTO MPUMEHEHHUs Ha
CIOCOOHOCTH YMPABIIATH TPAHCIIOPTHBIMU CPEICTBAMHU, MEXaHHU3MaMU;

O) CPOK I'OJHOCTH M YKa3aHHEC Ha 3alIpeT IMMPUMCHCHU JICKAPCTBCHHOI'O IIpEIiapara 1o HCTCYCHUM CPOKa
T'OJHOCTH,

1) YCIIOBUS XPaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOIO Mpernapara s MeTUIIMHCKOTO MPUMEHEHHUS;

3) U3MEeHEeHUsT MeCTa MPOU3BO/ICTBA JICKAPCTBEHHOTO Mpemnapara Jijisi MEJIUIIMHCKOTO IPUMEHEHUS;

4) W3MCHEHHS MoKa3aTeliell KadecTBa JICKAPCTBCHHOT'O IIpfriapara il MECAUIHUHCKOIO0 IMPUMCHCHUA U
(I/IJ'II/I) METOHOB KOHTPOJISI Ka4CCTBA JICKAPCTBCHHOT'O IIperiapaTta IJjisi MCAULIUHCKOTO IIPUMCHCHU
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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" [lata coxpaHenusi: 31.12.2020

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

5) HU3MCHCHUA CPOKA I'OAJHOCTH JICKAPCTBECHHOTO IIpenapaTa 11 MCAUIHUHCKOTI'O IPUMCEHCHUS

6) cBeieHUH O HEOOXOAMMOCTH BHECEHHsS] HMHBIX H3MEHEHHH B HHCTPYKLHUIO IO MEIUIIMHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIPErapara, a TakKe B MHbIE JOKYMEHTBI, COAEPIKAIINECS B PETUCTPALlUOHHOM
JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapat. IIpu 3Tom penieHue 0 NpOBEACHUU SKCIEPTHU3BI
KauecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) SKCHEPTU3bl OTHOLICHHS 0)KMJIA€MOW MOJB3bl K BO3MOXHOMY
PUCKYy TIPUMEHEHHUs JIEKapCTBEHHOIO IIpenapara Uil MEIULIUHCKOTO IPUMEHEHUS IIPUHHMACTCA B
COOTBETCTBUM C YTBEPXKACHHOW YIIOJHOMOUYEHHBIM (eepanibHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH
ka1accuukanmei M3MEHEHUH, BHOCHMBIX B JOKYMEHTBI, COJEp)KaIlMecss B PETHUCTPAlMOHHOM JI0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIperapar.

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

KoncynwsranTtlIoroc: mpuMedanue.
C 01.01.2021 4. 3 ct. 30 u3maraercs B HOBOM penakiuu (D3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
DEIAKIIHIO.

3. C 3asBiI€HUEM O BHECECHMH U3MEHEHUH B JOKYMEHTBI, CONEP/KAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaT Uil MEAULUHCKOTO MPUMEHEHH, HapsAy C TOKYMEHTAaMH,
YKa3aHHBIMH B 4acTU | HacCTOSILEH CTAaThH, 3asBUTENb NPEACTABIAECT KOMUH JOKYMEHTOB, IIOATBEPKAAOIINX
yIUIaTy FOCYJapCTBEHHOM HOLLIMHBI 32 BHECEHUE B JIOKYMEHTBI, COAEPKAIIUECS B PETUCTPALIMOHHOM J0CHE
Ha 3apETHCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar Uil MEAMIMHCKOTO NPUMEHEHMS, W3MEHEHUH,
TpeOyIOIMX MNPOBEACHUS OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B 4YacTU OKCIEPTU3bl KauyecTBa
JIEKapCTBEHHOI'0 CpEACTBA U (MJIM) HKCIEPTH3bl OTHOIIEHUS OXHMJIAE€MOM IOJb3bl K BO3MOKHOMY DPHCKY
IPUMEHEHUs JIEKAPCTBEHHOIO IpenapaTa Uil MEAULMHCKOrO IPUMEHEHHUs, IOCYJapCTBEHHOM MOLIJIMHBI 3a
BHECEHHUE B JIOKYMEHTBI, COJAEPKAIIMECA B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapar Uil MEAMLMHCKOTO NPUMEHEHHs, M3MEHEHHWH, He TpeOYIOUIMX MPOBEACHUS HKCIEPTH3BI
JIEKapCTBEHHOTO CPEJCTBA, MO0 BIIpaBe MPEACTaBUTH MO0 COOCTBEHHOW MHUIIMATHBE YKAa3aHHBIC JOKYMEHTHI.
B ciydae ux HempencTaBiIeHHs YIIOJHOMOYEHHBIN (eliepaibHbIi OpraH MCIIOJHUTEIFHON BIACTH MPOBEPSET
(bakT ymiaTsl roCcy1apCTBEHHBIX IOLUIMH 3asBUTENIEM ITOCPEICTBOM HMCIIOJIb30BaHUs MHPOpMALUU 00 yIuiaTe
rOCyJapCTBEHHbIX TMOLUIMH, cojepxxaumeiics B [ocymapcTBeHHOH HMH(GOpPMAlMOHHOM CcUCTEME O
TrOCYyapCTBEHHBIX M MYHMIMIIAJIBHBIX IUIATE)KAaX, HAa OCHOBAHUMU IPEICTABICHHBIX 3asBUTEIEM KON
JIOKYMEHTOB, IIOATBEPKAAIOIINX YIUIATY TOCYAApPCTBEHHOU ITOLIUIMHBI.

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

4. B TedeHue necATd paboOuyMX AHEW CO AHS MOCTYIUIEHHS YKa3aHHOTO B 4yacTW | HacTosAledl cTaTbu
3asBJICHUS U HEOOXOUMBIX JOKYMEHTOB YIIOJHOMOYEHHBIN (pefiepalibHbIA OpraH UCIIOJIHUTEIbHON BIACTH:

1) MMPOBOAUT IIPOBCPKY IIOJIHOTBI WU JOCTOBCPHOCTHU CBGI[CHHIZ, CoacCpIKaIuXCsa B IPCACTABIICHHBIX
3asABUTCIIEM MAaTCpUAIIaX;

2) mpUHHMMAET PEIICHHE O MPOBEACHUM yYKA3aHHBIX B YacTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIMX
9KCIIEPTU3 JIEKAPCTBEHHOT'O CPEICTBA WM 00 OTKA3€ B UX NPOBENECHUU;

3) yBEeAOMIISICT B JICKTPOHHOW MJIM MUCHbMEHHON (DOpME 3asBUTEIISI O MPUHSATOM PEIICHUH WU B CITydae
MIPUHATHS PEeHIeHUS 00 OTKa3e B IMPOBEJACHUU COOTBETCTBYIOIICH DKCIEPTH3BI ¢ YKa3aHUEM NMPHYUH TAaKOTO
OTKa3a.

(B pen. ®enepanbHoro 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" [lata coxpaHenusi: 31.12.2020

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

4.1. B cny4ae BBISIBICHHSI HEIOCTOBEPHOCTH CBEICHHH, COAEPIKAIUXCS B MPEICTABICHHBIX 3asBUTEIEM
MaTepuaiax, YHOJHOMOYEHHBIM (enepaabHblii OpraH MCIOJHUTEIBHON BIACTH HANpAaBISET 3asSBUTEIIO
3ampoc 00 yTOYHEHHMM YKa3aHHBIX CBeAeHHMH. J[aHHBIN 3ampoc MOKeT OBITh mepenaH YHOJTHOMOYEHHOMY
MIPECTABUTEINIO 3asBUTENS JIMYHO TI0J] PACHKCKY, HAIpaBJICH IO MMOYTE 3aKa3HBIM IMHMCHMOM WJIHM TIepelaH B
ANIEKTPOHHON (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H. B cilydae HampaBieHHs TaHHOTO 3ampoca
0 TI0YTE 3aKa3HBIM MUCHMOM OH CUUTAETCS MOJYYEHHBIM 10 UCTEYCHUH LIECTH JHEW C JaThl HAIpaBIICHUS
3aKa3HOTO MHChMA.

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

4.2. 3asgBuTens 00sf3aH MPEJCTaBUTh OTBET HA 3alpoOC YIMOJHOMOUYEHHOTO (heaepaibHOTO OpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMUN JeBIHOCTa pabouMX JHEW cO JAHS MOJy4YeHHUs JAHHOTO
3anpoca. Cpok, yKa3aHHbI B yacTu 4 HacToslIed CTaTbU, MPUOCTAHABIMBAETCS CO JHS HalpaBlICHUS
3asBUTEIIO 3aIPOCa YHOJHOMOYEHHOTO (eepalbHOIO OpraHa MCIOJHHUTEIbHON BIACTU 10 THS NOJIY4YEeHHUs
UM OTBETa Ha JAHHBIA 3alpoc U HE YUUTHIBAECTCS MPHU MCUUCICHUM CPOKA MPUHATHUS PEIIEHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KalMecsi B PETUCTPALlMOHHOM JIOCBE Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIH Npenapar A1 MEAULIMHCKOIO IPUMEHEHUS.

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

5. OcHOBaHHEM ]IS OTKa3a B IPOBEJCHUH YKA3aHHBIX B YaCTH 2 HACTOSIICH CTaThH SKCIICPTHU3 SBIIACTCS
IpEeJCTaBICHUE JOKYMEHTOB, MEPEUYHCIEHHBIX B 4acTsx | M 3 HacTosied cTaTbd, B HEMOJHOM oOBbeMe,
HENpEeCTaBICHNE 3asSBUTEIEM B YCTAHOBIICHHBIM CPOK OTBETa Ha yKa3aHHBIN B yacTu 4.1 HacToAmIel cTaThu
3ampoc yMOJTHOMOYEHHOTO (eepallbHOTO OpraHa HUCHOTHUTENBHOM BIACTH, a TaKke OTCYTCTBHE B
MPEJICTABIICHHBIX JIOKYMEHTAaX JOCTAaTOYHBIX CBEJCHUMN, MOATBEPKIAIONINX HEOOXOIUMOCTh BHECEHUS
W3MEHCHUM, WM OTCYTCTBHE WH(OPMAIIUU, MOATBEPXKAAOMEH (aKT YIIIaThl rOCYJapCTBEHHBIX TMOIUIHH,
YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThU.

(B pen. DeaepanbHbix 3akoHOB 0T 25.11.2013 N 317-P3, o1 22.12.2014 N 429-D3)

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

7. B cpok, HE TpEeBBIMAIONIMKA JeCATH pabodMx MHEW cO JHS TONYyYEHUsS 3aKIIOUYCHUNH KOMHUCCHUI
SKCIEPTOB IO PE3yJbTAaTaM YKa3aHHbIX B 4YacTW 2 HACTOALIECW CTaTbU SKCHEPTU3, YIOJIHOMOYEHHBIN
(dhenepanbHBINA OpraH UCIIOJTHUTEIBHON BIACTH:

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

1) MMPUHHUMACT PCHICHUC O BHCCCHHUU U3MEHEHHUH B AOKYMCHTEI, COACPI)KAIMIUCCA B PETUCTPALIMOHHOM
J0ChC Ha 3apeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar ajad MCAUIHUHCKOTrO NpUMCHCHUS, UJIU 00 oTkaze
BO BHCCCHHUHU TAKHUX I/ISMGHGHI/Iﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIM peecTp JEKapCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpXKallhecss B PETUCTPAMOHHOM JOCh€ Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHbIM NpenapaT A MEAULMHCKOTO NPUMEHEHHUs, He0OXOAMMBbIE M3MEHEHHUs M BO3BpAlllaeT UX
3as1BUTEIIIO;

3) BBLAACT 3asABUTCIIIO HOBOC PCTUCTPALMOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOI'O IIPCIiapaTa B Cliy4ac
HN3MCHCHUA CBGI[CHI/II;'I, COACPIKAIINXCS B HEM.

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

8. OcHOBaHMEM JUI OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTHI, COJEpKAIINECS B PETUCTPallMOHHOM
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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" [lata coxpaHenusi: 31.12.2020

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

JI0OChbe Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpernapar il MEIUIIMHCKOTO MPUMEHEHHS, SBISIETCS
3aKIIIOYCHUE YTIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa UCIOJIHUTEILHOU BJIACTH O BO3MOXKHOCTH CHUKCHUS
0e30MmacHOCTH, KauecTBa, Y(H(PEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA B CIIy4ac BHECCHUS TAKUX H3MCHCHHM.

9. Jlomyckaetrcs oOpamieHHe JIEKapCTBEHHBIX TMPErapaToB UIsi MEAWIWHCKOTO TPUMEHEHHS 0
WCTCUCHHS CPOKa TOIHOCTH, MPOW3BEICHHBIX B TEYEHHE CTa BOCBMHUICCATH THEHW TOCIE NaThl MPUHSITHS
YIIOJTHOMOYEHHBIM ()eIepalbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH PEIICHHS O BHECEHUHM H3MEHCHHH B
JOKYMEHTBI, COIepIKaIlecss B PETHCTPAlIOHHOM J0Che, B COOTBETCTBUU C MH(OpPMALIUEH, colepKaliencs B
JIOKYMEHTaX PETUCTPAIIMOHHOTO 10Che Ha JICKapCTBEHHBIH Mpenapar A0 JaThl IPUHATHS TAaKOTO PELICHHUS.
(dactp 9 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHue U3MeHEeHUM B AOKYMEHTbI, coAepalmecss B perucTtpaumuoHHOM
OOCbe Ha 3aperucTpupoBaHHbIA JIeKAapPCTBEHHbIA npenapat AN BeTepuHapPHOro
NPUMEeHeHuUsA

Koncynbrantllntoc: npumeuanue.
C 01.01.2021 B a63. 1 u. 1 cr. 31 BHOCcsATcA u3meHenus (@3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro

PCAAKIIHIO.

l. B nmensix BHECEHHMs M3MEHEHHI B JOKYMEHTBI, COJEp)KAIIMECS B PETUCTPAMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBINM MpeEnapart sl BETEPUHAPHOTO MPUMEHEHHUS, IepKATENb WM BIaJeliell
PErUCTPAllMOHHOIO  yJOCTOBEPEHMUS JIEKAPCTBEHHOI'O IIpernapara WIA YIOJIHOMOUYEHHOE UM Jpyroe
IOpUIMYECKOE JIMIO (Jajee B HACTOALIEH cTaThe - 3asBUTENb) MPEJICTaBISIET B  YHIOJHOMOYEHHBIN
(denepanbHbIi OpraH MCIOJIHUTEIBHOW BJIACTU 3asBJIEHUE O BHECEHMM TaKUX H3MEHEHUH 1o ¢opme,
YCTaHOBJICHHON YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCTIOJIHUTEIbHON BIIACTH, U MPUJIaraeMble K HEMY
U3MEHEHHUsl B YKa3aHHbIE JOKYMEHTHI, a TaKKe JTOKYMEHTHI, MOJATBEPXKIAIONINEe HEOOXOAUMOCTh BHECCHUS
Takux u3MeHeHud. [Ipu HEOOXOAMMOCTH BHECEHHS HW3MEHEHUH B JIOKYMEHTBHI, COJEpKalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIA IMpenapar il BETEPUHAPHOTO
NPUMEHEHUs, B CIy4asX U3MEHEHMs U (WIM) JOTOJHEHHUS IMPOU3BOJICTBEHHOW IJIOLIAAKU JIEKAPCTBEHHOTO
CPEICTBA, a TaKXKe HM3MEHEHHs TIOKa3aTesied KadecTBa JIEKapCTBEHHOI'O Ipernapara Ui BETEPHUHAPHOTO
MpUMEHEeHUs M (WJIM) METOJI0OB KOHTpPOJS KayecTBa JIEKApCTBEHHOTO IIperapaTa Jii BETEpUHAPHOIO
NPUMEHEHHUS 3asBUTENb JIOTOJHUTEIBHO TMPEACTaBIsSEeT B YIOJHOMOYECHHBIH (helepaiabHBId  OpraH
WCIIOTHUTENIBHON BJIACTHU CJEAYIOIINE JOKYMEHTHI:

Koncynsrantlntoc: npumedanue.
C 01.01.2021 B m. 1 4. 1 cr. 31 BHOcaTcs uzmenenust (P3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro

PEAAKITHIO.

1) xomusi JUUEH3UMM HA TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHOW MTPOU3BOAMUTEIIO
JIEKapCTBEHHOTO TMpernapara Jijisi BETepUHAPHOTO MPUMEHEHHS, 111 POCCUMCKUX MPOU3BOIUTENCH;

KoncynwsrantlIoroc: mpuMedanue.
C 01.01.2021 B m. 2 4. 1 cr. 31 BHOCcaATcs m3meHenus (P3 ot 27.12.2019 N 478-D3). Cm. Oynymryro

PEAAKIIHIO.
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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" [lata coxpaHenusi: 31.12.2020

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

2) KomMs JMIEH3MHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIAAHHOM IPOU3BOAUTEIIO
(apmMareBTHUECKOW CyOCTaHIIMHM, BXOJAIIEH B COCTaB JICKAPCTBEHHOTO IpenapaTa Ul BETEPUHAPHOTO
MIPUMEHEHUS, JI1 POCCUNCKUX IPOU3BOAUTENEH;

3) xomus AOKYMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTPAHbI MPOU3BOJIUTENS ISl KaXIOu
MPOU3BOACTBEHHON  IUIOMIAJIKM  JIEKQPCTBEHHOTO Tpenmapara [Jisi BETEPUHAPHOIO MPHUMEHEHHS U
MOJITBEPKJAIOUIETO COOTBETCTBUE NPOU3BOAUTENS JIGKAPCTBEHHOTO IIpernapata TpeOOBaHUSM MPaBUI
HaJUIeKallel MPOU3BOJCTBEHHON MPAKTUKHU, U €r0 MEePEBOJ] Ha PYCCKUM S3bIK, 3aBEPEHHBIE B YCTAHOBIEHHOM
MOPSAZIKE, a TAKKE KOIHUS 3aKITFOUCHHUS O COOTBETCTBHH MPOU3BOIUTEINS IEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MPaBWJI HAJUICKAIICH MPOM3BOJACTBEHHON MPAKTHKH, BBIIAHHOTO YIIOJTHOMOYEHHBIM (eIepabHBIM OPTaHOM
HCTOJIHUTEIBHON BJIACTU JUIS KaKIOW MPOU3BOACTBEHHOW IUIOMIAJKH JIEKAPCTBEHHOTO IIperapara s
BETEPUHAPHOTO TMPUMEHEHHs, MO0 KOMHUS pEIICHUS O TPOBEICHUM HWHCIEKTHPOBAHUS TPOU3BOAUTEIIS
JICKapCTBEHHBIX CPEJCTB, MPHUHITOIO YMOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCIIOJTHUTEIBLHOW BIIACTU
JUISL Ka)KIOM MPOM3BOJCTBEHHOW IUIOMIA/IKK JIEKAPCTBEHHOTO Ipenapara A BETEPUHAPHOTO MPUMEHEHUS.
VYKka3zaHHbIE JTOKYMEHTBHI MNPEJCTaBISAIOTCS B Cllydae, €CJId MPOU3BOJICTBO JICKAPCTBEHHOTO Mpernapara AJis
BETEPUHAPHOTO IPUMEHEHUS OCYLIECTBIIIETCS 3a npeaenamu Poccuiickon denepannu;

4) KOITuA JOKYMCHTA, BBIJAHHOI'O YHOJIHOMOYCHHBIM OopraHomMm CTpPaHbI IIPOU3BOAUTCIIA
(hapManeBTHUECKOM CYOCTaHIIMM W TIOATBEPKIAIONIETO0 COOTBETCTBUE IMPOU3BOIUTENS (apMarieBTUUECKON
cyOcTaHIMM, BXOZAIIEH B COCTAB JIEKAPCTBEHHOTO IIpenapara Jjsl BETEpPMHAPHOTO IPUMEHEHUs, TPeOOBaHUAM
OpaBUJl Ha/AJeKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro IMepeBOJ Ha PYCCKUH S3bIK, 3aBEpEHHbIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIydae, €CIM MPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIIETCS 3a
npeaenamu Poccniickoit denepanun.

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

1.1. B cinyyae wu3meHeHWs W (WJW) JOTOJHEHUS MPOM3BOIACTBEHHON IUIOMIAJKH JIEKAPCTBEHHOTO
CpeAcTBa TOKYMEHThI, yKa3aHHbIE B YaCTH | HACTOSIIENW CTaThU, MPEICTABISIOTCS 3asiBUTEIEM B OTHOLICHUU
U3MEHsAEeMOI ¥ (WJIM) AOTMOJHAEMOI MPOU3BOJCTBEHHON IIOMAAKU JIEKAPCTBEHHOTO cpeacTBa. Perienue o
BHECEHUM W3MEHEHUH B JOKYMEHTBI, COAEpXKAIMECS B PETHCTPALIMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpenapar AJisi BETEPUHAPHOTO NPUMEHEHHUsI, WM 00 OTKa3e B UX BHECEHHH NMPUHUMACTCS B
cllydae HEOOXOJIMMOCTH IPOBEJIEHUS IKCHEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B CPOK, HE IPEBBIILIAIOIIUI
JeBSHOCTa pabovYMnX JTHEH, a B OCTaJbHBIX CIy4asX B CPOK, HE MPEBBIMIAIOMINNA TPUALATH pabouux AHEH co
JTHSI TIPUHSATHS YIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJHUTENIbHOM BIACTH 3asBJICHUS O BHECEHUU
TaKUX U3MEHEHUH.

(uactb 1.1 BBennena @exnepanbubiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.2. B cnywyae peopraHuMsali JepkKareisi WIM BIaAeibla pPETrUCTPALMOHHOIO YIOCTOBEPEHUS
JEKapCTBEHHOTO TIperapara Ui BETEPUHAPHOTO TMPUMEHEHUs, pa3paboTunMka WM POU3BOAUTEIS
JIEKapCTBEHHOI'O MperapaTta JUisi BETEPUHAPHOIO NPHUMEHEHUS B 3asBJIICHHH O BHECEHUM W3MEHEHUN B
JOKYMEHTBI, COAEPKAIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JUIsl BETEPUHAPHOIO TPUMEHEHHMs], YKa3bIBAIOTCS JaHHbIE JOKYMEHTa, IOJATBEPKAAIOIIET0 BHECEHUE
COOTBETCTBYIOIIUX M3MEHEHUH B EMUHBIN rocyJapCTBEHHBIH peecTp FOPUINYECKUX JHUI] (A7 OpraHu3alui,
3apeTUCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoin denepaiuin), Wid KHOTO TOKYMEHTA, OATBEPKIAIOIIETO
peopraHu3aluio OpPUAMYECKOTO JHla ([UIsl OpraHu3alMii, HE 3aperuCTPUPOBAHHBIX Ha TEPPUTOPUU
Poccuiickoit ®eneparuu). 3asBlIeHHE O BHECEHUM W3MEHEHHWW B JOKYMEHTHI, COJACpIKalluecs B
PErUCTPALlMOHHOM JOCb€ Ha 3aperHuCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
IPUMEHEHUs, U TIpUlaraeéMble K HeMy JOKYMEHTBI MPEICTaBISIOTCS B YIIOJTHOMOYEHHBIN (heepanbHblii OpraH
WCTIOJTHUTENILHOM BJIACTH HE MO3/IHEE YeM Yepe3 TPHUILATh padouuX THEH cO JHS BHECEHHUS COOTBETCTBYIOIINX
n3MeHeHuid B EauMHBIL  rocynapcTBEHHBIH — peecTp  IOpUAMYECKMX  JuI (i1 OpraHu3aluy,
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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" [lata coxpaHenusi: 31.12.2020

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

3aperuCTpUPOBAHHBIX Ha TeppuTopuu Poccuiickoit dexepannn) Wi co THS MPUHATUS COOTBETCTBYIOIIETO
JOKYMEHTa, IOJATBEPXKAAIOLIET0 PEOPraHu3alyi0  IOPUIUMYECKOro Juua (i OpraHu3aluid, He
3aperucTpupoBaHHBIX Ha Teppuropun Poccuiickoit denepanun). B ciiydae peopranuzanuu aepxaTeiis Win
BJIAJIEJIbIIA PETMCTPALIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO Ipenapara Juisi BETEpUHAPHOIO IPUMEHEHUS
3asBJICHUE O BHECEHUM W3MEHEHUM B JOKYMEHTBI, COJEp)KaIMecs B PErMCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar JUisl BETCPUHAPHOIO MPUMEHEHHUs, [TOJAETCs IOPUANYECKUM
JUIOM, KOTOPOMY B XOJ€ pEOpraHM3alMM IEepeAaHo IpaBO BIAJEHUS TAaKUM PETUCTPALMOHHBIM
YIOCTOBEPEHUEM.

(uactsp 1.2 BBenena @enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

2. B cmydyae BHeceHHSI M3MEHEHHI B JIOKYMEHTBI, COJEpJKalllMecs B PETHCTPALlMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpemapar sl BETEPUHAPHOTO MTPUMEHEHHs, B OTHOIICHUN CBEICHUM,
yKa3zaHHbIX B noamyHkrax "e", "x", "k", "n", "u", "c", "x" nmynkra 7 yactu 3 crarbu 17 HacToAIIero
®denepallbHOTO 3aKOHA, MU3MEHEHHs] U (WJIM) JOMOJHEHHUS MPOM3BOACTBEHHON IUIOMIAIKU JIEKAPCTBEHHOTO
CpeicTBa, a TakXke B Cllydae HW3MEHEHUs TIOKa3zaTeled KayecTBa JIEKapCTBEHHOTO Mpernaparta Jjs
BETEPUHAPHOTO MPUMEHEHUS U (WUJIM) METOJOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOIO Mperapara s
BETEPUHAPHOTO TPUMEHEHHSI TPOBOAMTCS OSKCIEPTH3a JIEKAPCTBEHHOTO CPEJCTBA JUISI BETEPUHAPHOTO
npuMeHeHus. B ciiydae HEOoOXOIMMOCTH BHECEHHS] WHBIX W3MEHEHUH B JOKYMEHTBI, COJACpIKaIIUecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3aperHUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenmapar il BETEPUHAPHOTO
MPUMEHEHUs, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEICTBA JIJIsl BETEPUHAPHOTO IPUMEHEHHUS HE TIPOBOIUTCSI.

(B pen. ®enepanbHbIX 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

KoncynsranTlntoc: mpumeuanue.
C 01.01.2021 4. 3 ct. 31 uznaraercs B HOBOM penakiuu (D3 ot 27.12.2019 N 478-D3). Cm. Oyayuryro

PEAAKITHIO.

3. C 3asBreHUEM O BHECCHHH U3MEHEHHUH B IOKYMEHTHI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JOChE Ha
3apErHCTPUPOBAHHBIN JICKAPCTBCHHBIN Tpernapar JUisi BETCPUHAPHOTO MPUMEHEHUS, HapsIy ¢ JTOKyMEHTAMH,
YKa3aHHBIMH B YacTH | HACTOSIIEH CTAThU, 3asBUTEIb NPEJICTABISICT KOMMH JOKYMEHTOB, TIOJITBEPIKIAFOIIIX
yIUIaTy TOCYJapCTBEHHOM MOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM J0ChE
Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mpemapar Ui BETEPUHAPHOTO MPHUMEHEHHUsS, W3MEHEHUH,
TpeOyIOMMX TMPOBENCHUS OSKCIEPTU3bl JICKAPCTBEHHOTO CPEJCTBA, WIM HW3MEHEHUH, He TpeOyrommx
NPOBEJICHUS DKCIEPTHU3Bl JICKAPCTBEHHOTO CPEACTBA. B ciydae HEOOXOAMMOCTH HW3MEHEHHUsS CBEICHUH,
COJICPKANINXCS B PETUCTPAIMOHHOM YJIOCTOBEPEHUM JICKQPCTBEHHOTO TIperapara Uil BETePHUHAPHOTO
NMPUMCHCHHS, C 3asBJICHHEM, YyKa3aHHbIM B 4YacTH | HACTOSAIICH CTaThW, 3asSBUTEIb JOIOJHUTEIBHO
NPEJCTABISICT KOMHMIO JOKYMEHTa, MOJATBEPXKIAIONICr0 YIUIaTy TOCYJapCTBEHHOM IONUIMHBI 3a BBIIAYY
PETUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOIO Tpernapara. 3asBUTENIb MO COOCTBEHHONW HHUIIMATHUBE
BIIpaBE IMPEACTAaBUTh JIOKYMEHTHI 00 yIiaTe TOCYyJapCTBEHHBIX MONUIMH. B ciydae HempeacTaBIeHUS
3asiBUTENIEM JOKYMEHTOB 00 YIJIaTe TOCYJAapCTBEHHBIX TOIUIMH YIOJHOMOYCHHBIN (DenepanbHblii opraH
WCTIOJTHUTEIIBHON BJIACTH TPOBEpseT (aKT YIUIAThI 3asBUTEIIEM TOCYAAPCTBEHHBIX IONUIMH MOCPEACTBOM
WCIOJIb30BaHUs MH(OpMaIMK 00 yIulaTe rocyAapCTBEHHBIX MOILINH, cojepikarieiics B ['ocymapcTBeHHON
UHPOPMAITMOHHONH CHCTEME O TOCYJAapCTBEHHBIX MW MYHHUIUNAIBHBIX IUIaTekKaX, Ha OCHOBAaHUH
MPEICTaBICHHBIX 3asiBUTENIEM KOMHI JOKYMEHTOB, MOATBEPKAAOIINX YIIIATy TOCYJ1aPCTBEHHBIX MOILIHH.

(B pen. ®enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

4. B cpok, HE MPEBHIMANUN IecaTH paboumx THEH cO JHS MOCTYIUICHHS yKa3aHHOTO B 4YacTu |
HACTOSIIEH CTAaThbH 3asBICHUS W HEOOXOTUMBIX JOKYMEHTOB, YIOJHOMOYCHHBIN (QelaepalbHbIi OpraH
HCTIOJIHUTEJILHOM BIIACTHU:
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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" [lata coxpaHenusi: 31.12.2020

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

1) MMPpOBOAUT IIPOBCPKY IMOJHOTBI U JOCTOBCPHOCTHU CBGI[GHHIZ, CoAcpKamunxcsa B IMPEACTABIICHHBIX
3aABUTCIICM JOKYMCHTAX;

2) npUHHMMAaET pPEUIEHHE O IPOBEIECHUHU 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA JJIsl BETEPUHAPHOIO
MIPUMEHEHHUS WK 00 0TKa3€ B €€ IPOBEICHNH;

3) yBegoMJisieT B MUCBMEHHOW (opme 3asBUTENS O NPUHATOM DELIEHUH WIA B Cllydyae NPUHATHS
pereHust 06 0TKa3e B IPOBEIECHUH SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA [yl BETEPUHAPHOTO IPUMEHEHHUS C
yKa3aHUeM IIPUYMH TaKOro OTKas3a.

4.1. B cny4ae BBISBIEHUS HEJOCTOBEPHOCTH M (WJIM) HEJOCTATOYHOCTU CBEACHUH, colepKaliuxcs B
MPECTABICHHBIX 3asiBUTEIEM TOKYMEHTAX, YIIOJIHOMOYEHHBIN (hefiepalibHbIid OpraH UCIIOJHUTEIbHON BIACTH
HampaBisIeT 3asBUTENI0 3ampoc 00 YTOYHEHWH YKa3aHHBIX CBEIEHWH. 3ampoc MOXKeT OBITh mepeaaH
YIIOJTHOMOYEHHOMY TIPEJCTABUTEIIO 3asSBUTEIIS ITOJI PACTIMCKY, HAIPABJICH I10 MOYTE 3aKa3HBIM IMHCHMOM WA
neperaH B JJICKTPOHHOH (hopMe IO TEeNeKOMMYHHKAlMOHHBIM KaHajlaM CBs3M. B ciydae HampaBieHus
3ampoca 00 YTOYHEHHH yKa3aHHBIX CBEICHHI MO MOYTE 3aKa3HBIM IMHCHMOM OH CUMTAETCS MOJTYYEHHBIM IO
WCTEYCHHUHU IIECTH THEH ¢ 1aThl HANPaBJIECHUS 3aKa3HOTO MUChMA.

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

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET Ha 3alpoC YMOJHOMOUYEHHOTO (eaepaibHOro oOpraHa
WCTIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOIMNN JeBIHOCTa paboumX JHEH co JAHS MOJy4YeHHUS AAHHOTO
3anpoca. Cpoku, ykazaHHble B 4yacTu 1.1 Hacrosimed craThbu, IPUOCTAHABIMBAIOTCS CO JHS HAIMpPaBIICHUS
3asIBUTENIO 3aMpoca YIOJTHOMOYEHHOTO (peepaqbHOr0 OpraHa MCHOJIHUTENBHOM BIACTU IO JHS MOTy4YeHUs
OTBETa HAa JAHHBIM 3alpoC M HE YUYWUTHIBAIOTCS IMPU HCUMUCICHHWU CPOKAa MPUHATHS PEIICHHS O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEp)Kallecsi B PETUCTPALlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIH Mpenapar AJis BETEpPUHAPHOTO IPUMEHEHHUS.

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

5. OcHoBaHMEM JUIs OTKa3a B IPOBEACHUH JKCIIEPTU3bI JEKAPCTBEHHOI'O CPEICTBA U BETEPUHAPHOTO
IPUMEHEHUS SBIIAECTCSA IPEACTABICHUE JOKYMEHTOB, YKa3aHHbIX B 4acTsaX | WM 3 HAcTOALIEH CTaTbH, B
HEMOJHOM O0beMe WIM OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTaX JIOCTaTOYHBIX CBEJICHHI,
MOJTBEPKAAIOUINX HEOOXOIMMOCTh BHECEHUS W3MEHEHMH, JM0O0 HENpeACTaBICHUE 3asBUTEIIEM B
YCTaHOBJICHHBIA CpPOK OTBETa Ha yKa3aHHbIM B 4dacTh 4.1 HAcCTOAIEH CTAaThU 3alpoC YIHOJHOMOYEHHOI'O
(enepaibHOro opraHa UCIOJIHUTEIHHON BIACTH.

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

6. Okcneprr3a JIEKapCTBEHHOTO CpEACTBA [UIsi BETEPUHAPHOTO NPUMEHEHUs B LENSAX BHECEHUS
W3MEHEHUM B JOKYMEHTBHI, COJEpKalllUeCs B PETUCTPALMOHHOM JIOChE HA 3aperMCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapar ajd BCTCPUHAPHOI'O NPHUMCHCHUS, OCYHICCTBIIACTCA B IMOPAAKE, YCTAHOBJICHHOM
crarbeil 24 Hactosero denepasbHOro 3aK0Ha.

6.1. B cpok, He mpeBBIMAIONIUN JECITH PadOUYMX THEW CO JHS TIOMYyYCHHs 3aKIIOUEHUS KOMUCCHH
9KCIIEPTOB IO pe3yJbTaTaM YKa3aHHOW B YacTH 2 HACTOSILIEH CTaThbH SKCHEPTHU3bI, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMOTHUTENBHOMN BIACTH:

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

1) mpyHMMaeT pelleHue O BHECEHWM H3MEHEHUH B JOKYMEHTBI, COJEpKallhecs] B PErUCTPAlMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBII Mperapar Uil BEeTepUHAPHOTO MPUMEHEHHS, WIIN 00 OTKaze
BO BHECEHHMH TAKUX U3MEHEHHN;
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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" [lata coxpaHenusi: 31.12.2020

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

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAHUM PELICHHS O BHECEHUH
W3MEHEHUNM B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAlMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpernapar s BETEPUHAPHOTO MPUMEHEHHs, HEOOXOIUMbIE M3MEHEHUS M BO3BPAIIACT 3TH
JIOKYMEHTBI 3asIBUTEIIIO;

3) BBIDaeT 3aABUTEII0 HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHME JICKApCTBEHHOTO IIperapara s
BETEPUHAPHOTO TPHMEHEHUS! B CIydae HEOOXOIUMOCTH HM3MEHEHHs CBEICHUH, COJECp)KaIIuXCsi B HEM, C
COXpaHEHHEM HOMepa paHee BBIAAHHOTO PErHCTPAIIMOHHOTO YI0CTOBEPEHUS JIEKapCTBEHHOTO Mpernapara Jyis
BETEpUHAPHOT'O IPUMEHEHUSI.

(n. 3 BBeneH PenepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)
(uacts 6.1 BBeneHa @enepanbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cnydae BHECEHMS M3MEHEHMH B JOKYMEHTBI, COAEpIKALIUECH B PErMCTPALIMOHHOM J0ChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar AJid BETEPUHAPHOTO MPUMEHEHHs, B 4YaCTH, Kacarollencs
U3MEHEHUsT W (WIM) J[JONOJHEHHWS TMPOM3BOACTBEHHON IUIOMIAJKU JIEKAPCTBEHHOTO IIpemapaTa, MpHu
MIPEICTABICHUM 3asBUTEJIEM B COOTBETCTBMM C IIYHKTOM 3 4YacTh | HacTOAIEH cTaTbu KOMHMM PEIIECHUs
YIIOJIHOMOYEHHOTO (pe/IepaJbHOr0 OpraHa HCHOJHHUTEIBHOM BIACTH O TPOBEACHUHM WHCHEKTHPOBAHUS
MPOU3BOAUTENSL  JIEKAPCTBEHHBIX CPEACTB CpPOK, VyKa3aHHbIA B 4actu 6.1 Hacrodmen craThbu,
MIPUOCTAHABIMBAETCA CO JHA TIOJYyYEHMsS] 3aKIFOYEHUS KOMMCCHUHM OJKCIIEPTOB O JHS IPUHATHA
YIOJHOMOYEHHBIM (e/iepalibHbIM OpPraHOM MCIIOJIHUTEIbHON BJIACTHU PElIEHUs O Bblaaue Wid o0 oTKaze B
BbIlaye 3aKIIOYEHHs] O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHHSIM MPABUI
Ha/IJIexallel Mpou3BOJCTBEHHONM PAKTUKH, HO HE O0Jiee 4eM Ha CTO BOCEMBIECAT pabOUMX JTHEH.

(dactb 6.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHHEM ISl 0TKa3a BO BHECEHUH M3MEHEHUH B TOKYMEHTEHI, COJIEPIKAIINECS B PETUCTPATIOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar /il BETEPUHAPHOTO NMPUMEHEHHMs, B CIy4asX, HE
TpeOYIOIUX HPOBEJCHUS SKCIEPTH3BI JIEKAPCTBEHHOTO CPEJCTBA, SIBISETCS IPEACTaBICHHE JIOKYMEHTOB,
yKa3aHHBIX B YacTsx | W 3 HacTosmel CTaThH, B HEMOJHOM OOBEME WM OTCYTCTBHE B IPEICTABICHHBIX
JIOKYMEHTaX CBEJICHHH, KOTOpBIE JOJDKHBI OBITh B HUX OTPa)KEHbI, JTUOO HENpeACTaBICHUE 3asBUTENEM B
YCTAaHOBJIEHHBI CPOK OTBETa HA yKa3aHHBIM B yacTu 4.1 HacToOsILIEH CTAaTbU 3alpoc YHIOJHOMOYEHHOI'O
(benepanbHOrO OpraHa HCHOJTHUTEIBHON BIACTH.

(uactp 7 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHumeM /sl OTKa3a BO BHECEHMHM HW3MEHEHHUH B JOKYMEHTBHI, COJEpXaluecs B
PETHCTPAIlMOHHOM JI0OCh€ Ha 3aperuCTPUPOBAHHBIM JIEKApPCTBEHHBIH Npenapar [yl BETEPUHAPHOTO
NPUMEHEHHs, B CJlydYasx, TpeOyroIluX TMPOBEACHHUS OSKCIEPTU3bl JIEKAPCTBEHHOTO CpPEICTBA, SBISETCA
3aKIIIOYCHHE YTIOJIHOMOYEHHOTO (heepaibHOTO OpraHa UCIOJHUTEIFHONW BJIACTH O BO3MOXKHOCTH CHUIKECHUS
0€30MacHOCTH, KadecTBa, YPPEKTHBHOCTH JIEKAPCTBEHHOTO MperapaTta BCJEICTBHE BHECEHHS U3MEHEHUH B
YKa3aHHBIC JOKYMCHTBI, OTKa3 YIIOJJHOMOYCHHOT'O (bezlepanLHoro opraHa HUCIIOJTHUTENHFHON BJIACTH B BbI1a4yc
3aKJIFOUYCHHS O COOTBETCTBHM IPOW3BOAUTENS JEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM HPABUI HaJICKAILCH
IPOM3BOJICTBEHHON TPAKTHKUA B CIy4ae M3MEHEHUs W (WJIHM) JOTOJHEHHUS NPOU3BOJICTBEHHOH IUIOIIAAKK
JIEKapCTBEHHOT0 Ipernapara, eciId MPOM3BOJCTBO JIEKAPCTBEHHOIO TpenapaTta Ui BETEPUHAPHOTO
MIPUMEHEHHS OCYIIECTBIIICTCS 3a mpeaenamu Poccuiickoit depepannu, UM OTCYTCTBHUE 3TOTO 3aKIIIOYCHHUS.
(uactp 7.1 BBeneHa ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaiieHue J€KapCTBEHHBIX IMpPenapaToB [UIsi BETEPUHAPHOTO MPUMEHEHHS [0
UCTEUEHUsI CPOKa T'OJAHOCTH, NMPOU3BEICHHBIX B TEUEHHE CTa BOCBMUAECATH AHEH IOCIEe JaThl MPUHATHUS
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH PELICHHS O BHECEHWU W3MEHEHHH B
JOKYMEHTBI, COAEpKAaIIUeCsd B PETUCTPALIMOHHOM JOChE Ha JIEKAPCTBEHHBIN Ipenapar, B COOTBETCTBUH C
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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" [lata coxpaHenusi: 31.12.2020

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

nH(popMmanuei, cogepkameiics B TOKYMEHTaX PErHCTPAIllMOHHOTO JIOChEe Ha JIGKapCTBEHHBIM Hpemnapar 0
JaThl IPUHATHUS TAKOTO PEIICHUS.
(dactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCcTBEHHOW perncTpauum fieKkapcTBeHHOro npenapara

Pemenne 00 OTMEHe rocynapcTBEHHOM pErHMCTpaldy JIEKApCTBEHHOrO Ipernapara W HCKIIOYEHHUH
JIEKapCTBEHHOI'0 IIpemapara U3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB IPUHUMAETCA
YIIOJIHOMOYEHHBIM (he/IepalibHBIM OPraHOM HCTIOJIHUTENFHON BIACTH B CIIy4Yae:

1) mpexncraBiieHust COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (elepaabHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH 3aKJIIOYEHMSI O PUCKE UM 00 Yrpo3e 3/10pOBBIO, KU3HU YEJIOBEKa WM KUBOTHOTO MPU MPUMEHEHUU
JIEKapCTBEHHOI'0 Iperapara, MpeBbIIIAMuX ero 3(pQeKTUBHOCTb, 10 Pe3yibTaTaM OCYLIECTBISEMOIO UM
MOHUTOPHHIa 0€30MaCHOCTH JIEKaPCTBEHHOI'O MpenapaTa;

2) momayM JAep)KaTelieM WIM BIAJENbIEM pPETrHCTPAllMOHHOTO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO
npernapara Wid yIoJIHOMOYEHHBIM 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 MpernapaTa o UCTEUYEHUU CpoKa
JEHCTBUS PErHCTPAIIIOHHOTO YOCTOBEPEHHUS, BBIIAHHOTO HA TISTH JIET;

4) HempenCTaBlICHUs 3asBUTENIEM HH(POPMALMU, KOTOpas MOXKET MOBJIEYb 3a CO0OW HEOOXOIUMOCTb
BHECCHMsI U3MEHEHUHN B JOKYMEHTBI, COACPIKALIUECH B PETHCTPALMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIeKapCTBEHHBIH Npenapar, B TeUeHUe TpUALATH pabounx JHEN CO JHS HACTYIUIEHUS ATUX U3MEHEHUM;

5) OCYHIECTBJICHHS TOCYIapCTBEHHOW PETHUCTpAIlMU JICKapCTBEHHOTO TMperapata I0J TOPTOBBIM
HAaMEHOBAHHMEM 3apETUCTPUPOBAHHOIO paHEE I10J ATUM TOPTOBHIM HAMMEHOBAaHHUEM JICKAPCTBEHHOTO
mpernapara, OTIUYAIIIerocs KaueCTBEHHBIM COCTaBOM JICWCTBYIOIINX BEIIECTB;

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

6) OCYIIECTBIICHUSI TOCYJIaPCTBEHHON PETUCTPAIlMU OJHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHWM OJHOTO ¥ TOTO JKE€ JepKaTelid WM BIIAJENblla PETUCTPANMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO Iperapara B BHJIE JIBYX U 0oJiee JICKAPCTBEHHBIX MPEIapaToB MO Pa3IMIHBIMU TOPTOBBIMU
HaMMEHOBaHHUIMU,

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

7) BBIHECEHUs] CYJOM pEIIeHUs O HapyLIeHUH IpaB MpaBooOsafarens 0ObEKTOB HWHTEIUIEKTyalbHOU
COOCTBEHHOCTH TPH 0OpaIleHNH JIEKapCTBEHHBIX CPE/CTB;

8) oTcyTCTBHSI JIEKApCTBEHHOTO TMpernapaTta B obparieHuu B Poccuiickoii denepanuil B TEUEHUE TPEX U
Oouee JeT;
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) HEBBIMOJNIHEHUs Aep KaTeleM WU BIAJENbleM PEerHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapaTta JMOO YMOJTHOMOYCHHBIM WUMHU APYTUM HOPUIMYECKUM JUIIOM MEPOMPHUSATHN 1O 00ecTeueHUro
0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBJICHHBIX YIIOJIHOMOUYEHHBIM (enepalbHbIM OpPraHOM
HCTOJIHUTEIBHON BJIACTU B COOTBETCTBHUM C 4acTsAMH 3 U 4 ctarbu 64 Hactosmero denepaibHOro 3akoHa, 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" [lata coxpaHenusi: 31.12.2020

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

paMKax OCYIIECTBICHHUS (hapMaKOHAI30Da;
(. 9 BBenen DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

10) oTkaza mepxaTeisi WIM BJIaJIeblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara
7100 YHOJHOMOYEHHOTO MMM JAPYTroTO FOPUIMYECKOTO JIMIA OT BHECEHUS HW3MEHEHHH B WHCTPYKIHIO II0
MIPUMEHEHHUIO JICKAPCTBEHHOTO Tpernapara, KacaroIUXCs HOBBIX MOJITBEPKIACHHBIX JAHHBIX O TOM, YTO PHUCK
NPUYMHEHHUS BpeJa 3JI0POBBIO0 YEJOBEKA WM JKMBOTHOTO BCJICACTBHE IPHUEMa JICKAPCTBEHHOI'O Iperapara
npeBblinaeT 3 HEeKTUBHOCT €r0 MPUMEHEHUS.

(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynsranTlntoc: mpumeganue.
C 01.01.2023 crt. 32 gononnsiercs . 11 (D3 ot 27.12.2019 N 475-D3).

Cratba 33. NlocyaapCcTBEHHbIN peecTp NeKapCTBEeHHbIX CpeacTB

1. 'ocynapcTBeHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB COJIEPIKUT NIEPEeUCHb JIEKAPCTBEHHBIX IPENapaTos,
OPOMIEIINX TOCYyAapCTBEHHYIO PEruCTpalHio, MepedyeHb (apManeBTUUECKUX CyOCTaHIMI, BXOAAIIUX B
COCTaB JICKaPCTBEHHBIX MPEMapaToB, U CIECAYIOIIYI0 HHPOPMAIIUIO:

1) B OTHOLIEHUH JIEKAPCTBEHHBIX MTPETIAPATOB:

a) HauMMEHOBaHUE JIEKAPCTBEHHOIO  Ipemapara (MEXIyHApOJHOE  HENaTEHTOBAHHOE,  WJIHU
TPYHNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) nexapcTBeHHass opMma C yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOrO IMpenapara U ero KOJUYecTBa B
NOTPEOUTENTHCKON YIaKOBKE;

B) HaMMEHOBaHHWE JiepKaTels WIM BIaJeNblla PErUCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapata M CBEACHUS O PEruCTpaluy JepKaTeisl WM BIaJeiblla PErHCTPAlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara Juisi MEAWIMHCKOTO MPHMEHEHHs B KauecTBE HAJOTOIUIATENBIINKA B CTpPaHE
perucTpanyu (Ui POCCHHUCKUX IOPHIUMYECKUX JIAI - HACHTU(UKAIMOHHBIA HOMEp HAJIOTOIUIATEINbIINKA
(MHH), nns MHOCTpaHHBIX IOPUAWYECKUX JIUIl - CTPaHA PEruCTpalvi, HAMMEHOBAHUE DPErHCTPHPYIOLIETO
opraHa, perucTpalilOHHbII HOMEp, KOJI HAJIOTOIJIaTeNbIIMKa B CTPaHe PerucTpanuu (MHKOPIOPAIMK) WIN €To
aHaJor);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HaUMEHOBAaHWE M aJpec MPOU3BOAMTENS JIEKAPCTBEHHOI'O Iperapara U CBEIEHHUS O pEerucTpaluu
[IPOU3BOJAUTENS  JIEKAPCTBEHHOIO  Ipemapara Uil  MEQUIMHCKOTO  NPUMEHEHUs B KaydecTBe
HaJIOTOMJIaTeNbIUKA B CTpaHE PErucTpaluu (A7 pOCCUHCKUX IOPUAMYECKHUX JIUI - WACHTU(PUKALIMOHHBIN
HoMep Hanoromiarensiuka (MHH), ans uMHOCTpaHHBIX IOPUAMYECKHX JIMI[ - CTpaHa perucTpaluu,
HaMEHOBAHME PETUCTPUPYIOIIETO OpraHa, PeruCTPAlMOHHBIA HOMEp, KOJ HAaJOroIUIaTeNbIIMKa B CTpaHe
perucrpanuy (MHKOPIIOPALUK) WK €r0 aHaJIor);

(nm. "r" B pen. @exnepanbHoro 3akoxa ot 28.12.2017 N 425-03)

) (hapmakoTepaneBTUUECKAS rpyIma, KOJT JIEKapCTBEHHOTO npemnapara o
aHATOMO-TEPaNeBTHUECKO-XUMUYECKOW KlacCupUKallui, peKOMEHAOBaHHON BcemupHoil opranuzanueit
3/IpaBOOXPaHEHUS;
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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" [lata coxpaHenusi: 31.12.2020

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

(nmm. "n" B pen. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)
€) MOKa3aHus U MPOTUBOIOKA3aHUsI K MPUMEHEHHIO JIGKAPCTBEHHOTO Mpernapara;
’K) MOOOYHBIE ICUCTBUS JICKAPCTBEHHOTO Tperapara;
3) CPOK T'OJTHOCTH JICKAPCTBEHHOTO Mpernapara;
1) YCIIOBHS XpaHEHUS JICKAPCTBEHHOTO Mperapara;
K) YCIIOBHS OTITyCKa JIEKAPCTBECHHOT'O IIperapara;

J) HOMep (apMakoneiHHON cTaTbM WM B ClIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIH
1100 HOPMATUBHOTO JOKYMEHTA;

M) JlaTa TOCYJapCTBEHHOW PETUCTpaIlMy JIEKAPCTBEHHOr'O Mpenapara U €ro perucTpalMoOHHbIN HOMED,
JaTa 3aMEHbl  PETHCTPALMOHHOTO  YAOCTOBEPEHHUs JIEKAPCTBEHHOTO TMperapata Ha  OeccpodyHoe
PErUCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa, JlaTta MoJaud 3asBICHHUS O MOATBEPKICHUH
TOCYJaPCTBEHHOM pPETHUCTpaIliy JICKapCTBEHHOTO Ipernapara, Jlara OTMEHbI TOCYJIapCTBEHHOW PErHCTpalUU
JIEKapCTBEHHOTO Tperapara;

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

H) KaueCTBEHHBIA COCTAaB M KOJIMYECTBEHHBIM COCTaB JCHCTBYIONIMX BEIIECTB M KAU€CTBEHHBIM COCTaB
BCIIOMOTaTEJIbHBIX BEIIECTB JIEKAPCTBEHHOIO Mpernapara;
(nn. "H" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) nH(popMalus 000 BCeX pa3peIIeHHbIX BUaX BTOPUYHOU (MMOTPEOUTETHCKON) YITaKOBKH;
(nm. "o" BBeaen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

M) Jara NOpPUHATHS pEHIeHUsT O BO3MOXHOCTH paccMaTpUBaTh JIGKAPCTBEHHBIM Mpemapar mpu
rOCY/IapCTBEHHOW PETUCTPAIlMU B KauecTBE OpQpaHHOIO JICKAPCTBEHHOTO Mpemnaparta (Ui JIeKapCTBEHHBIX
MIpenapaToB sl MEAUIIUHCKOTO PUMEHEHMS);

(mm. "m" BBegeH denepanbHBIM 3aKk0oHOM OT 22.12.2014 N 429-®3; B pen. denmepanpbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) HaJlMyMe JIeKapCTBEHHOI'O IIpernapara B [E€PEeYHE JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX ITPENApaToB (1)1 JIEKaPCTBEHHBIX MIPENAPATOB ISl MEAULIMHCKOTO IPUMEHEHMS);
(nn. "p" BBemeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepainbHOro 3akoHa OT
27.12.2019 N 475-®3)

C) HaJU4HWe B JICKAPCTBEHHOM IIpenapare HApPKOTHYECKUX CPEACTB, MCHUXOTPOMHBIX BEIIECTB U HX
MIPEKYPCOPOB, MOIeKAIMX KOHTposto B Poccuiickoit denepanui, B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
Poccuiickoii @enepaunn, MexayHapoaHbIMU JoroBopamu Poccuiickorn denepauuu, B TOM uucie EnuHon
KOHBEHIIMEH 0 HapKoTu4ecKux cpenctax 1961 roxga u Konennuei o ncuxoTponHbix BemectBax 1971 roxa;
(nm. "c" BBeneH denepanpHpIM 3aK0HOM 0T 22.12.2014 N 429-D3)

T) uHpOpPMAIHS O TOM, SBJISCTCS JIM JaHHBIN JIEKAPCTBEHHBIN mpenapar peepeHTHBIM JIEKapCTBEHHBIM
npenapaToMm;
(mm. "1" BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Y) CBEJCHUS O TII0Jlaue 3asBJICHUS O BHECEHHMM M3MEHEHHMH B HAOKYMCHTBI, COACpKAIIUCCA 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" [lata coxpaHenusi: 31.12.2020

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

PErucTpaliiluoOHHOM JOCHC Ha HCKapCTBeHHLIﬁ npenapar,

"ne, n

(mm. "y" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
¢) yrpatun cuiny ¢ 1 mapta 2020 rona. - @enepanbhsiii 3akoH ot 27.12.2019 N 475-D3;

X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO TIpernapaTa B TpakJaHCKHi 000poT;
(nm. "x" BBeaeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

2) B OTHOIIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIMA:

a) HauMeHOBaHME (apMaleBTHUECKOW cyOcTaHIMKU (MEXIyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBAaHUE U aJipec MPOU3BOAUTEINS (papMalleBTUUECKON CyOCTaHIINH;
B) CPOK TOAHOCTH (papMaIieBTUIECKON CyOCTaHITNN;
I') YCJIOBHS XpaHeHUs (papMalieBTHIECKON CyOCTaHINN;

1) HoMep (apMakonelHONW cTaThbH WIM B ClIyyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTAaIlMH
1100 HOPMATUBHOTO JOKYMEHTA;

e) Hamuuue (apmareBTHUYECKONW CyOCTAaHIIMM B IEPEYHE HAPKOTUYECKHX CPENICTB, MCUXOTPOIHBIX
BEIIECTB M HUX MPEKypCOpPOB, MOMICKAMMX KOHTpour B Poccuiickoit denepanuii, B COOTBETCTBUU C
3aKkoHoJaTeNbcTBOM Poccuiickoit Denepannn, MEXIyHApOAHBIMU JoroBopamu Poccuiickoit denepanuu, B
TOM yucie EnuHoil KOHBEHIMEH O HapkKoTHYecKuX cpeactBax 1961 roma m KoHBeHIIMEW O MCHUXOTPOIHBIX
BemecTBax 1971 roxa.

(nm. "e" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

2. dapmareBTHYECKas CyOCTaHIUs, MPOU3BEACHHAS IJIsl PEaM3alMHd, MOXET OBITh BKJIIOYCHA B
TOCYJApPCTBEHHBIM peecTp JIEKApCTBEHHBIX CpPEICTB Ha OCHOBAaHWUHW 3asiBJICHHS pa3paOOTUMKa WIH
TIPOU3BOUTEIS JICKAPCTBEHHOTO CPEICTBA JIMOO YIOJTHOMOUYEHHOTO UMH FOPHINYECKOTO JIUIA MPU yCIOBUH
IPOBEJCHHS B OTHOLICHUH TaKou (hapMalleBTUYECKOM CyOCTaHIIMM SKCIePTU3bI KauecTBa (hapMalleBTHUECKON
CyOCTaHIIMM B TOPSAIKE, YCTAaHOBJICHHOM cTaThedl 34 Hacrosimero denepanbHOro 3akoHa. B oTHomeHuun
(dapmaneBTHUECKUX CyOCTaHIMI, MPOW3BEACHHBIX /I pealn3alid, B TOCYJapPCTBEHHOM peecTpe
JICKAPCTBEHHBIX CPEJICTB COJIEPIKUTCS CIICAYIoIas HHPOpMAITHUS:

1) HammeHOBaHHMe (apMaleBTUYECKOH CyOCTaHIIMM (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WIIN
IrPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHHe, aJipec MPOU3BOAMUTENS (hapMalleBTUUECKON CyOCTaHIMM, a TakK€ B OTHOLICHUU
JIEKAPCTBEHHBIX CPEACTB MJs MEOUIMHCKOIO MPUMEHEHUs CBEIEHUS O PEruCTpalud IPOU3BOAUTEIS
(apMareBTHUECKONW CyOCTaHIIMM B Ka4eCTBE HAJIOTOIUIATENbINNKA B CTpaHEe pPerucTpauuu (A1 pOCCHUHCKHUX
IOPUANYECKUX JIMI - WISHTU(PUKAIMOHHBIN HoMep Hanoromiarensimuka (MMHH), mis wHOCTpaHHBIX
IOpUANYECKUX JIML - CTpaHa pEerucTpanyy, HauMEHOBAaHUE PErMCTPUPYIOLIET0 OpraHa, PerucTpaluOHHBIN
HOMep, KOJI HAJIOTOIUIaTeNbIIMKa B CTpaHe perucTpaiuy (MHKOPIOpalluy) UK €ro aHajor);

(. 2 B pen. @enepanbHOro 3aK0Ha oT 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMalleBTUYECKON 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" [lata coxpaHenusi: 31.12.2020

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

4) ycnoBus XpaHeHus papMalieBTHIECKON cyOcTaHIINu;

5) HoMep (hapmakomneitHoi cTaThy TUOO B Cllyyae ee OTCYTCTBHS HOMEp HOPMAaTHBHOM JOKYyMEHTAaIUu
WM HOPMATUBHOI'O JOKYMEHTA;

6) Hanmmuue QapMaleBTUYECKON CYOCTaHIIMM B TEpPeYHE HAPKOTUYECKUX CPEJICTB, TMCUXOTPOITHBIX
BEIIECTB M HX NPEKypCOpOB, MOISKAIMX KOHTpoito B Poccuiickoir dexnepaiuu, B COOTBETCTBUH C
3aKoHoJaTeNbcTBOM Poccuiickoil Denepanun, MEXIyHApOAHBIMU JoroBopamu Poccuiickoit denepanuu, B
TOM uncne EnuHol kKoHBeHUHMEW O HapKOTHYecKux cpenactBax 1961 roga m KoHBeHIMEN O MCUXOTPOIHBIX
BemrecTBax 1971 rona;

7) nara BKIIOYEHHUS (apMaleBTUYCCKOW CyOCTAaHIIMM B TOCYIApCTBEHHBIM peecTp JIEKAPCTBEHHBIX
CPEICTB, JaTa BHECEHUS M3MEHEHHH B JOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIMH, JaTa HCKIIOYCHUS
(hapmaleBTHUECKOI CyOCTaHIIUU U3 TOCYAapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPECTB.

(dactpb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[!?IZ!OK BCACHUA TOCYAAPCTBCHHOI'O peeCTpa JICKAPCTBECHHBIX CPEACTB I MCIAUIHUHCKOI'O
NPUMCHCHUA U MOPAJAOK BCACHUSA TOCYAAPCTBCHHOI'O pPECCTpa JICKAPCTBCHHBIX CPCACTB IJIA BCTCPHUHAPHOI'O
NPUMCHCHUA YTBCPIKAAOTCA COOTBETCTBYOIIMUM YIIOJITHOMOYCHHBIM (bellepaHLHBIM OpraHomMm HUCIIOJIHUTEILHOMN
BJIACTH.

Cratba 34. BknrwoyeHMe B rocyfapCTBEHHbIA peecTp JieKapCTBEHHbIX CpPeaAcTB U
UCKIIOYeHne M3 rocyaapCTBEHHOro peecTtpa NeKkapCcTBeHHbIX cpeaAcTB dapMaLeBTUYECKOW
cybcTaHuum, NnponsBeAeHHOU AN peanu3auum
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [Jnsa BriodeHus ¢apMareBTUYECKOW CyOCTaHIMKM, TPOW3BEACHHOW JUIsl peaau3aluu, B
rOCYIapCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTH3A €€ KaUeCTBa.
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)

Koncynerantlntoc: nmpumedanue.
C 01.01.2021 B a63. 1 u. 2 ct. 34 BHOCsTCS U3MeHeHus (D3 ot 27.12.2019 N 478-D3). Cm. Oynyuryto

PECAAKIIHIO.

2. DKcrepTH3a KauecTBa YKa3aHHOW B yacTH | Hacrosimieidl craThd (apMalieBTUYECKOH CyOCTaHIUM,
COCTaBJIEHME KOMMCCHEH DKCIEPTOB 3aKJIIOUEHUH MO pe3yJbTaTaM 3TOH 3KCHEPTU3bl U UX HalpaBICHUE B
YIOJHOMOYEHHBIN  (peepanbHblii OpraH HCIOJHUTENBHONH BJIACTH  OCYILECTBISIIOTCS B CpPOK, HE
MPEBBIIAIONINN  [IECTUIECATH pabdoyux JHEH €O JHA TOJyYeHUs HKCHEPTHBIM  YUpEexkJICHUEM
COOTBETCTBYIOLIETO 3a/JaHUsl  YIOJHOMOUYEHHOIro (efepabHOIrO OpraHa HCIOJHUTENBHOW BIacTd U
CJIEIYIOIINX JTOKYMEHTOB:

Koncynerantlntoc: mpumedanue.
C 01.01.2021 B m. 1 4. 2 cr. 34 BHOcarcs uzMenenus (®3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro

PEAAKIIHIO.

1) KON JIMICH3UU Ha MPOU3BOJACTBO JICKAPCTBCHHLIX CPCACTB UJIX KOIIUSA 3aKJIIFOUYCHUSA O COOTBECTCTBUHA
IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB TpCGOBaHI/ISIM npaBuJI Haﬂnemameﬁ HpOHSBO[[CTBGHHOfI IMPAKTHUKHU,
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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" [lata coxpaHenusi: 31.12.2020

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

BBIIaHHBIX YIIOJIHOMOYEHHBIM (efiepaibHbIM OpPraHOM HCIOJHUTEIBHOW BJAcTH, B Cclydae, €clu
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEJICTBA ocylecTBiseTcs B Poccuiickoit denepannu;
(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) xonusi JOKYMEHTA, BbIIaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAUTENS JIE€KAPCTBEHHOTO
CPEJICTBA M MOJATBEP)KJIAIOLIEr0 pa3pelieHue MPOU3BOJCTBA JIEKAPCTBEHHOTO CPEJCTBA, U €ro MepeBo] Ha
PYCCKHIl f3BbIK, 3aBEpEHHBbIC B YCTAaHOBJICHHOM HOpPSIKE, a TaKXKe KOMUS 3aKII0YCHHs] O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUI HaJJIeKallel MPON3BOACTBEHHON MPAKTHKH,
BBIIAHHOTO YIOJTHOMOYEHHBIM (heiepalbHBIM OpPraHOM HCIIOJHUTEIHHONW BIIACTH, JTUOO KOMUS pPEUICHUS
YIIOJIHOMOYEHHOTO (pe/IepaJbHOr0 OpraHa HCHOJHHUTENBHOM BIACTH O TPOBEACHUM WHCHEKTHPOBAHUS
MIPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA. YKa3aHHbIE JOKYMEHTBI IPEACTaBISIOTCA B Clydyae, €cliu
MPOU3BOACTBO JIEKAPCTBEHHOI'O CPEICTBA OCYIIECTBIsICTCS 3a npeaenaMu Pocculickoit @enepanuu;

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

3) AOKyMEHT, Coiep Kallluii CIIeYIOIIre CBEACHUS O (papMalleBTUYECKOM CyOCTaHIUH:

a) HauMeHoBaHue (papMaIeBTHUECKON CyOCTaHIINH, €€ CTPYKTypa, 0OIIHe CBOWCTBA;

0) HAaMMEHOBaHUE U A/IPEC MTPOU3BOAUTEIIS;

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMpon3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTagugX IMPONU3BOACTBA,

I') olMcaHue pa3paboOTKH MpoLecca MPOU3BOICTBA;

) OIMCaHNE KOHTPOJISI KPUTHUECKUX CTaui Mpolecca MpOU3BOICTBA U IPOMEKYTOUHOM MPOAYKIIUH;
€) JOKyMEHTAJIbHOE MOJITBEPKACHUE (BaIUJalM) POLIECCOB U (UJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYypa ACHCTBYIOIIUX BEIIECTB;

3) XapakTepHuCTHUKa IPUMECEi;

1) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHINIO U €€ 000CHOBAHUE;

K) AaHAINTHYECKHE METOAWKH, HCIOJNb3yeMble IPM  OCYIIECTBICHWH KOHTPOJIS  KadecTBa
(hapmareBTHUECKOI CyOCTaHIINY;

J) JOKYMEHTAJIbHOE MOATBEpXkJIeHHE (BaJIWAalns) aHAIUTHYECKUX METOAMK, HCMOIb3YEeMBIX IpH
OCYILIECTBIICHUH KOHTPOJISl KauecTBa (papmalneBTH4ecKoil cyOcTaHnuu;

M) pe3yJbTaThl aHAN3a cepuid (hapMareBTHUECKON CyOCTaHIINM;

H) NEPCUYCHb CTAHAAPTHBIX O6p33HOB WM BEIICCTB, HUCIOJB3YEMBIX IMPU OCYHICCTBICHHUHN KOHTPOJIA
Ka4yecCTBa,

0) OIMMCAHUC XaPAKTCPUCTUK U CBOMCTB YIIaKOBOYHBIX MATCPHUAJTIOB U YKYIIOPOYHBIX CPCIACTB;

1) IaHHBIC O CTA0MIBHOCTH (papMarieBTUUIECKON 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" [lata coxpaHenusi: 31.12.2020

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

P) CPOK TOJTHOCTH;

4) HOKyMEHT, COJEpKalllUii CBEIEHUS O PErHCTPAIUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEJIMIIMHCKOTO TMPUMEHEHHS B KAyeCTBE HAJIOTOIIATENbIIMKA B CTPAaHE pPErucTpanuu (Ajas pOCCHUUCKHUX
IOpUANYECKUX JIMI - WISHTU(PUKAIUMOHHBI HoMmep Hanoromarensiuka (MHH), g uHOCTpaHHBIX
OPUJIMYECKHUX JIMI] - CTpaHa PETUCTPAIlM{, HAMMEHOBAHWE DPETUCTPUPYIOIIETO OpraHa, PEeTrUCTPAIlMOHHBIA
HOMED, KOJI HAJIOTOTUIATEIIBIIMKA B CTPAHE PETUCTpaIu (MHKOPIIOPAIIMHI) WIIM €T0 aHaJIoT).

(. 4 BBenen PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. 13.07.2015))

3. Jlnst mpoBeeHMs SKCIIEPTU3hl Ka4eCTBa YKa3aHHOW B 4acTh | HacTosIIeH cTaThil (hapMareBTHIECKON
CyOCTaHITMH 3asBUTEIIb MIPEJICTABIISCT B YIIOJTHOMOYCHHBIN ()eIepaIbHbIi OpraH UCTIOTHUTEILHOM BIIACTH:

1) 3asBiIeHHME O BKIIOYECHHH B TOCYJAPCTBCHHBIA pEECTp JIGKAPCTBEHHBIX CPEJCTB JTAHHOMN
(hapMmareBTHUECKOM CyOCTaHITNH;

2) Komus JOKYMEHTa, HOJTBEPXKIAIOIIEro YIUIATy TOCyJapCTBEHHOW MONLUIMHBI 3a BKIIOYEHHE B
TOCYJJapCTBEHHBIN PEecTp JIEKApCTBEHHBIX CPEJCTB (hapMaleBTHUECKOW CyOCTaHIMM, NMPOU3BEACHHON IUis
peanuzanuu, JTU00 MO COOCTBEHHOW WHUIMATHBE yKa3aHHBIA JOKyMEHT. B ciydae ero HempeicTaBieHHUs
3asiBUTENIEM YTIOJHOMOUYEHHBIH (heepanbHblii OpraH MCIOJHUTEIbHONW BJIACTH MpoOBepseT (akT YIaThl
roCy/IapCTBEHHOW TONUIMHBI 3asBUTEJIEM C HCIOJb30BaHHWEM HH(popmanuu 00 ymiaTe rocyaapcTBEHHON
NOUUIMHBI, cojepxaiieiics B [ocymapcTBeHHOH HWHPOPMALMOHHOM cHCTEME O TOCYAapCTBEHHBIX U
MYHHMLIMINIAJIbHBIX ~ IUIATEXaX, Ha OCHOBAaHUM MPEICTABICHHOW  3asiBUTEIEM  KOIHU  JOKYMEHTa,
MOATBEP>KIAOLLETO YIIJIATy TOCY1apCTBEHHON MOLUIMHBI;

(n. 2 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) TOKyMEHTHI, yKa3aHHBIE B YaCTH 2 HACTOSAIIEH CTaThH;
(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

4) zasBieHHME O BBIFaue pa3pemieHuss Ha BBO3 B Poccuiickyro ®Deneparuio KOHKPETHOW MapTHH
HE3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, NPEIHA3HAYCHHOTO /s TPOBEACHHS YKa3aHHOM
JKCIIEPTU3BI.

(. 4 BBeneH PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

Koncynprantllimroc: mpuMedaHue.
C 01.01.2021 ct. 34 nononusiercs 4. 3.1 (P3 ot 27.12.2019 N 478-D3). Cm. Oyay1iyro pelakIHIo.

4. B TteueHue aecsaTy pabOUYUX JHEH CO JHS MPUHATUS 3asBJICHUS O BKJIIOYEHUHU yKa3aHHOM B yacTu |
HACTOSIIEH CTaTh¥ (papMalEeBTUYECKOW CYOCTAHIIMHA B TOCYJAPCTBEHHBIN PEeecTp JIGKAPCTBEHHBIX CPEICTB U
JIOKYMEHTOB, TEPEUYUCICHHBIX B 4YacTM | W TMyHKTe 2 4YacTW 3 HACTOAIIECH CTaThbH, YNOJIHOMOYEHHBIN
(henepanbpHBIN OpraH UCIIOJIHUTEIBHON BIACTH:

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

1) mpoOBOIUT MPOBEPKY IOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COJEPXKAIIUXCS B IPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

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

2) nNpUHUMAET pEIIeHHWE O HANpPaBJIEHUU B DKCIEPTHOE YUYPEKICHHE 3aJaHus Ha IPOBEJICHUE
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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" [lata coxpaHenusi: 31.12.2020

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

9KCHEepPTU3bl KauecTBa yKa3aHHOM B yacTu | Hacrosiued ctatbu (papmaneBTHUECKOH cyOcTaHIMM WU 00
OTKa3€ B TAKOM HalpaBJICHUHY;

3) yBeIOMJISIeT B 3JICKTPOHHOM MM MHUCbMEHHOH (hopMe 3asBUTENS O MIPUHITOM PEIICHUHU WU B CIydae
0TKa3a C yKa3aHHEM IPUYMH TaKOTO OTKa3a.
(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

4.1. B ciy4ae BBISIBIICHUS HEJOCTOBEPHOCTH CBEJICHHA, COJIEPKAIIMXCS B TPEICTABICHHBIX 3asiBUTEIIEM
MaTepuanax, YHOJHOMOYEHHbIN (enepanbHblii OpraH HUCHOTHUTENBHOW BIACTH HANPABISET 3asSBUTEINIO
3anmpoc 00 yTOYHEHHWU YKa3aHHBIX CBeJCHUU. J[aHHBINM 3ampoc MOXKET OBITh MepelaH YIOJIHOMOYEHHOMY
MPEACTAaBUTENIO 3asBUTENS JIMYHO TOJI PACIUCKY, HAMPABIICH MO MOYTE 3aKa3HbIM MUCHMOM WJIU IepeaaH B
3JIEKTPOHHOU (OpMe IO TETEKOMMYHHUKAIIMOHHBIM KaHajlaM CBsI3H. B cilyuae HampaBlieHUs] JaHHOTO 3ampoca
M0 TIOYTE 3aKa3HBIM MUCHMOM OH CYHMTACTCS TOJYYCHHBIM 10 MCTEUEHWHW IISCTH JTHEH C JaThl HANPaBICHUS
3aKa3HOTO MUCHMA.

(uacts 4.1 BBenena @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenb 00sf3aH NPEJCTaBUTh OTBET Ha 3alpOC YIMOJHOMOUYEHHOTO (heaepaibHOrO OpraHa
WCTIOJHUTEJIBHOM BIIACTHU B CPOK, HE MPEBBIIIAIONINI JIEBIHOCTA Pa0OYMX JHEH CO JHS MOJyYeHHs TaHHOTO
3ampoca. Cpok, YKa3aHHBI B 4YacTH 4 HACTOSIIEH CTaTbW, NMPHOCTAHABIMBAETCS CO JHS HAIpPaBICHUS
3afBUTENIO 3apoca YIMOJTHOMOYEHHOTO (eepalbHOr0 OpraHa MCHOJTHUTEIBHOW BIACTH A0 JHS MOTYYCHHS
UM OTBETAa Ha JaHHBIA 3alpoC M HE YYHUTHIBACTCS IPH HCYUCICHHH CpOKa SKCIEPTH3bl KadyecTBa
(apmaneBTHYECKOI1 CyOCTaHIINU, HEHCIIOIb3YEMOH MPH MPOU3BO/ICTBE JIEKAPCTBEHHBIX MPETIapaToB.

(uactb 4.2 BBenieHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM s OTKa3a B HAalpaBICHUM B HKCIEPTHOE YUPEXKICHUE 3a/JaHHs Ha IPOBEJICHUE
9KCHEePTHU3bl Ka4eCcTBA YKa3aHHOW B yacTH | HacTosmed craThd (hapMaleBTHUECKOW CyOCTaHIMH SIBIISETCS
HEMpeJICTaBlIeHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbH, OTCYTCTBHE HWH(OpMAaLNH,
noATBepKJaromed  (akT yIaTel TrOCYyJapCTBEHHOM [OUUIMHBI 32 BKJIKOYEHUE (papMaleBTUYECKON
CcyOCTaHIIMM, HPOM3BEACHHOW MJIs pealn3allid, B TOCYJApCTBEHHBIH pEecTp JEKAPCTBEHHBIX CPENCTB,
HEIpPEJICTaBICHUE 3asBUTEIIEM B YCTAaHOBJIEHHBIN CPOK OTBETA HA yKa3aHHbIN B yacTH 4.1 HacToslel cratbu
3aIpoc yMOJIHOMOYEHHOTO (peepanibHOro opraHa UCIOJHUTEIbHON BIACTH WIIM MPEJICTaBICHUE TIOKYMEHTOB,
HE COoJIeprKallMX UCUEPIBIBAIOIIETO EPEYHSI HEOOXOAUMBIX CBEICHUH.

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

6. B Teuenue naTHaauaTH paboyKX JAHEH CO JHA NOJIYYEHUS PELICHUs YIIOJIHOMOYEHHOI O (e1epaabHOro
OpraHa HCIIOJIHUTEJIBHOM BJIACTH O HANpPAaBICHUM B DJKCIIEPTHOE YUYPEXKIEHUE 3aJaHMs Ha IPOBEIECHUE
HKCHEPTHU3bl KauecTBa YKa3aHHOW B yacTH |1 HacTosmieill cratbu (apMaleBTHUECKONW CyOCTaHIIMU 3asBUTEIb
MPEJCTABISET B OKCIIEPTHOE YUPEXKICHHUE IS MIPOBECHNUS TaHHOH dKCIIePTH3bl 00pa3ibl (hapMareBTHYECKON
CyOCTaHIIMH B KOJIMYECTBE, HEOOXOIMMOM JIJIsl BOCIIPOM3BEICHUSI METOIOB KOHTPOJISI Ka4ecTBa. DKCIEPTHOE
yupeXJIeHue TpU MOJIydeHHH oOpa3loB YyKa3zaHHOW B yacTH | HacTosedl cTarbu (papmManeBTHUYECKON
CyOCTaHIIMM BBIJAET 3asABUTEINIO JIOKYMEHT, MOATBEPXKIAIOIIMI IOJlyuyeHHE 3TUX OOpa3loB, U B CPOK, HE
NpEeBbIIAIOIINNA Tpex pabouux [HEH, yBeZOMJISET B AJIEKTPOHHOM WJIM NUCbMEHHOW (opme 00 3TOM
YIIOJIHOMOYEHHBIN (eiepabHbIil OpraH HCIOJHUTENBHOW BJIACTH. ODTH CPOKM HE BKIIIOYAIOTCS B CPOK
MIPOBEACHUS JAHHOW DKCIIEPTU3BI.

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

7. JIOKyMEHTBI, TIOCTYIIMBIIAE B JKCIEPTHOE YUPEKICHUE MJisi TPOBEICHMSI IKCIEPTHU3BI KaduecTBa
yKa3aHHOM B uactu 1| HacTosAmeidl cratbu (apMaleBTUUECKON CyOCTaHLIMM, TOJUIeKaT BO3Bpary B
YIOJTHOMOYEHHBIN (efepaibHblii OpraH HCIOJHUTENBHON BIACTH OJHOBPEMEHHO C 3aKJIIOYEHHUSMHU I10
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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" [lata coxpaHenusi: 31.12.2020

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

pe3yibTaTaM HpOBeHeHHOﬁ 9KCIICPTU3LI.

8. B cpok, He MpeBBIIAIONINI ATH paboUnX JTHEH O JHS MOTyUeHHs 3aKII0UYCHU KOMUCCHUU SKCIIEPTOB
[0 pe3ysibTaTaM »SKCIEPTU3bl KadyecTBa yKa3aHHOM B dYactu | Hacrosmiedl craTed (apManeBTHYECKON
cyOcCTaHIMH, YIIOJTHOMOYEHHBIN (peliepabHbli OpraH UCIIOIHUTEIbHON BIACTH:

1) OCYHMECTBIACT OLCHKY TaKOro 3aKJIIOYCHUA 1A OHNPEACICHUA €ro COOTBETCTBUA 3aJlaHUIO Ha
IIPOBEACHHUC ,I[aHHOfI OKCIICPTU3EL;

2) NpUHUMAET pelIeHHE O BKJIIOUEHHM yKa3aHHOM B yacTu | Hacrosiued craThbM (hapMaleBTHUECKOM
CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEICTB WM peElIeHHEe 00 OTKa3e B TaKOM
BKJIIOUEHUH;

3) BHOCUT TpHM MNPUHATHH PEHICHHWS O BKJIIOYCHHHM YKa3aHHOW B 4YacTH | HAacTOSIIEeHd CTaThbu
(dhapmareBTHUECKON CyOCTAaHIIMU B TOCYJIAPCTBCHHBIH peecTp JICKAPCTBEHHBIX CPEJICTB MPEAYCMOTPEHHYIO
4yacThio 2 ctaThy 33 Hactosmiero MeaepaabHOro 3aKkoHa HH(MOPMALIMIO M YBEIOMIISET 00 3TOM B 3JICKTPOHHOU
WJIN TTHCBMEHHON ()OpME 3asiBUTEIIS.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

9. OcHoBaHMEM /IS OTKa3a BO BKIIOYEHUHU YKAa3aHHOW B yacTh | HacTOAIIEH CTaThu (hapMareBTHYECKON
cyOCTaHIIMK B TOCYJAapPCTBEHHBIM PEECTP JEKAPCTBEHHBIX CPEACTB SIBISIETCS 3aKJIIOUEHHUE COOTBETCTBYIOIIETO
YIOJIHOMOYEHHOTO (he/IepaIbHOTO OpraHa UCTIOJHUTEIHLHON BIACTH O TOM, YTO Ka4eCTBO (hapMalleBTHUECKOU
CyOCTaHIIMK HE MMOATBEP)KICHO MOJIYYCHHBIMH JIAHHBIMHU.

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

10. He pomyckaercst BKJIIOYEHHE B TOCYJAapCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEJICTB OIHOM
(dapmareBTHUECKON CyOCTaHIMH, MPOU3BEACHHON /I peal3allid W BBITYCKAGMOW OJHUM H TEM XKe
MIPOM3BOJUTENIEM, B BUE IBYX U O0JIee PeecTPOBBIX 3aIUCEH.

(gactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

11. BHeceHnne u3MeHEHH B NOKyMEHTHI Ha (papMalleBTUYECKYHO CyOCTaHIMIO, MPOU3BEACHHYIO IS
peaM3allMl M BKJIIOYEHHYIO B TOCYJAPCTBEHHBIN DPEECTp JIEKAPCTBEHHBIX CPEJCTB, OCYLIECTBISETCS B
nopske, ycraHoBieHHOM cTaThsiMu 30 u 31 HacTtosmero @enepaJibHOTO 3aKOHA, C  YIJIATOU
rOCYyIapCTBEHHOW MOIUIMHBI, TPEAYCMOTPEHHON 3aKOHOIATENIbCTBOM Poccuiickoit denepanuu 0 Hajmorax u
cOopax.

(dactp 11 BBenena deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

12. Jlomyckaercsi oOpaieHue (apmareBTHUeCKHX CyOCTaHIIUN, MPOW3BEICHHBIX JUIS pealu3allid, B
TEYCHHE CTa BOCBMHJECSATH JHEH A0 W TOCJie MNPUHATHS YIOIHOMOYEHHBIM (elepaabHbIM OpraHOM
WCTIOJIHUTEIGHON BJIACTH pEIICHHWsT O BHECCHHMM W3MEHEHHH B JOKYMEHTHI Ha (apMaleBTHUECKYIO
cyOCTaHIMIO, MPOU3BEACHHYIO IJIsi Peasiu3allii ¥ BKIIOUCHHYIO B TOCYJApPCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(dactp 12 BBenena depepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenne 00 UCKIIOUEHHMM W3 TOCYJApCTBEHHOI'O pPEECTpa JIEKapCTBEHHBIX CPEICTB
(dapManeBTHUECKOW CyOCTaHIIMM, MPOU3BEACHHOM M peanu3aliy, MPUHUMACTCS YIOJTHOMOUYEHHBIM
(enepanbHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH B CIIyYae:
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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" [lata coxpaHenusi: 31.12.2020

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

1) OpeaACTaBJICHUA COOTBCTCTBYIOIIHUM YIIOJIHOMOYCHHBIM Q)eﬂepaHBHLIM OpraHomMm HUCIOIHUTEIbHOMN
BJIACTU 3aKIIIOYCHHUA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCIJIOBCKA a100 KHUBOTHOIO npu
HCIIOJIb30BAHHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) nojiayu pazpabOTYUKOM JIEKAPCTBEHHOT'O CPEACTBA WU MPOU3BOAUTENEM JIEKAPCTBEHHOI'O CPEJCTBA
aM00  YHNOJHOMOYEHHBIM HMH JIpYTMM  IOPUAMYECKHM JIMIOM 3asBJIEHUS 00 UCKIIOYEHHHM U3
rOCy/IapCTBEHHOI'O peecTpa JEKapCTBEHHBIX CPEICTB (apMaleBTUUYECKOW CyOCTaHIMH, MPOU3BEICHHON s
peanu3aluy;

3) orcyrcTBHsS (hapMaleBTHUECKOM CyOCTaHLUM, MPOU3BEACHHOW I peanu3alud, B OOpalleHuHd B
Poccwuiickoit @eneparuu B TeUeHUE TpEX U OOJIee JeT.
(uactp 13 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpaTtuna cuny ¢ 1 ionsa 2015 ropa. - ®eagepanbHbIM 3aKoH oT 22.12.2014 N
429-93.

Cratba 36. Ob6xanoBaHue pelleHns o6 oTKase B Bblgaye paspelueHuss Ha npoBeadeHue
KNMMHMYECKOro MUCCrneoBaHUA JleKapCTBEHHOro npenaparta, peweHuss o006 oOTkase B
rocynapCTtBeHHOM perncTpaumm JeKapCTBEeHHOro npenapara, 3akfl4eHUs KOMUCCUM
3KCMNEepPTOB IKCNEPTHOrO YUYPEXACHUS TN 3aKIOYeHUs coBeTa No 3TUKe

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

Pemienue COOTBETCTBYIOLIETO YMOJHOMOYEHHOTO (heepabHOIO OpraHa WCIHOJIHHUTENBHOW BIIACTH 00
OTKa3e B BbIJIaye pa3pelieHUs Ha MPOBEJACHHUE KIMHHYECKOTO HCCIICIOBAaHUS JICKAPCTBEHHOTO Iperapara,
peleHre yKa3aHHOTO (enepaabHOro OpraHa HCIOJHHUTEIBHON BIacTH 00 OTKa3ze B TOCYAapCTBEHHOU
perucTpaIyu JICKapCTBEHHOTO TpenapaTa, 3aKJIF0YeHUe KOMUCCHUU SKCIIEPTOB AKCIEPTHOTO YUPEKICHHS WIIH
3aKIIIOYCHUE COBETa IO ATHKE MOXET OBITh 00’KaJOBaHO B MOPSIKE, YCTAHOBJICHHOM 3aKOHOJATEILCTBOM
Poccmiickoit ~ ®enepanmu.  3akiOu€HHE  KOMHCCHHM  JKCIIEPTOB  OKCIEPTHOTO  YUYPEKACHHUS O
B3aMMO3aMCHSEMOCTH JIGKAPCTBEHHBIX MPEMapaToB I MEAWIIMHCKOTO MPUMEHEHHs JIMOO O TOM, HTO
JICKapCTBEHHBIN TIpermapaT i MEIUIIUHCKOTO MPUMECHEHHS HE SBIISCTCS B3aHMMO3aMEHSEMBIM, MOXKET OBITh
00>KaJIOBaHO JIepKaTeIeM FITH BIIAJIENIbIIEM PErHCTPAMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapaTa B
YIIOJIHOMOYCHHBIN (hefiepalibHbIi OpraH HMCIOJHHUTEIBHON BIIACTH, KOTOPBIA MPUBICKACT K PaCCMOTPEHUIO
yKa3aHHOW J>KaJoObl IOJBEJIOMCTBCHHBIC €My HAay4HbIC OpPraHM3allMd W O00pa3oBaTelbHBbIC OpraHU3aIUU
BBHICIIIETO 00pa30BaHUs, OCYIIECTBISIOIINE NEATEIBHOCTh B cdepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB.
3aKIII0YeHHe KOMHCCHHM JKCIEPTOB SKCIEPTHOTO YUYPEXACHUs, O(GOpPMIEHHOE IO HTOTaM IepecMoTpa
00’KaJIOBaHHOTO ~ 3aKJIOYEHHUS OJKCIEepTa, MOXET OBITh OCHMOPEHO Jep)KaTeleM WM  BJaJeNbleM
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO TIperapara JUOO YIOJTHOMOYECHHBIM HMH JIHUIIOM B
TIOPSIZIKE, YCTAaHOBJICHHOM 3aKoHOIATenbCcTBOM Poccuiickorr ®enepanun. [Ipu 00kanoBaHWUW pelieHUs
YIIOJIHOMOYEHHOTO (heZiepalIbHOTO OpraHa MCIIOJIHUTEILHOW BJIACTH, 3aKIFOYCHHS JKCIEpTa MM KOMHUCCHU
JKCIIEPTOB JKCHEPTHOTO YYPEXKACHHUSA, 3aKIIOUYCHHsS] COBETa II0 OTUKE JepKaTrelb WU  BIaJeliell
PETHCTPAIIMOHHOTO YJOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara JTu00 yMOTHOMOYEHHOE MMM JIUIO BIIPaBe
MPEJICTaBUTh  PE3yJbTaThl  3KCIEPTU3Bl  JIEKAPCTBEHHOT'O  TperapaTra, MPOTOKOJBI  IMOJyYEHHBIX
AKKPEIUTOBAHHBIMH HCITBITATSILHBIMHU JTA00pATOPUAMU (IICHTPAMH) PE3yJIbTATOB HCCIICIOBAHUHN, HCITHITAHHH.
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Cratba 37. MWHdpopmaumsa, cBA3aHHAA C OCYLWECTBIEHMEM TroCyAapCTBEHHOMU
perucTtpaumMm nekapcTBEHHbIX MpenapaTtoB, UWHJoOpmMauusa O 3aperncTpupoBaHHbIX
NeKapCTBEHHbIX TMpenapatax W JieKapCTBEHHbIX rMpenapaTtax, WCKMIOYEHHbIX U3
rocynapCcTBeHHOro peectpa nekapCTBeHHbIX CpeaAcTB
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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" [lata coxpaHenusi: 31.12.2020

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

1. CooTBeTCTBYIOIUI YIOTHOMOYEHHBIH (hefiepaibHblii OpraH UCIOJHUTENBHOM BIACTH pa3MellaeT Ha
cBoeM o¢unuaabHoM caiite B cetu "HHTepHer" UWHQPOpPMALUIO, CBA3aHHYIO C OCYLIECTBICHHEM
rOCy/IapCTBEHHOW pETUCTpPAllMU JIEKAPCTBEHHBIX IpEenapaTroB, B TOM 4YHCIE MPOBEACHUEM HKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKJIOYas pe3yjbTaThl €€ MPOBEACHMs), MHPOpPMAIHMIO O 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX IpenapaTax U JIEKApCTBEHHBIX Iperaparax, UCKIIOUEHHBIX W3 IOCyIapCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPEJCTB, HE IO3JIHEEe YeM uepe3 MATh pabouyux JHEW cO JHSA MOJTY4YEeHHUs YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTENFHON BIACTH COOTBETCTBYIOIIEH HH(POPMAIIUH.

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3)

2. Cpoku u TIOpSIIOK pa3MElIeHUsT YKa3aHHOM B dYacTH | Hacrosimied cratbu WHGOpMAIIU
YCTaHABIWBAIOTCS YIOJHOMOYCHHBIM (eZIepalibHBIM OPTaHOM HCTOJHUTEIbHOW Biactu. WuHopmanus,
yKa3aHHas B 4YacTu | HacTosed CTaTbM, SIBISETCS OTKPBITOM M OOLIEAOCTYNHON M MpelocCTaBIIAeTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

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

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

Cratba 38. KnuHunuyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeAULMHCKOro NnpuMeHeHus

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

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

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

2) mox0op ONTUMANBHBIX JTO3MPOBOK JIGKAPCTBEHHOTO TpemnapaTa ¥ Kypca JICYeHUs Ui MalUueHTOB C
OTIpeNIeIeHHBIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 103 W CX€M BaKIHHAMH HWMMYHOOHOJIOTHYECKUMHU
JIeKapCTBEHHBIMU MpenapaTtaMu 3J0POBBIX 100POBOJIBIIEB;

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

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

2. B orsomenun BOCITPOMU3BCACHHBIX JICKAPCTBCHHEBIX IMPENAapaToB I MCIUIMHCKOI'O IMPUMCHCHUA
IMPOBOJATCA HCCIICOAOBAHUA OHMOPKBUBAJICHTHOCTH MU (I/IJ'II/I) TepaHeBTI/I‘{CCKOﬁ OKBUBAJICHTHOCTHU B IOPAJKC,
YCTaHOBJICHHOM YIIOJITHOMOYCHHBIM (I)G,Z[epaJ'ILHBIM OpraHoM HUCIIOJTHUTEILHOM 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" [lata coxpaHenusi: 31.12.2020

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

3. OpraHI/I3aumo NPOBCACHUA KIIMHHUYCCKUX HCCIIEIOBaHUM JICKApCTBCHHOT'O IIpfriapaTta I
MCIUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATh:

1) pa3paboTuuK JIeKapCTBEHHOTO MpenapaTa Uik YIOJIHOMOYEHHOE UM JIUIIO;

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

3) HAay4YHO-UCCJICAOBATCIILCKUC OpraHU3allnuu.

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

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

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

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

7. KiuHMueckue WHCCleOBaHUsl JIEKAPCTBEHHBIX IMpEenapaToB s MEAUIMHCKOIO MPUMEHEHUS
MPOBOATCS B MEIUIIMHCKUAX OPTaHU3AlUAX, AKKPEIUTOBAHHBIX YIIOJIHOMOYEHHBIM (heJepaabHbIM OPraHOM
HCTOJIHUTEIBHOM BJIACTH B HOPsJIKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit deneparum.

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

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

1. KiuHnyeckoe wHcciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOrO IPUMEHEHUS
MIPOBOJUTCS HAa OCHOBAaHUM PA3PELICHHs HA IIPOBEACHHE KIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO
npenapaTa, BbIJIaHHOTO yIIOJTHOMOYEHHBIM (efiepaibHbIM OPraHOM UCIOJHUTENBHOM BIACTU MO pe3yibTataM
9KCHEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX [UId MOJY4YEHHs pa3pellieHUs Ha IMPOBEJICHHE KIMHUYECKOIO
MICCJIEIOBAHMSI JIEKAPCTBEHHOI'O IIPEnapaTa U ’THYECKON SKCIIEPTU3HI.

2. I[J'IH MOJIYUYCHUA pa3pClICHUSA Ha IMPOBCACHUC KIIMHUYCCKOI'0 HUCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara sl MCOAUIUHCKOIO NMPUMCHCHHA 3aABUTCIIb IPCACTABIISICT B ynOHHOMO‘-ICHHBIfI (be;[epanLan?I
opra” HCIIOJIHUTEILHOM BIACTH:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

1) 3a4BJICHUC O BbLAAYC PA3PCHICHHA Ha IMPOBCACHUC KIIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara it MCIUIUHCKOTO IIPUMCHCHUA

Koncynsrantlntoc: mpumeuanue.
C 01.01.2021 B m. 2 4. 2 crt. 39 BHOcaTcs udMeHnenus (P3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro

PEAAKITHIO.

2) KOMUU JOKYMEHTOB, MOJTBEPKAAONINX YIUIATy TOCYJAapPCTBEHHOM MONUIMHBI 3a MPOBEACHUE
ATUYECKOMN 3KCIEPTU3BI, SKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MpeEnapar Uil MOJIyYEHUs Pa3peIICHUS
Ha TIPOBEJEHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Mpenapara il MEAUIUHCKOIO MPUMEHEHUS,
3a BbIJA4y pa3pelieHrs Ha MPOBEIACHUE KIMHUYECKOTO HCCIIEIOBAHUSI JIEKApCTBEHHOrO Ipernapara Jjis
MEJIULMHCKOIO NPUMEHEHHS, 3a IMPOBEJCHUE DKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar st
MOJyYEHUSI Pa3peElIEHUs HA MPOBEACHUE MEXKIYHAPOJIHOIO MHOTOLUEHTPOBOIO KIMHUYECKOrO MCCIECIOBAHUS
JIEKapCTBEHHOI'0 TMpernapara sl MEIUIMHCKOrO MPUMEHEHHUs, 3a BbLAA4y pa3pelieHHs Ha MPOBEACHUE
MEXIYHAPOJHOTO MHOTOLEHTPOBOIO KJIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOrO IIpenapara Jjis
MEIMIMHCKOTO TIPUMEHEHUSA, 3a MPOBEIACHUE OATUYECKOM HKCHEPTU3bl, HKCHEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIM TIpenapar g TOJYYCHHMS pa3pelieHuss Ha MPOBEACHUE IOCTPETUCTPALIMOHHOTO
KJIIMHUYECKOTO HCCIENOBaHMS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOrO IPUMEHEHUs, 3a BblIaudy
paspelieHuss Ha MPOBEACHUE NOCTPETMCTPALMOHHOIO KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npernapara JUisi MEAWIIMHCKOTO TIPUMEHEHUs, WU 10 COOCTBCHHOW WHHIIMATHUBE yKa3aHHBIC JOKYMEHTHL. B
Cllyyae HETpEJCTABJICHUS 3asBUTENIEM YKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIH (eaepaabHblii OpraH
WCTIOTHUTEIPHOW BJIACTH TIpOBepseT (akT YIUIaThl TOCYAApPCTBEHHOM TIONIIMHBI C HCIOJH30BAHUEM
uHdopmaIuy 00 yIiaTe TocyaapCTBEHHON MOIUIMHBI, coepxarieiics B ['ocynapcTBeHHOW HHGOPMAIIMOHHON
CHUCTEME O TOCYJApPCTBEHHBIX M MYHULMIIAJIBHBIX IUIATEKAX, HA OCHOBAaHHUM IPEIACTABIICHHBIX 3asBUTEIIEM
KONUH JOKYMEHTOB;

3) MMPOTOKOJ KIMHHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara A MCIAUIHUHCKOI'O
IIPUMCHCHUS;

4) GporuItopy UCCIIeI0BaTes;
5) uHpOpPMAITMOHHBIN JIUCTOK NAIMEHTA,

6) cBeneHusi 00 ombITe PabOTHI UCCIENOBATENEH MO COOTBETCTBYIOUIMM CHEIMATBHOCTSIM U UX OTBITE
paboThI MO MPOBEICHUIO KIMHUYECKUX UCCIICIOBAHMIA,

7) cBelleHUs O MEAMIIMHCKUX OpraHU3alMsX, B KOTOPBIX IMPEINOJIaraeTcsi MPOBEICHUE KIMHUYECKOTO
WCCTIEOBaHUS JICKAPCTBEHHOTO TIperapara i MEIUIMHCKOTO TPUMEHEHHUsS (IMOJHOE U COKpAIIeHHOE
HaUMCHOBAaHMS, OpPraHU3AIMOHHO-TIpaBoBas (opMa, MECTO HaxOXKJICHHS M MECTO OCYIIECTBICHUS
NeATeIbHOCTH, TenedoH, Tenedakc, aapec MEKTPOHHON MOYTHI KaXKI0W METUIIMHCKON OpraHU3alliin);

8) CBCACHUA O MpPCAIoJara€MbIX CpOKax MHPOBCACHUA KIMHUYCCKOTO HCCICHOBAHUA JICKAPCTBECHHOI'O
npenapara ik MCAUIUHCKOTO IPUMCHCHUA

9) xomwio IOTOBOpa O0S3aTENHHOIO CTPAXOBAHHS, 3aKIIOUYEHHOTO B COOTBETCTBHUM C THIIOBBEIMU
IpaBHIAMHU 00SI3aTEIEHOTO CTPAXOBaHUS, C YKa3aHUEM MPEACIbHON YHCICHHOCTH MAallMEHTOB, YYACTBYFOIINX
B KJIMHUYECKOM HCCIIEJIOBAHUU JIEKapCTBEHHOTO Mpernapara i MEAUIMHCKOTO IPUMEHEHHUS;
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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" [lata coxpaHenusi: 31.12.2020

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

10) I/IH(1)OpMaI_II/IIO 0 COCTAaBC JICKAPCTBCHHOTO IpeniapaTa i1 MCAUIUHCKOT'O IPUMCHCHUS

11) 1OKYMEHT, COCTaBJCHHBIM IPOU3BOAUTENIEM JIEKAPCTBEHHOIO TMpernapara Uil MEAMIUHCKOTO
MIPUMEHEHUS U COJIEPKALUI [TOKa3aTeN! (XapaKTEpUCTUKH), & TAK)KE CBEJICHUS O JIEKAPCTBEHHOM IIpenapare
JUISL MEUIIMHCKOTO MIPUMEHEHMSI, TPOU3BEAECHHOM JUJISl POBEACHUS KIIMHUYECKUX UCCIIEIOBaHMIA;

KoncynwsranTtlIoroc: mpuMedanue.
C 01.01.2021 B m. 12 4. 2 ct. 39 BHOCsATCsA u3meHeHus (@3 ot 27.12.2019 N 478-D3). Cm. Oynyuryro
DEIAKIIHIO.

12) xomuio IHUIEH3WM HA TIPOM3BOJCTBO JICKAPCTBEHHBIX CPEJICTB B Cllydae, €CIM IPOU3BOJCTBO
JIEKapCTBEHHOTO TIpermapara ocyiecTBisiercss B Poccuiickolt ®expepanyy, WM KOMHUIO 3aKIIOYEHUS O
COOTBETCTBUM  NPOU3BOAMTENSI  JIEKAPCTBEHHOrO  Ipemapata TpeOoOBaHMSM  [paBUI  HaJulexKalnei
HpOI/IBBO,Z[CTBeHHOI\i IMPAKTHUKHU, BBIJAHHOI'O YIOJHOMOYCHHBIM OpraHoM CTPAaHbL MPOU3BOAUTCIIA
JIEKapCTBEHHOTO Ipernapara.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-03)

KoncynwsranTtlInroc: mpuMedanue.
C 01.01.2021 cr. 39 gononnsiercs 4. 2.1 (P3 ot 27.12.2019 N 478-D3). CMm. Oyay1iyro peaakiyio.

3. B cpok, He npeBbILaoIUi OITH padoynX JHEH cO JHS MPUHATUS YKa3aHHOTO B MyHKTe 1 wactu 2
HACTOSIIIEH CTaThbU 3asBJICHUS M HEOOXOAMMBIX JIOKYMEHTOB, YIOJHOMOYEHHBIH (enepanbHblii oprax
VICTIOJITHUTEJIbHOM BJIACTH:

1) MNpOBOAUT IMPOBCPKY IMOJHOTBI U JOCTOBCPHOCTHU CBC,[[CHI/II\/'I, COoACpKaMUXCd B IMPEACTABIICHHBIX
3asABUTCIICM JOKYMCHTAX;

2) NPUHUMAET pPELIEHUE O MPOBEACHMM 3KCIEPTU3bl JOKYMEHTOB Ui TMOJYYEHHs] Pa3pelieHus Ha
MIPOBEJCHUE KIMHUYECKOrO0 MCCIIEIOBAHUA JIEKAPCTBEHHOIO Ipernapara JUisl MEIULIHUHCKOTO IPUMEHEHUS U
TUYECKON IKCIIEPTU3BI WM 00 OTKa3e B IPOBEJCHUN YKAa3aHHBIX 3KCIIEPTHU3;

3) yBeAOMJISIET B AJIEKTPOHHOU (hopMe MM HA OyMa)KHOM HOCHUTEIE 3asiBUTENs O MPUHATOM PElIeHUU
160 B cllydae IPUHATHUS PelIeHus: 00 0TKa3e TaKkKe C YKa3aHUEM MPUYHH TAaKOrO 0TKAa3a;

4) MMOATrOTAaBJIMBACT U HAIIPABJIACT B SKCIICPTHOC YUPCIKACHUC U COBCT IO 3TUKEC 3aIaHUC Ha MPOBCACHUC
COOTBCTCTBYIOIIMX SKCIICPTHU3.

4. B cinydae BBISBIEHUS HENOJHOTHI U (WJIM) HEIOCTOBEPHOCTH HH(MOpMALMU, coJepKalieiics B
IIPEJCTABICHHBIX 3asBUTEIEM JTOKYMEHTAX, YIIOJIHOMOYEHHBIN (hefiepalIbHbli OpraH UCIOJIHUTEIbHON BIACTH
HanpaBIeT 3asBUTENIO 3ampoc 00 YTOYHEHUM YyKa3aHHOM uHpopmauuu. J[aHHBIA 3ampoc MOXXeT ObITh
nepeJaH YINOJIHOMOYEHHOMY NPEACTABUTENO 3asBUTEN JMYHO II0J PACIUCKY, HAMpaBiI€H [0 IIOYTe
3aKa3HbIM MHCHMOM WM TIepeiaH B DJIEKTPOHHOH (opMe MO TeneKOMMYHHMKAIlMOHHBIM KaHaiaMm CBs3u. B
Cllydae HaIpaBJIEHUS AAHHOTO 3alpoca MO IOYTE 3aKa3HbIM IHCbMOM OH CYHMTAETCS IOJYyYEHHBIM IIO
WCTEUYEHUHU LIECTH JTHEH ¢ JaThl HAIPABJIEHUS 3aKa3HOTO NMUChbMa. 3asBUTEIb O0s3aH MPEACTaBUTH OTBET Ha
3arpoc  yHOJIHOMOYEHHOr0 (peAepalbHOrO OpraHa HCIOJHUTENIBHOW BJIACTH B CPOK, HE IPEBBIIIAOIINN
NeBsIHOCTa pabouux JHEW co aHsA ero mnoaydeHus. Cpok, yka3zaHHbII B 4YacTM 3 HAcCTOALIEH CTaTbH,
NPUOCTAHABJIMBACTCS CO JIHS HANpaBJICHUS 3asBUTENIO 3allpoca YMOJIHOMOYEHHOIro (enepansbHOTO OpraHa
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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" [lata coxpaHenusi: 31.12.2020

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

HUCITOJTHUTEILHOM BIACTU A0 HHSA IIOJY4YCHHA UM COOTBCTCTBYIOLICTO OTBETA W HE YYUTLIBACTCS IIPpHU
HUCUYHUCIICHUHN CPOKa NMPUHATHA YIIOJIHOMOYCHHBIM (I)e;[epaanLIM OpraHomMm HCIIOJIHUTEILHOM BIIACTH peuicHu-d
O IMPOBCACHHUU DOKCICPTHU3bI AOKYMCHTOB IJid IIOJYUYCHHA paspCliCHUd Ha IMIPOBCACHHUE KIMHHUYCCKOI'O
HCCIICA0BAHM JICKAPCTBCHHOI'O NIp€riapaTta ajd MEANLIUMHCKOTO IIPUMCHCHMU.

5. OcHoBaHMEM JJIsl OTKa3a B MPOBEIACHUM SKCIEPTU3bI TOKYMEHTOB JUISl TOJYUYEHHUS pa3pelieHus Ha
IIPOBE/ICHUE KIMHUYECKOIO HCCIENOBaHUS JIEKAPCTBEHHOI'O Mperapara JUisi MEJUUMHCKOrO0 MPUMEHEHUS U
STUYECKOM HKCIEPTU3bl SBIISETCS NPEICTABICHUE JOKYMEHTOB, IMPEAYCMOTPEHHBIX YAaCThIO 2 HACTOSILEH
CTaThH, B HETIOJIHOM 00beMe, HETIPEACTABIICHUE 3asiBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B
gacT 4 HACTOAIICH CTAaThH 3aMPOC YIOTHOMOYECHHOTO (peepaibHOTO OpraHa WCIOJHUTEIBHON BIACTH OO
OTCYTCTBHE B TPEJICTABICHHBIX JAOKYMEHTaX HCUEPIIBIBAIOIIETO TMEpedHs HeoOXoaumMol WHOOpMAIuu WIn
nH(popMaIuu, KoTopas JoJDKHA OBITh OTpa)KE€HA B HUX, a TAK)KE OTCYTCTBUE MH(OpPMAIIH, TTOATBEPKIAIOIICH
(akT ymiuaThl TOCY/IapCTBEHHOMN MOIUIMHBI 32 MPOBEICHUE STUUYECKON SKCIEPTU3bI, SIKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIN MpenapaT Ijs MOJYyYEeHHs pa3pellieHuss Ha MPOBEICHHUE KIMHUYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOI'0 TIpernapara sl MEIULMHCKOrO IMPUMEHEHHUs, 3a BblAA4y pa3pelieHUs Ha IPOBEIACHUE
KJIMHUYECKOT0 HMCCIIE0OBaHUA JIEKAPCTBEHHOIO Iperapara JJisi MEAUIIMHCKOTO MPUMEHEHHUS, 3a MPOBEACHUE
SKCIEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpenapar i TOJY4YEHHs pa3pelleHHs] Ha MPOBEACHUE
MEXIYHAPOJHOTO MHOTOLEHTPOBOTO KJIMHHYECKOTO HCCIENOBaHUA JIEKapCTBEHHOrO TIpemapara Jjis
MEIUIMHCKOrO0 MPUMEHEHHMs], 3a BblJAauy pa3pelICHUs HA MPOBEACHUE MEXTYHApOJHOIO MHOIOLIEHTPOBOTO
KJIMHUYECKOT'O0 MCCIIEI0BAHUS JIEKAPCTBEHHOT'O MpernapaTa sl MEIULIHUHCKOrO MPUMEHEHHUs, 32 MPOBEICHUE
3TUYECKOMN 3KCIEPTU3BI, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN Mperapar Juisl MOJIyYEHUs pa3pelICHUs
Ha IMPOBEICHUE NOCTPETHMCTPALMOHHOIO KIMHUYECKOTO MCCIEHOBAaHMS JIEKAPCTBEHHOIO IIperapara s
MEIMIMHCKOTO TPUMEHEHUS, 32 BbIJauy pa3pelIeHUs] HA MPOBEAEHUE MOCTPErUCTPAMOHHOTO KIMHUYECKOTO
HCCIIEIOBAHUS JIEKAPCTBEHHOTO IIpenapaTa Jyisi MEIUIMHCKOTO MPUMEHEHHUS.

6. IlpoBeaeHne >KCHEPTU3bI TOKYMEHTOB JUISl MOJIYYEHUS pa3pelleHHs] Ha MPOBEICHUE KIMHUYECKOTO
UCCIIEJIOBaHMs JIEKAPCTBEHHOI'O IMpermapaTa s MEAWIUHCKOTO MPUMEHEHUS W ITHUYECKOH JKCHEepPTHU3HI,
COCTaBJIEHUE KOMHUCCUEN IKCIIEPTOB U COBETOM I10 3TUKE 3AKJIIOUYEHHUN O BO3MOXKHOCTH MM HEBO3MOXXHOCTH
IIPOBEJICHUS] TAKOTO KJIMHUYECKOI'O HCCJIENOBAHUS W HAIPABICHUE ITUX 3aKIIOUYEHUH B YIIOJIHOMOYEHHBIN
(benepanbHBIi OpraH HWCIOJHHUTEIBHOW BJIACTH OCYHIECTBISIFOTCS B CPOK, HE MPEBBIMIAIONINA TPUALATH
pabounx THEH co JHS MOJIYYEHHs! HKCIEPTHBIM YUpEKICHHEM 3aJaHus YIMOJIHOMOUYEHHOTO (eepaibHOro
OpraHa MCHOJIHUTEIbHON BJIACTU C NMPUIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B MyHKTax 3, 4, 10 u 11 yactu 2
HACTOSAIICH CTaTbU, U COBETOM I10 STHKE 3a/laHusl YIIOJTHOMOYEHHOTO (heJiepaabHOr0 OpraHa UCIOITHUTEIBHON
BJIACTH C IIPUJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IIYHKTax 3 - 6, 8 u 9 yactu 2 HacTosIIEN CTaTbU.

7. B cpok, He MPEBBIMIAIONINI NATH pabounX JHEU CO JHS MOTYyUYEHUs 3aKIIFOUCHUH, YKa3aHHBIX B YaCTH
6 HacTOAIIEH CTaThbU, YIIOJIHOMOUYEHHBIN (hefiepaibHblii OpraH NCIOJIHUTEIBHOMN BIACTH!

1) OCYHICCTBJIACT OLCHKY IMOCTYIIHMBHIIUX 3aKII0YCHUH AJIg OpEACTICHUA UX COOTBCTCTBHUA 3a/laHUAM Ha
IMPOBEACHNUE COOTBETCTBYIOIUX SKCIICPTHU3,

2) TpUHHMAeT peIIeHHe O BbIA4Ye pa3pelleHHs Ha NPOBEICHUE KIMHHYECKOTO MCCIIEIOBAHMS
JIEKapCTBEHHOTO Tpernapara JUis MEIUIIMHCKOTO TPHUMEHEHHsT Wi 00 OTKa3ze B BbIJaue YKa3aHHOTO
pa3penIeHus;

3) BbLAAET pa3pellieHre Ha MPOBEAEHUE KIMHUYECKOIO MCCIIEIOBaHMS JIEKApCTBEHHOIO Ipernapara Juls
MEJIMIIMHCKOTO TPUMEHEHHUs WJIM pelieHne o0 OTKa3e B BhIJIaue YKa3aHHOTO pa3perieHus ¢ yKa3aHHeM
IPUYUH OTKa3a.
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8. OcHoBaHMEM MJi1 OTKa3a B BblJauy€ pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUSA
JIEKapCTBEHHOI'0 Ipenapara Uil MEAUUMHCKOIO NPUMEHEHHS SBISIETCS HAIMYME 3aKIOUEHUS KOMHCCUU
SKCIIEPTOB WJIM 3aKJIIOYCHHS COBETA IO 3TUKE O HEBO3MOYKHOCTH IPOBEJACHUS KIMHUYECKOTO MCCIIECIOBAHUS
JIEKapCTBEHHOI'0 TMpenapara Uil MEAUUMHCKOTO MPUMEHEHHUS MO Pe3yjbTaTaM MPOBEICHHBIX 3KCIEPTH3,
MPETyCMOTPEHHBIX YaCThIO 6 HACTOSIIEH CTaThU.

9. Pemienne 00 oTKa3e B NPOBENEHUM SKCIEPTH3bl JOKYMEHTOB JJIs IOJIyYEHHUsS pa3pellieHus Ha
NpOBE/IEHUE KIMHUYECKOTO0 MCCIIEJOBAHUS JIEKAPCTBEHHOrO IMpernapara A MEIUIMHCKOro NPUMEHEHUs U
9TUYECKOM 3KCHEPTU3bl M B BbIJAYE pa3pelICHHMs] Ha MPOBEACHHE KIMHMYECKOIO MCCIIEI0BaHUS
JICKAPCTBCHHOI'O IIpcriapara 1 MCAUIHUHCKOr0O NPHUMCHCHUA MOKET OBITE 00XKaJI0BaHO B IopsAKe,
YCTaHOBJIEHHOM 3aKOHOAaTenbcTBOM Poccniickoit deneparnuu.

CraTtbsa 39.1. 3Tnyeckas akcnepTusa
(BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

1. Dtuyeckas 9KCIICPTHU3a MPOBOJAUTCA COBCTOM II0 3THUKEC, CO3JAHHBIM B MMOPAJAKE, YCTAHOBJICHHOM
YHIOJIHOMOYCHHBIM (bez[epanLHmM OopraHom HUCIIOJIHUTEILHOMN BJIaCTH, B ICIIX BbIJa4YH 3aKJIIIOUYCHHA 00
9THYECKON O0O0OCHOBAHHOCTH BO3MOKHOCTH MMPOBEACHUA KIWMHHUYECKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara JJjis1 MCIUIIUHCKOI'O IIPUMECHCHUA.

2. DKcrepTaMu COBETa MO 3THKE MOTYT OBITh NMPEACTaBUTEIN MEIULIMHCKUX OpraHM3alui, HayyHBIX
opraHuzanuii, o00pa30BaTENbHBIX OpraHU3alMii BbICIIET0 O00pa3oBaHMsA, a TaKkKe NPEACTaBUTEIH
OOIIIECTBEHHBIX OPTaHU3AIMi, PEIMTHO3HBIX OpraHU3alMii M CPelICTB MaccoBOi uHpopmanmu. JlaHHBIE
9KCHEepPTHl HE JIOJDKHBI HAaXOAMTHCS B KaKOH-TMOO 3aBHCHMOCTH OT pPa3pabOTUYMKOB JIEKApCTBEHHBIX
MpenapaToB M JPYTUX JIUII, 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX 3THUYECKOU dKCIIEPTU3BI.

3. Onuara yciiyr 3KCIIEpTOB COBETA IO ITUKE OCYLIECTBIISETCS HA OCHOBAHUM JOTOBOPA, 3aKIFOYEHHOTO
MEXJy YIOJHOMOYEHHBIM (heepaabHbIM OPraHOM HCIIOJHUTENBHON BJIACTH, KOTOPBIM CO3[aH COBET IIO
9THKE, W OJKCHEPTOM COBETa IO JTHKE, 3a CUeT OIOKETHBIX ACCHUTHOBAaHUH, MPEayCMOTPEHHBIX
YIOJTHOMOYEHHOMY (peiepaibHOMY OpraHy HCIIOJIHUTEIBHON BIACTH, KOTOPHIM CO3/IaH COBET MO ITHKE, B
(benepambHOM OIO/DKETE HAa COOTBETCTBYIOIIMH TOA Ha OOECIEYeHHE €ro IesTeIbHOCTH, B pa3Mepax,
ycTaHoBlIeHHBIX [IpaBuTenscTBoM Poccuiickon denepanun.

4. DkKcnepTbl COBETa IO AITUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATEILCTBOM
Poccuiickoit deneparuu.

5. CocTaB coBeTa M0 ITHKE, MOJOKEHHE 00 3TOM COBETE, MOPSIOK €ro JIesSTeNbHOCTH, TPeOOBaHUS K
KBaJM(HUKAIMA U OIBITY pabOTHl MO AKCHEPTHON OLEHKE HAYYHBIX, MEJUIIMHCKAX U THYECKUX ACTIEKTOB
KJIIMHUYECKUX MCCIEA0BAHUM JIEKAPCTBEHHBIX MPENAPATOB I MEJULIUHCKOIO IPUMEHEHHUs, IIPENbABIISIEMbIC
K JKCIEpTaM COBETa MO J3TUKE, MOPAJAOK OpPraHU3allld W MPOBEACHUS ATHUYECKOM 3KCHepTH3bl, (opma
3aKJIIOYEHHUS COBETA I10 ATUKE YCTaHABJIMBAIOTCS YIIOJHOMOUYEHHBIM (heiepaIbHbIM OPraHOM HCIIOJIHUTEIbHON
BiacTd. Yucno mpeacraBUTENe MEAMLMHCKUX OpPraHM3allMil HE MOXET MPEBbIATh MOJOBHHY OT OOLIEro
YHCIIa OKCIIEPTOB COBETA I10 3THUKE.

6. Mudopmamust o cocraBe cOBeTa IO 3TUKE, IUIAHAX €ro paboThl M TeKyLeH AesTeIbHOCTU
pa3merniaeTcsd Ha OQHUIMAIFHOM CaiTe yNOJHOMOYEHHOTO (eaepalbHOro OpraHa MCIOIHUTEIBHOI BIACTH B
cetu "IHTEpHET" B yCTAHOBIIEHHOM UM IIOPSIJIKE.

Cratbsa 40. lMpoBeaeHMe KIMHNYECKOro UccriefoBaHUs NleKapCTBEHHOro npenapara ans
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MeAUUUHCKOro npumMmeHeHusA

1. PykoBoaurenb MEIMLMHCKONM OpraHM3alMM, KOTOpas IPOBOAMT KIMHUYECKOE HCCIIEI0BAHUE
JIEKapCTBEHHOT'0 Mpenapara s MEIUIUHCKOT0 MPUMEHEHMsI, Ha3HAaYaeT UCCIIe0BaTeNs], OTBETCTBEHHOIO 3a
IPOBEJCHUE TaKOro MCCIENOBAaHUA M HMMEIOLIEr0 JIEYeOHYH CIELHAIbHOCTh, COOTBETCTBYIOIIYIO
IPOBOJUMOMY KJIMHUYECKOMY HCCIEI0BAaHMIO JIEKApCTBEHHOIO IIpernapara, €O CTakeM paboThl 110
nporpaMMaM KJIMHHYECKHUX HCCIEOBaHUM JIeKapCTBEHHBIX NpPENapaToB HE MEHEe YeM TPH rojia U MO €ro
MIPETIOKEHUIO HA3HAYAET COMCCIIEN0BATENEN U3 YMCIIa Bpauel 3TOM MEIULIMHCKON OpraHn3alllH.

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

2. HCCJ’IGI{OB&TGHL OCYHICCTBIIACT BI)I60p ManMCEHTOB, KOTOPBIC IO MEAWIMHCKHUM IIOKa3aHUAM MOT'YT
OBITh IMPHUBJICYCHBI K YUYaCTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O ITpe€riapaTta A MEAUIUHCKOTO
IIPUMCHCHMUA.

3. UccnenoBaTens U corcclnea0BaTENH TOMKHBI OBITh 03HAKOMIICHBI C pe3yJbTaTaMU JOKIMHUYECKOTO
WCCIIEIOBaHMUS JIGKAPCTBEHHOTO CPEJACTBA, COJEPKAIIUMUCSI B OpoIIOpe HCCIeA0BaTeNsl, MPOCKTOM
MPOTOKOJIa KIMHUYECKOTO HCCJIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara i MEIUIMHCKOTO MPUMEHEHHUS,
pa3paboTaHHBIM  Pa3pabOTYMKOM JICKAPCTBEHHOTO TMpernapata WIA UWHBIM  OPUIAYECKHM  JIUIOM,
MIPUBJIEKAEMBIM K OpTaHU3AIMK MPOBEIACHUS KIMHUYCCKOTO HCCIIECIOBAHUS JIEKAapPCTBEHHOTO Tperapara s
MEAMIIMHCKOTO MPUMEHEHHUS, U IPYTUMHU MaTepHallaMy TaKOTO HCCIIe0BaHuU.

3.1. PykoBoauTenb MEAUIIMHCKOW OpPTaHU3AllMU B CPOK, HE MPEBHIMIAIONINN TpeX padouux JHEH co JHS
Hayajga TMPOBEACHHUS KIMHMYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOrO TMpernapara isd MEAUIMHCKOIO
MPUMEHEHHS, cOoo0maer o0 3TOM B YIOJTHOMOYCHHBIM (eAepanbHbIi OpraH HUCIOTHUTEIHLHOW BIACTH,
BBIJIABIIUH pa3pericHre Ha TPOBEACHUE TAKOTO UCCIICIOBAHMUS, TI0 YCTAHOBICHHON UM (opMe.

(dactp 3.1 BBeneHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuszanuy, OCYLIECTBISIOIIME OPraHU3ALMIO IPOBEACHUSA KIMHUYECKOIO HCCIIEIOBaHUS
JIEKapCTBEHHOT'O Ipenapara JUisi MEJUIIMHCKOrO IPUMEHEHNS M YKa3aHHBIE B 4acTU 3 cTaTbu 38 HACTOALIETO
@denepanlbHOTO 3aKOHA, B CIy4ae HEOOXOJAMMOCTHM BHECEHHS HW3MEHEHMH B TIPOTOKOJ KIMHUYECKOTO
WCCIICZIOBAHMs JICKAPCTBEHHOTO IIperapara JUlsi MEAMLIMHCKOTO NpPUMEHEHHs COooOIIalT o0 3TOM B
YIIOJTHOMOYEHHBIN (heiepalibHbIii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha NPOBEICHHE
TaKOT'0 MCCIIEZIOBAHHUS, TI0 YCTAHOBJICHHON UM (opMe.

(B pen. deaepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. d)opMa COO6I_I_[CHI/I$I O BHECEHMH W3MCHECHUH B IMPOTOKOJ KIMHHUYCCKOTO HUCCICA0BAHUA
JICKAPCTBCHHOTO IIpcIiapaTa AJId MCAUIIMHCKOTO MPUMCHCHUA NOJIKHA COACPKATh CICAYIOHNIUC CBCACHUA:

1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS;
2) mata BHECEHUsI N'3MEHEHUN B MPOTOKOJI KIIMHUYECKOTO UCCIIEOBAHUS;
3) HaMMEHOBAHKE U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaUMEHOBaHUE OpraHM3allMM, IPUBJICUCHHON pa3paOOTYMKOM JIEKAPCTBEHHOrO Tperapara K
OpraHMU3aINK MPOBEICHUS KIMHUYECKOTO UCCIIeJOBaHus (TP HAJTHUUN);

5) HaMMCHOBAaHUA MW MCECTa HAXO0XICHHUA MCIUIHMHCKHX OpPaHI/ISaLII/Iﬁ, B KOTOpPBIX IIPOBOAHUTCA
KIIMHUYCCKOC NCCICIOBAHUC,
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6) AaTa BbIAa4YU pa3pClICHUs Ha IMTPOBCACHNUEC KIIMHUYCECKOI'O NCCIICAOBAHNUA U HOMED 3TOT'O Ppa3pCHICHUA,

7) ©U3MEHEHUs, BHOCHUMBbIE B TPOTOKOJI KIIMHUYECKOTO HCCIIeI0OBAHMUS.
(uactsp 4.1 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIAIUNA TPUALATH pabouyMX JHEH cO JHS MOJY4YeHHs YKa3aHHOTO B yacTu 4
HACTOSIIEH CTaTbU COOOIEHHUS, YIOJIHOMOYEHHBIH (enepaiabHblii OpraH HCIOJHUTENBHON BIIACTH
paccMaTpuBaeT 3TO COOOLICHME B YCTAaHOBJIEHHOM MM [OPSJKE M NPUHUMAET pELIEHHE O BHECEHWUHU
U3MEHEHUN B TPOTOKOJN KIMHUYECKOIO HCCIENOBaHUS JIEKapCTBEHHOIO IIpernapara A MEIULUHCKOrO
npUMEHeHHs Wid 00 OTKa3e BO BHECEHHMM TakuxX u3MeHeHMH. Ilpu paccMoTpeHuH cooOIIeHus o
HE0O0XOIMMOCTY BHECEHHUSI U3MEHEHHI B IPOTOKOJ KJIMHUYECKOTO UCCIICAOBAHMS JIEKAPCTBEHHOTO MIpernapara
JUIE  MEOUIIMHCKOTO TPUMEHEHHsS B IENAX OLEHKM OOOCHOBAaHHOCTH TIpeAiaraeMblX W3MEHEHHH U
ONpENIETCHUsI CTEIEHW PHUCKA Uil NAlMEHTOB, NMPUHUMAIOIIMX yYacTHE B KIMHMYECKUX HCCIIEIOBAaHHUAX,
YIOJIHOMOYEHHBIM (hefiepalbHbIM OPraHOM HCIOJIHMTENIBHOM BJIACTH MOTYT HPUBJIEKAThCA HKCHEPThI COBETA
IO THUKE.

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

6. KiimHnyeckoe McciaenoBaHuE JIEKApCTBEHHOrO Ipernapara JUisi MEAMLHUHCKOIO NMPUMEHEHUS MOXKET
OBITH MPUOCTAHOBJIEHO WJIM IMPEKPAILLEHO, €CIM B IPOLECCe €ro MpoBeAeHUs OOHapy»eHa OMNacHOCTb JUIS
KU3HU, 370pOBBS MAIMEHTOB. B ciyyae BO3HMKHOBEHHUS OMACHOCTH JJSi KU3HHU, 370POBbS NAIMEHTa,
Y4acTBYIOLIETO B KIMHAYECKOM HCCIIEJOBAHUHM JIEKAPCTBEHHOI'O Ipenapara Jjisl MEIUIUHCKOrO IPUMEHEHN,
UccleioBaTeny 00s3aHbl MPOMHPOPMHUPOBATE 00 3TOM PYKOBOJIUTENS MEAWLMHCKOW OpraHu3alud U
OpraHu3aIMIo, TOJYYUBIIYIO pa3pelieHHe YIIOJTHOMOYEHHOTOo (heiepalbHOro OpraHa UCTIONHUTEILHON BIACTH
Ha OpraHMW3al{Ii0 IPOBEICHUS KIMHUYECKOIO HCCIEOBaHUsS JIEKApCTBEHHOro Ipemnapara. Pemenue o
MIPUOCTAHOBJIEHUU  KJIMHUYECKOTO HCCJIENOBAaHUS JIEKAPCTBEHHOI'O Ipenapara s  MEIULUHCKOTO
MPUMEHEHUS NPUHUMAIOT PYKOBOJAWTENb MEAMIIMHCKOW OpraHu3aluy W (WId) OopraHu3alus, MOJy4HBILIAs
paspelieHre yIOJIHOMOYEHHOro (efepallbHOIO OpraHa MCIOJHUTEIbHOM BIAcTW Ha OpraHU3aluio
IIPOBEJCHHS KIMHUYECKOIO HCCIIENOBAaHUS JIEKapCTBEHHOIO IIpernapara I MEJUIMHCKOrO IPUMEHEHUS,
pelieHre O MPEKPalIeHUHd TaKOro HCCIEAO0BaHHUS TNPHUHUMAECT YIOJIHOMOYEHHBIH (eepanbHblii opraxn
WCTIOJTHUTEJIBHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (OopMe PYKOBOIHUTES MEAULIUHCKON
OpraHM3ali WIM OpraHu3alysi, MOJy4YuBIIAs pa3pelleHue YHNOJHOMOYEHHOIo (QelepaJbHOro oOpraHa
WCTIOJIHUTEJIbHOM BJIACTM HA OPraHU3aldI0 MPOBEICHHUS KIMHUYECKOTO HCCIEIOBaHUs JIEKapCTBEHHOIO
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS.

7. B cpok, He MpeBBILAIONMNA MATH pabouux AHEH cO AHSA 3aBEpLICHUs, MPUOCTAHOBIICHUS WU
MIPEKPALLEHUS KIMHUYECKOIO HCCIIEI0BAaHUS JIEKAPCTBEHHOrO Ipernapara JUisi MEAWLUHCKOTO NPUMEHEHHs,
cooOmieHue 00 ATOM HaANpaBSETCS OpraHu3alUsMU, YKa3aHHBIMH B 4YacTH 3 cTaTbu 38 HACTOSIIETO
@enepallbHOTO 3aKOHA, B YIOJHOMOYEHHBIN (QenepalibHblii OpraH HCIOJIHUTEIBHOW BJIAcTH IO
YCTaHOBJIECHHOW UM (popme.

8. d)opMa COO6H.[€HI/I$I 0 3aBCpUHICHHUH, IIPHUOCTAHOBJICHUHU HJIHM IPCKPAIICHHU KIWMHHUYECKOI'O
HCCICAOBAHUS JICKAPCTBECHHOTI'O IpeTiapaTa JJid MECAUIHUHCKOI'O IPUMCEHCHUS JOJI’KHA COACPIKATD:

1) undopmanuo O MEAWIIMHCKOW OpraHW3allMi WM MEAWIIMHCKUX OpPTaHHW3aIUsaX, MPOBOIMBIINX
JIaHHOE MCCIIEI0BAHUE;

2) onucaHue JAaHHOTO UCCIIeI0BAHMUS;

3) namHble wucciuemoBarens (daMuaus, WMsS, OTYECTBO, MECTO paldOThl, 3aHWUMAaeMas JOJKHOCTH,
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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" [lata coxpaHenusi: 31.12.2020

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

CTIeIMATIbHOCT, CTX PabOTHI 1O MpOrpaMMaM KIMHHYECKUX HCCIIENOBAHUH JIEKAPCTBEHHBIX NPEMaparos,
NepevYeHb KIMHUYECKUX MCCIEJOBAHUI JIEKapCTBEHHBIX IpEnapaToB, B KOTOPBIX OH MpPUHUMAN y4yacTHe
(meprosl y4acTHs) B Ka4eCTBE UCCIIEI0BATENS UIM COUCCIIEI0BATEN);

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

4) pe3ysabTaT NaHHOTO HCCIEIOBaHUsS (3aBEPIICHHE, MPUOCTAHOBJICHUE WM TPEKpaIIeHHE TaHHOTO
WCCJICIOBAHMS C YKa3aHWEM WX MPUYUH M BIMSHHUS Ha OLICHKY €ro pe3yJbTaTOB, OOIIYIO OIEHKY pPHUCKa U
0’KHMJIa€MOM TMOJIb3bl OT MPUMEHEHHS UCCIEAYEMOI0 JIEKApCTBEHHOTO Ipernapara, a TakKe IpeanoiaraeMble
JanbHEHIIINE TCHCTBHSA).

8.1. Ilpu BeIsiBIIEHNH (peepabHBIM OPraHOM HCIIOJTHUTEIBHON BIACTH, OCYIIECTBISIOIUM (QYHKIUH 110
KOHTPOJIIO U HaJ30py B cepe 3apaBoOXpaHEHUs, HAPYIICHUH MPaBUII HAJIeKAIEH KIMHUYECKON MPAKTUKU
P MIPOBEICHUM KIIMHUYECKOTO UCCIIEJOBaHMSI JIEKapCTBEHHOTO Mpenapara, BIUSIOIUX Ha MMOJHOTY U (WIJIN)
JIOCTOBEPHOCTh JAAHHOTO KIMHUYECKOTO MCCIEIOBaHUS, YKa3aHHBIM (efepalbHbIil OpraH HCIOJIHUTEIbHON
BJIACTU MPHUOCTAHABIIMBAET MPOBEACHUE TaHHOIO KIMHUYECKOrO HCCIEAOBAHUS M BBIHOCUT MEIAUIIMHCKOU
OpraHu3aly, B KOTOPOW MPOBOJIUTCS JAHHOE KIMHUYECKOE HCCIelOBaHME, MpeANucaHue o0 yCTpaHeHUHU
BBIIBJICHHBIX HapywieHui. IIpm HeyCTpaHeHMM MEIUUMHCKOW OpraHM3aldel BBISABICHHBIX HApyLICHUW B
YCTQHOBJICHHBIH B MPEANMCAHUN CPOK yKa3aHHBIN (efepabHbIii OpraH UCIIOJHUTEIFHON BIACTH MPUHIMAET
peuieHue O TMPEKPAIleHHH MPOBEACHUS KIMHUYECKOTO MCCIENOBAHMS JIEKApCTBEHHOIO IIpernapara M
HanpaBJsieT B (penepanbHblii OpraH UCHOJHUTENBHOM BJIACTH, OCYIIECTBISIONMI (QYHKIIMN O BBIPAOOTKE U
peanu3alid TOCYJAapCTBEHHOW TOJUTUKM W  HOPMATHUBHO-TIPAaBOBOMY  DETYJIMPOBaHHIO B  cdepe
3paBOOXPAHEHHUs, 3aKIIOUYCHHUE O BBIABICHUM IPU IPOBEACHUU JAHHOIO KIMHUYECKOIO MCCIIECIOBAHUS
HapyUIEeHUH MpaBuil HaAJIEXKaIEH KIMHUYECKON NPAKTUKYU JJI NPUHATHS pelieHus: 00 OTMEHE pa3pelleHus
Ha OpPraHHU3alyI0 IPOBEACHUS JAHHOTO KIWHHYECKOrO0 MWCCIECIOBAaHUSA C JaThl NPHUHATHSA PELICHHUS O
MIPUOCTAHOBJICHUH NTPOBEJAECHUS KIIMHUYECKOI0 UCCIIEOBAHUS JIEKaPCTBEHHOI'O IIpenapara.

(dactp 8.1 B pen. DenepanpHoro 3akona oT 13.07.2015 N 241-D3)

9. YnonHoMoueHHbIH (heaepalibHblii OpraH UCIIOJIHUTENILHON BJIACTH OMyOJIMKOBBIBAET M pa3MellaeT Ha
cBoeM o¢unmansHOM caiite B cetd "HHTepHer" coOOlIeHHE O 3aBEpIICHHM, MPUOCTAHOBICHHUU WU
MIPEKPALLEHUN KIMHUUYECKOIO MCCIIEOBaHMsl JIEKAPCTBEHHOIO Mpenapara A MEJUIMHCKOrO MPUMEHEHUS B
CPOK, HE MPEBbIAIONINHN MATH pad04YNX AHEH CO THS €ro MOJIYUYeHHs], B yCTAHOBJIEHHOM UM HOpPSIKE.

10. YnomHOMO4YEHHBIHN ¢enepanbHbIl OpraH UCIOJIHUTEILHON BIACTH OCYILECTBISET BEACHUE peecTpa
UCCIIEI0BATENEH, MPOBOIAIINX WM MPOBOJUBIINX KIMHUYECKHE HUCCIIEIOBAaHMS JIEKAPCTBEHHBIX MIPENApaTOB
JUIsT MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KIECHHBIMU MM IIPABWIAMHU M PAa3MEILAET €ro Ha
cBOEM o(uIManbHOM caiiTe B ceTH "MHTepHeT" B yCTAaHOBICHHOM UM HOpPsJIKE. YKa3aHHbBIN peecTp COACPKUT
nHpOPMAIHIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8§ HACTOSIICH CTaThH.

11. OTuer o pe3ynpraTax KIMHHUYECKOTO UCCIIEIOBAHUS JIEKapCTBEHHOTO MpenapaTa A MEIULUHCKOTO
MIPUMEHEHHsI COCTAaBIIACTCA OpTraHM3alMel, yKa3aHHOW B 4dacth 3 crtaThu 38 Hacrosmiero deneparbHOro
3aKOHA, Ha OCHOBAaHUM 3aKJIIOYEHUM MEIMLUHCKAX OPraHM3alMi, MPOBOAMBIIMX 3TO HCCIECIOBAaHHE, U
NpeCTaBIseTCs B YIIOJTHOMOUYEHHBIHN (eepanbHblil OpraH MCIOJHUTEIbHOM BIACTH, BBIIABIININ pa3pelleHue
Ha IPOBEJEHHUE 3TOr0 MCCIEAOBAaHUSA, B CPOK, HE IPEBBINIAIOIINNA TPEX MECSLEB CO JHS €r0 3aBEPIICHUS,
MIPUOCTAHOBIICHHS UJIH MPEKPAIICHUS, B IOPAIKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM
HCIIOJTHUTEIIBHON BIIACTH.

12. Hapymenune mnOpaBwi Haajexalmed KIMHUYSCKON TPaKTUKH, ¢anbCUUKAIUSI PE3yIbTaTOB
KJIMHUYECKOT'0 MCCIICOBAHUS JIEKAPCTBEHHOTO Mpenapara il MEIUIUHCKOTrO MPUMEHEHHsI BIEKYT 3a co00i
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickoit @eaepanuu.
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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" [lata coxpaHenusi: 31.12.2020

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

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

13. Ilpu mpoBeneHUU KIMHUYECKOTO HCCIIECIOBAaHUS JIEKAPCTBEHHOTO Mpemnapara s METUIITHCKOTO
MPUMEHECHHS JIOMyCKaeTcs 3a00p y MAalHMeHTOB OHMOJOTHMYECKHX MaTepuajoB (00pasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEKPEeTOB M TPOAYKTOB JKU3HEICATCIIBHOCTH YENOBEKa, (DU3HOIOTHYCCKHX U
MATOJIOTUICCKUX BBIJICIICHUIA, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTAaHU3MOB, OWOTICHIHBI MaTepHas) s
ux u3ydeHus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit deaepanun.

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

14. Ilopsanok BBo3a B Poccmiickyro denepaunto um BbeIBo3a 3a mnpeaensl Poccuiickoit ®epepanuun
OMOJIOTHYECKUX MATEepPHAaJIOB, MOJYYCHHBIX MPH MPOBEACHUH KIMHHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npenapara s MEJUIMHCKOro pUMEHEeHHUs1, yctaHasinuaercs [IpaBurtenscrBom Poceniickont denepanun.

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

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

1. KiuuHnyeckoe wucciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOTO TMPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUH C JOTOBOPOM O NPOBEACHUM KIMHUYECKOTO HCCIIEOBAHMS JIEKaPCTBEHHOIO
npenapara Juisi MEJULIMHCKOTO IPUMEHEHHs], 3aKJIF0YaeMbIM MEXly OpraHu3aluei, noy4ynBLIel pa3perieHne
YIOJIHOMOYEHHOTO (pelepajbHOro OpraHa MCIOJHHUTEIbHON BJIACTH HAa OPraHM3aLMIO0 MPOBEICHHS TAKOIO
HCCIIEI0BaHMs, U MEAUIIMHCKON OpraHU3aliel, OCyIECTBIAIONIEH IPOBEACHUE TAKOTO UCCIEA0BAHNS.

2. I[OI‘OBOp O MNOpPOBCACHHUHU KIIMHHUYCCKOI'0 HCCICAOBAHUA JICKAPCTBCHHOI'O IMpfcliapara I
MCIUIUHCKOI'0 IPpUMCHCHUS JOJDKCH COACPIKATD:

1) ycnoBus ¥ CPOKH NMPOBEACHUS JAaHHOTO UCCIIEJOBAHMUS,

2) OIIPECACIICHUC O6H.I€I7[ CTOMMOCTHU TIpOrpaMMbl JaHHOI'O HCCICAOBAHHA C YKa3aHUCM CYMMBI,
npez[Ha3Haqa101ueITIc;1 JJIA BBIIIIIAT UCCIICAO0BATCIAM, COUCCIICIOBATCIIAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3yJIbTAaTOB JaHHOTO HCCIEIOBAHHS B YIOJHOMOYECHHBIN
(dhenepanbHBIA OPraH UCTIOTHUTEIILHON BIIACTH.

Cratba 42. ®PuHaHcOBOe obecnevyeHue KIMMHUYECKOro MccregoBaHUA NIeKapCTBEHHOro
npenaparta ansi MeAMLUUHCKOro npuMeHeHus

DUHAHCOBOE obecrieucHue KIIMHUYCCKOI'O HUCCIICIOBaHUA JICKApCTBCHHOT' O Ipenapara JJIsL
MCIUIUHCKOI'0 IPpUMCHCHUS OCYIICCTBIISACTCS 3a CUCT:

1) cpencTB denepanbHOro OrOIKETA;

2) CpencTB OpraHMW3alldid, TMOJYYUBIIUX Ppa3peIICHHEe Ha OpPraHU3alli0 MPOBEACHHS JaHHOTO
MCCIIEIOBAHMS, B COOTBETCTBUHU C YCIOBUSMU JOTOBOPA O €0 IPOBEICHUY;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOoAaTeIbCTBOM Poccuiickoit deaepaniuu HICTOYHUKOB.

Cratba 43. [lpaBa nauMeHTOB, Y4YacTBYWOWMUX B KIIMHUYECKOM uUCCneaoBaHUMU
neKapcTBeHHOro npenapara ans MeauUUHCKOro npuMeHeHus
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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" [lata coxpaHenusi: 31.12.2020

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

1. Yuactue ManMCHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTI'O IIperapara IJisi MEAULUHCKOTO
NNPUMCHCHUA SABJIACTCA I[O6pOBOJ'ILHBIM.

2. [ManmeHT WK €ro 3aKOHHBINA NIPECTABUTEINb JODKEH ObITh MHGOPMUPOBAH B MUCEMEHHON (hopMme:

1) 0 JICKaApCTBCHHOM IIpfriapare mjid MCAUIUHCKOIO NPHUMEHCHUA W CYIIHOCTH KIIMHHUYCCKOI'O
HCCIIECA0BAHMA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o Oe3omacHOCTH JICKApCTBECHHOT'O IIpfriapara s MEAULOMWMHCKOro IPHUMCEHCHUA, €TI0 OH(HHaeMOﬁ
Sq)(l)eKTI/IBHOCTI/I " CTCIICHU pHCKa IS IMalUCHTA,

3) 00 YCIOBUAX Yy4YaCTHA MAllUCHTA B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpCIiapara IJIAd
MCIUIUHCKOI'O IPUMCHCHUA

4) 0 1enu UM UeIsX U MPOJODKUTEIbHOCTH KIMHUYECKOTO UCCIIEI0OBaHMs JIEKapCTBEHHOTO Mpernapara
JUTSL MEAMIIMHCKOTO TPUMEHEHNS;

5) 0 nelCTBUSAX MAllMEeHTa B Cly4yae HempeABUACHHBIX 3()()EKTOB BIMSAHUS JEKAPCTBEHHOI'O IpernapaTa
JUTSE METUITTHCKOTO MPUMEHEHHSI Ha COCTOSTHUE €T0 3/10POBbS;

6) 00 YCIIOBUAX 00513aTEIHLHOTO CTpPaxOBaHHUA KU3HU, 3A0POBbA MAIMUCHTA,

7) 0 TapaHTUuiAX KOH(i)I/II[GHL[I/IaJIBHOCTI/I ydactusa I1aMCHTa B KIMHUYCCKOM  HCCIICIOBAaHUU
JICKAPCTBCHHOT'O IpfcIiapaTta AJisd MCAUIIMHCKOT'O ITPUMCHCHUA.

3. 2106pOBOJ'H)HOG corjraCu€ ImanueHTa Ha Y4YacTUC B KIMHUYCCKOM HMCCICAOBAHUN JICKAPCTBEHHOI'O
npenapara ajid MCAUIMUHCKOI'O NPUMEHCHHA MOATBCPKAACTCA €0 IMOAINKUCHIO WK MOAIMHMCBIO €TI0 3aKOHHOI'O
MMPpEACTAaBUTCIIA HA I/IH(1)OpMaI_II/IOHHOM JIUCTKC IMalluCHTA.

4, IlanueHT uau ero 3aKOHHBIN OpCACTAaBUTCIIb UMCCT IPABO OTKA3aTbCA OT y4aCTHUA B KIIMHUYCCKOM
HCCIICAOBAHNU JICKAPCTBCHHOI'O IIpCIiapaTa e MCAUIIUHCKOI0 IMPUMCHCHUSA Ha JIF000H CTaguu MPOBCACHUSA
TaKOT'0 UCCJICAOBaHUA.

5. IlpoBeneHuMe KIMHUYECKOTO HCCIIECAOBAaHUS JIEKApCTBEHHOTO IIpenapara Uil MEIUIUHCKOIro
IPUMEHEHHUs C y4aCTHEM B KaueCTBE IAllUEHTOB JETeH OIyCKaeTcs TOIbKO € COIIacHsl B MUCbMEHHOU (hopme
UX pOAUTENeH, ychlHOBUTENEH. [leTn MOoryT paccMaTpuBaThCs B KaUeCTBE MOTEHIMAIBHBIX MAllMEHTOB TAaKOTO
UCCIICZIOBAHMS, TOJBKO €CJIM €ro MpoBEJACHUE HEOOXOAMMO [UId YKpPEIUIEHUS 310pOBbS JleTe win
npouIaKTUKU MHQEKINOHHBIX 3a00JIeBaHUI B JIETCKOM BO3pacTe OO eCiu IEIbI0 TAaKOTO HCCIIEIOBAHUS
SBJISIETCS MOJIyYEHHUE JIaHHBIX O HaWIydllled 103MpOBKE JEKAapCTBEHHOTO Ipernapara Juisd JiedeHHs Jeteil. B
9THX CIIy4yasiX TAKOMY MCCJIEJOBAHUIO JOJDKHO MPEIIECTBOBATh KIMHUYECKOE HCCIIEJOBAHUE JIEKAPCTBEHHOIO
npenapara A MEIUIUHCKOIO PUMEHEHHs Ha COBEPIIEHHOJETHUX IPa)KAaHaX, 3a MCKIIOYEHHUEM CIIyyaes,
€CIIM  HCCIEyeMbli JIeKapCTBEHHBIH Ipemapar Uil MEAWLUHCKOIO TNPUMEHEHHUs IpeHa3HaueH
HCKJIIOYUTENIBHO JUIsl UCTIOJIb30BaHMSI HECOBEPIIEHHOJIETHUMHY IPaKAaHAMHU.

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

6. 3aHpCHla€TC$I MMPOBCACHUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara aJid
MCIUIUHCKOI'0 IPUMEHCHUS C YHACTUEM B KAYC€CTBE IMAIUCHTOB!

1) neTel-CUpOT U ACTEH, OCTABIINXCS O€3 MOTICUCHHS POAUTEIICH;

2) JKCHIIUH B IIEPHUONA 6epCMeHHOCTI/I, JKCHIIWH B NEpUOA I'pyAHOT'O BCKAPMIIMBAHUA, 34 UCKIIFOYCHHUEM
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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" [lata coxpaHenusi: 31.12.2020

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

CJIy4aeB, €CIIM MPOBOJIUTCS KIMHUYECKOE UCCIIeI0BaHHUE JIEKapCTBEHHOI' O Mpenapara, IpeAHa3HauYeHHOro s
yKa3aHHbBIX JKEHIIMH, PH YCIOBUUM HEOOXOIUMOCTH MOJTYyYeHHUs MHPOPMALMU TOJBKO BO BpeMs MPOBEICHUS
COOTBETCTBYIOIIUX KIMHUUYECKUX UCCIEAOBAHUN U IPUHATHS BCEX HEOOXOAUMBIX MEP IO UCKIIFOUEHHUIO PUCKA
HaHECEHUs BpeJia JKEHIIUHE B MepHoa OepeMEeHHOCTH, )KEHIIMHE B TIEPHO]] TPYIHOTO BCKAPMIIMBAHUS, TUIOAY
WM peOeHKY;

3) BOCHHOCHYXalllMX, 33 HCKIYEHUEM CIy4yaeB IPOBEJIEHHs KJIMHUYECKOTO MCCIEOBAHUs
JIEKapCTBEHHOT'0 Ipernapara, ClelUualbHO pa3pab0TaHHOrO AJISl IPUMEHEHHs B YCIIOBHSIX BOSHHBIX JEHCTBHA,
Ype3BbIUYANHBIX CUTYalUH, TPOPUIAKTUKY U JICYEHUS 3a00JI€BaHNN U OPAKEHH, TOMyYSHHBIX B pe3ybTare
BO3/ICUCTBHUSI HEOIArOMPHUATHBIX XUMHUYECKUX, OMOJOTHYECKUX, paJAMallMOHHBIX (hakTopoB. KimHnueckoe
HCCIIEI0OBaHUE TaKOro JIEKapCTBEHHOTO IpernapaTa MOKET MPOBOJUTHCS C y4aCTUEM B KaueCcTBE MallMEHTOB
BOEHHOCTY>KAIlIUX, 32 HCKIIOUYEHUEM BOCHHOCTYXAIlUX, MPOXOASIINX BOCHHYIO CIY>KOYy IO MpPHU3BIBY, C
coOuto/iIecHueM TpeOOBaHMM, YCTaHOBJIEHHBIX HacTosAmMM @DelepanbHbIM 3aKOHOM B OTHOLIEHUH
IPaXXAAHCKUX JIMLL;

4) COTPYAHUKOB IIPABOOXPAHUTCIIBHBIX OPTaHOB;

5) nur, OTOBIBAIOINIMX HAaKa3aHWE B MECTAaX JIMINEHUS CBOOOJBI, a TaKKe JHI], HAXOMAIIUXCS TIOJ
CTpa’ke! B CJIEICTBEHHBIX M30JIATOPAX.

7. Jlomyckaercs TPOBEIECHHE KIMHUYECKOTO HCCIEIOBAaHUSA JIEKApCTBEHHOIO Ipenapara i
MEJMIIMHCKOTO MPUMEHEHUs, MpeIHAa3HaYeHHOro AJisl JICYeHUsS INCUXUYECKUX 3a00JeBaHUM, C ydyacTHEM B
KayecTBE MAIMEHTOB JIMIl C MCHUXHMYECKHMMH 3a00JIEBaHUSIMU, MPHU3HAHHBIX HEJIEeCOCOOHBIMH B HOPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit @enepanun. Knuaudeckoe ncciaeaoBaHue JEKapCTBEHHOTO
mpemapaTta B OTOM Ciy4yae MPOBOJUTCS TMPU HATUYMHM COTJIAacHs B MUChMEHHOW (hOpMe 3aKOHHBIX
MpEeICTaBUTENEN YKA3aHHBIX JIULL.

CratbAa 44. O6Gsa3aTenbHOe CTpaxoBaHMe XXU3HU, 340POBbS NaLMeHTa, y4acTBYHOLWEro B
KITMHUYECKOM UCCrief0BaHNM NIeKapCTBEHHOro npenapara ansi MeaMuuHCKOro npuMeHeHus
(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHs{, MMoJIydrBIIaA PaspCIICHHUC HAa OpraHHU3aliO NPOBCACHUSA KIIMHUYCCKOr0 UCCIICA0OBaHUA
JICKAPCTBCHHOT'O Ipfcriapara JJIsI MCAUIIUHCKOTO IMMPUMCHCHUAA, 00s3aHa B Ka4eCTBE CTpaxoBaTCJisl CTPaxoBaThb
PUCK MNPUYUHCHHUA Bp€Aa KHU3HH, 3J0pPOBBIO ITaIMEHTA B PE3YJbTATE IMPOBCACHHA KIMHUYCCKOI'O
HCCJIICAOBAHUS JICKAPCTBCHHOI'O IIpCIiapaTta IJIs1I MEAULIMHCKOTI'O IIPUMCEHCHUA 3a CBOM cUeT IMyTEM 3aKJIOYCHU
A0roBopa 00513aTENBLHOTO CTpaxoBaHUH.

2. O0OBEKTOM 00513aTENILHOTO CTPAXOBaHUS SBJISETCS UMYIIECTBEHHBIN MHTEPEC MalMeHTa, CBA3aHHBIN C
MPUYMHEHUEM Bpella €ro JKU3HU WIH 3J0POBBI0 B PE3yJbTaTe MPOBEACHUS KIMHHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Tperapara Juisi MeIUIIMHCKOTO PUMEHEHHSL.

3. CTanOBBIM ClIydyacM I10 JOTIOBOpY 00513aTEJILHOIO CTpaxoBaHUA SABJIACTCA CMCPTh IIAaIMCHTA HIIN
yXyaumeHue €ro 340pOBbiA, B TOM YHCJIC BJICKYIICC 3a cooOoi YCTaHOBJICHUC HWHBAJIMAHOCTU, IIPHU HAJINYUU
HpI/I‘-II/IHHO-CJ'Ie,Z[CTBCHHOI\/'I CBA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCTUCM ITallUCHTA B KIIMHUYCCKOM
HCCIICAOBAHNHU JICKAPCTBCHHOI'O IIpCIiapara.

4, Tp€6OBaHI/I$I 0 BO3MCIICHHHU BpEaa, MPUIUHCHHOI'O XM3HU WJIN 300POBBIO MAIUCHTA, MMPCABABIAIOTCA
B TCUCHHE CPOKOB HCKOBOM JAaBHOCTH, YCTAHOBJICHHBIX I'PAXKJIAHCKHUM 3aKOHOAATCILCTBOM.
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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" [lata coxpaHenusi: 31.12.2020

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

5. Pa3Mep CTanOBOﬁ BBITIATHI 110 1OTOBOPY 00513aTEJILHOTO CTpaxOBaHUA COCTABJIACT:

1) B ClIydya€¢ CMCPTHU NallMCHTAa ABa MHJIJIMOHA py6nel71 Ha KaXAO0TO MalUuCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM HUCCJICJOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) npu yXyAILLIEHUH 3[J0pOBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a CO0OW yCTaHOBJICHHE MHBAIMAHOCTH | TpyIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOieit
Ha Ka)XJO0r'0 MalUeHTa, Y4aCTBOBABILEr0 B KIMHUYECKOM UCCIIEI0OBAHUH JIEKAPCTBEHHOIO IIperapara;

0) moBiekIeM 3a co0oi ycraHOBIeHHE MHBaIUAHOCTH Il rpynmbl, o1MH MUIUTMOH pyOJel Ha KakIoro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

B) IMOBJIEKIIEM 32 c000# ycraHoBiIeHHE HHBATMAHOCTH 111 rpynmbl, IATHCOT THICSAY pyOsIei Ha KaXI0ro
MAalMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM HUCCIIEAOBAaHUH JIEKAPCTBEHHOT'O IIPENapara;

I') HE TIOBJIEKIIEM 3a COOOW YCTAaHOBJICHWS HWHBAJIMJIHOCTH, HE Oojee 4eM TpHUCTa ThICSY pyOse Ha
K00 MallMeHTa, Y4aCTBOBABILIEIO B KIIMHUYECKOM MCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpenapara, UCXOs U3
HOPMATHBOB, OTPAKAIOIIMX XapaKTep U CTEMEHb MOBPEXKICHUS 30POBbs, a Takke (HaKTUUECKU TOHECEHHBIX
MAIMEHTOM PAacXOJIOB, BBI3BAHHBIX MOBPEKICHUEM 3/I0POBBS, Ha MEIUIIMHCKYIO TMOMOIIb, MPUOOpETeHUE
JIEKapCTBEHHBIX MPENapaToB.

(. "r" B pen. denepanpHoro 3akona ot 22.12.2014 N 429-03)

6. Yrparun cuity ¢ 1 urong 2015 roga. - @enepanbubiii 3akoH o1 22.12.2014 N 429-D3.

7. CpOK JA0roBopa 00513aTEJILHOIO CTpaxOBaHHA HE MOXET OBITh MCHEC, YE€M CPOK IIPOBEACHUA
KIIMHAYCECKOT'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIIapara.

8. YcioBus J0roBopa 00s13aTENBHOTO CTPAXOBAHUS, B TOM YHCIIE CTPaXOBBIC TApU(BI IO 00S3aTEIHLHOMY
CTPaxOBaHHIO, ICPCUCHDb H€06XOI[I/IMLIX AOKYMCHTOB IJId OCYLICCTBJICHUA CTanOBOfI BBIIIATBI, HOPAOOK
YCTAHOBJICHUA  CTpPaxoBaTCJIEM HHIAWBUAYAJIbHOI'O I/II[eHTI/I(bI/IKaIII/IOHHOFO KOoaa TIIalqMCHTa, MOpAOOK
I/IH(i)OpMI/IPOBaHI/ISI CTpaxoBaTCIEM CTpaxoOBHIUMKAa O IIPUBJICYCHHBIX K KIMHUYCCKOMY HCCICA0OBAHUIO
JICKapCTBEHHOI'0 IMpernapaTta i MEIUWIUHCKOTO MPUMEHEHUs MalMeHTaX, MOPSIA0K YIUIaThl CTPaxoBOH
OpEeMUH, TOPSIOK peanu3aly ONpeAeNeHHBIX HacToAmmM @DenepanbHBIM  3aKOHOM U JIPYTUMHU
(deneparbHBIMU 3aKOHAMH TMIPaB U O0S3aHHOCTEW CTOPOH MO JAOTOBOPY 00S3aTEIHHOTO CTPAXOBAHUS, a TAKKE
HOPMATUBLBI, OTPAKAOMIHUEC XapaKTCp KW CTCIICHb IMOBPCKIACHHA 3I0POBbiA, YCTAHABJIMBAKOTCA TUIIOBBIMH
IpaBUJIaMy 0053aTE€IbHOTO CTPaXOBaHUSI.

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

9. B cjlydyac NpUYMHCHHA BpCaa KHU3HHU IMallMCHTa, y4aCTBOBABIICTO B KIMHHYECKOM HCCICAOBAHHUN
JICKApCTBCHHOT'O IIp€riapara, BBII"OI[OHpI/IO6peTaTCJ'I$IMI/I o JoroBopy 00513aTeNILHOTO CTPpAaxOBaHHUA SABJIAIOTCA
TpaXxXJlaHC, HUMCIOIIHNC IIpaBO Ha BO3MCIICHHUC BpCJa B CilIydac CMCPTU KOpMUWJIbLa B COOTBCTCTBHU C
TpaXXJaHCKUM 3aKOHOMATCILCTBOM, IIPHU OTCYTCTBUH TAKUX TI'paXKJdaH - POAUTCIIU, CYHPYr, ACTH YyMCPUICTO
MManuCeHTa, Yy4aCTBOBABLICIO B KIIMHHUYCCKOM HCCIICAOBAHWH JICKAPCTBCHHOI'O IIpfriapara, B Cliydac CMCPTH
MManuEHTa, Yy4YaCTBOBABIICTO B KIMHUYCCKOM MCCICIOBAHHUHM JICKAPCTBCHHOI'O IIp€riapaTa MU HE HMMCBIICTO
CaMOCTOATCIIBHOI'O J0X044a, - I'paKaaHe, Ha MXKIUBCHHUH KOTOPBIX OH HAXOJUJICA, B OTHOIICHUN BO3MCIICHUA
pacxoaoB Ha Horpe6eHHe NanueHTa, Y4YaCTBOBABHICIO B KIIMHHUYECKOM HCCIICAOBAHUHN JICKAPCTBECHHOI'O
npemnapara, - JIJMIo, IOHECHICC TaKUC paCXOdbl.
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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" [lata coxpaHenusi: 31.12.2020

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

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

I1. Tlpn HacTymiI€HHWH CTPAXOBOrO Cilydas MAlWEHT, YYaCTBOBABIIHMI B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATeNIb BIPaBE MPEABSIBUTH HETMOCPEACTBEHHO CTPaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUU NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TE€YeHHE TPUILATH JHEH CO THS NPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUU B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKApPCTBEHHOTO TMperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBICHUS CTPaXOBOW BBIILJIATHl WHAMBUIYAIBHBIH HWICHTU(OUKAIIMOHHBIA KO
MAIMeHTa, YCTAHOBIICHHBIM CTPaxoOBaTeJIeM B COOTBETCTBHUM C THUIOBBIMU MPABWIAMH OO0S3aTEIBHOTO
CTpaxoOBaHUs.

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

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0S3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISETCS
HE3aBHUCHMO OT BBITLJIAT, MPUUYUTAIOIINUXCS IO IPYTUM BHUIaM CTPAaXOBaHUSI.

14. He AO0IIYCKAC€TCA y4aCTHC IMalCHTa B IIPOBCACHHUHN KIMHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
Ipernapara 1npu OTCYTCTBHUU JOTOBOpa 00513aTEJILHOIO CTpaxOBaHUs.

15. KoHTpouIb 3a UCIIOJTHEHUEM OpraHU3alMel, MOIyYUBIIEH pa3pelIeHne Ha OpraHu3aliuio IPOBEACHUS
KIIMHUYCCKOT'O HMCCICAOBAaHHA JICKAPCTBCHHOI'O IIpCriapara AJid MCAUIIMHCKOI'0 MPUMCHCHU, yCTaHOBJIeHHOI;'I
HAcTOsIIEH cTaThell O0O0SI3aHHOCTU MO O00s3aTENbHOMY CTPAaxOBAaHMIO JKU3HHU, 3/10pOBbS NAIMEHTA,
y4acTBYIOIIEro  (y4acTBOBaBILEro) B  KIMHUYECKOM  HCCJIEIOBAHUM  JIGKAPCTBEHHOrO  Ipernapara,
OCYILECTBIIICTCSI  YIIOJIHOMOUYEHHBIM  (DeZiepalIbHbIM  OPraHOM — HCIOJHMTENBHOM BJIACTH, BBIJABILIUM
paspelleHre Ha MPOBEJCHHE KIMHUYECKHUX HCCIIEOBAaHUM JIEKAPCTBEHHBIX IMPENapaToB Il MEIUIMHCKOIO
MIPUMEHEHHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JNIEKAPCTBEHHbBIX CPEACTB
CtaTtbsa 45. NMpon3BoACTBO fleKapCTBEHHbIX CPeaAcTB

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEJACTB JODKHO COOTBETCTBOBAaTh TPEOOBAHMSM  [PaBUII
Ha/IeKaIIed MPOM3BOJCTBEHHON TNPAKTHKH, YTBEPKICHHBIM YIIOJHOMOUYEHHBIM (enepaabHbIM OpPraHOM
HCIIOJHUTENBbHON BiacTh. OCOOEHHOCTH Mepexoja MPOU3BOJCTBA OTIACNIbHBIX JIEKAPCTBEHHBIX CPEICTB K MX
MPOU3BOJICTBY B COOTBETCTBUU C TpeOOBaHUSAMHU TMpaBWJI HaJUIeKallell NPOU3BOACTBEHHOM MpPaKTUKU
ycranaBnuBawoTcs IIpaBurensctBoM Poccuiickoit ®enepanuu. Bblgaya 3akio4eHMil O COOTBETCTBUH
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUAM IpaBHJ HaJJIEKalled MPOU3BOJCTBEHHOW MPAKTUKU
OCYILIECTBIISIETCS MO pe3ybTaTaM WHCIEKTUPOBAHUS MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPENCTB B IOPSIKE,
ycranoBieHHOM IIpaButensctBoM Poccuiickonn ®enepanuu. Pasmep miaTel 3a BblIAady 3aKIOYEHUS O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBAHMAM  MpaBWI  HaAJexallel
MIPOU3BOJCTBEHHON TMpakTHKW ycraHaBinuBaercs IIpaBurensctBoM Poccuiickont ®enepamuu. [lopsiok
OpraHM3aly U IIPOBEIEHUS MHCIEKTUPOBAHUSA MPOU3BOAMTEICH JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBUE
TpeOOBaHUSAM MpaBWJ HaJyUIeXkKallell NPOU3BOACTBEHHONW TNPAKTUKU YyCTaHaBiuBaeTcs IlpaBuTenbcTBOM
Poccuiickoit denepanuu.
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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" [lata coxpaHenusi: 31.12.2020

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

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

2. IlpousBoAcCTBO JIeKapCTBEHHBIX cpeacTB B  Poccuiickoir  ®Denepanuu  OCyIIECTBISIETCS
MPOU3BOAUTENSIMA JICKAPCTBEHHBIX CPEJCTB, HMMEIOIIMMHU JIMLIEH3UI0 HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. lloaTBepkaeHNEe COOTBETCTBHS JUILICH3MATa OpaBUJIaM HaJJIekKalleld MpOW3BOJACTBEHHON MPAKTUKHU
OCYIIECTBIISCTCS B paMKax JIMIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBHM C 3aKOHOJIATEIBLCTBOM Poccuiickoit
denepanuu ¢ y9eTOM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HACTOSIIIICH CTAThH.

(B pen. ®eaepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpom3BoACTBO JIEKapCTBEHHBIX CPEACTB  OCYULIECTBISIETCS ¢  coOnroieHueM TpeOoBaHUN
MIPOMBILJICHHOTO PErjIaMEeHTa, KOTOPBIM YTBEPKIACTCA PYKOBOAMTENIEM IIPOM3BOJIUTENS JIEKAPCTBEHHBIX
CPEACTB W BKIIIOYAET B ce0s MepeueHb UCIOIb3yEeMbIX (papMalleBTUIECKUX CYOCTAaHIIMKA M BCITIOMOTATEIIbHBIX
BEIIECTB C yKa3aHUEM KOJMYECTBAa Ka)XXJOr0 M3 HHX, JJaHHbIE 00 HCIOIb3yeMOM O0OpYy/IOBaHUH, ONMHCAHUE
TEXHOJIOTMYECKOI0 MPOLECCa U METOIOB KOHTPOJIA Ha BCEX dTalax IPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB.

4. Tlpu mnpou3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (hapmarieBTHUECKHEe CYOCTaHIINU,
CBEJICHUS O KOTOPBIX COJEPKATCS B TOCYJAapCTBEHHOM PEECTpE JIEKAPCTBEHHBIX CPEACTB, 3a MCKIOUYECHUEM
(dapmaneBTHUECKUX CYOCTaHIMHA, MPOU3BOJUMBIX [UIsl TPOBEACHHS KIMHMYECKUX WCCIICOBAHUNA W JUIS
skcriopra. K mporeccy mnpomsBoiacTBa (hapMarieBTHUECKOH CYOCTaHIIMM OTHOCATCS JIFOOBIE  CTaJuu
TEXHOJIOTHYECKOTO TPOIEeCcca, MO3BOJISIONINE MOJYYUTh TOTOBBIN MPOIYKT, COOTBETCTBYIOIIMI TPpeOOBAHUSIM
(dapmakomneiiHoil  cTaThbM, B TOM 4Hucie (epMeHTalus, OSKCTPaKLMsA, OYMCTKA, BbIJCIICHUE,
NEePEeKpUCTAITN3allMs, BBICYIIMBAHUE, N3MeETbUeHHe. B cilydae HE0OXOIMMOCTH HCIOJIb30BaHUS ATHIOBOTO
cnupTa, B TOM 4wucie (papManeBTUYECKOW CYOCTaHIMHM CIUPTa ITHIOBOTO (dTaHOJA), MPU MPOU3BOJICTBE
JIEKAPCTBEHHBIX CPEJICTB B KAUE€CTBE JICUCTBYIOMIETO M (MJIM) BCIIOMOTAaTEIbLHOTO BEIECTBA, 4 TAKXKE B MHBIX
TEXHOJIOTMUECKUX IIeJISIX JIOJDKHA OBITh HMCIOJIb30BaHA TOJIBKO (DapMalieBTHUeCKasi CyOCTaHIUsI CIHpTa
ATUIIOBOTO (9TAHO).

(B pen. deaepanbHbIX 3ak0HOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3, o1 27.12.2019 N 481-D3)

4.1. IlepeueHb JEeKapCTBEHHBIX MPENapaToB A MEAUIUHCKOIO MPUMEHEHUS, B OTHOIIEHHH KOTOPBIX
yCTaHaBIMBAIOTCA TPeOOBaHUS K OOBEMY Taphl, yIMAKOBKE W KOMIUIEKTHOCTH, MEPEUYCHb JIEKAPCTBEHHBIX
MpemapaToB JJisi BETEPHHAPHOTO TPUMEHEHUS, B OTHOIICHHH KOTOPBIX YCTaHABJIMBAIOTCS TPEOOBAHHUS K
00beMy Taphl, a TaKKe TpeOOBaHUs K 00BEMY Tapbl, yIaKOBKE M KOMILJIEKTHOCTH JIEKAPCTBEHHBIX MPEMapaToB
JUIST MEIWIMHCKOTO TPUMEHEHHs, TpeOoBaHus K O0OBEeMy Tapbl JIEKapCTBEHHBIX MpEnapaTtoB IS
BETCPUHAPHOTO TMPUMEHECHHS OIPEACISIIOTCS COOTBETCTBYIOIIMMH  YIIOJHOMOYEHHBIMHU  (efepalbHBIMU
OpraHamu MCIIOJHUTEIBHOM BIACTU B OPAJIKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuniickont denepanmu.
(uactp 4.1 B pen. denepanbroro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzauuy, OCYIIECTBISIONIME TPOU3BOACTBO (HapMaleBTHUECKOW CyOCTaHIIMM CIHPTa
STWJIOBOTO (3TaHOJa) M MPOU3BOJICTBA CIHMPTOCOAEPX AIIMX JIEKAPCTBEHHBIX IIpEnapaTroB, 00s3aHbI
OCYIIECTBIISATh YUET B MOPSAKE, yCTAaHOBICHHOM cTaThaMu 8 u 14 denepanpHoro 3akoHa ot 22 HosiOps 1995
rora N 171-®3 "O rocygapcTBEHHOM pEryJupOBaHUHU IPOU3BOJICTBA W 000OpOTa 3THIOBOTO CIHPTA,
QIKOTOJIFHOM M CIIUPTOCOAEpKAIlel MPOAYKIIMH U 00 OTpaHUYEHUH MOTpeOIeHus (PacHHUTHs) aIKOTOJIbHON
npoaykuuu". Ilpou3BojaCTBO (hapMaleBTHUECKOM CyOCTaHIMM CHHpPTa 3THIIOBOTO (3TaHONA) JIOMYyCKaeTcs
TOJIBKO OpraHU3allMei, OCYIIECTBISIOMIEH IMPOU3BOACTBO PEKTH(PHUKOBAHHOTO HSTWJIOBOTO CHHpPTa U3
MUIIEBOTO ChIpbS HAa OCHOBAaHUM JIMLEH3WHM Ha MPOU3BOACTBO JTUJIOBOIO CHUpPTA Ui IPOU3BOJCTBA
(hapManeBTHUECKOM CyOCTaHIIMM CHOUPTa JTHJIOBOTO (dTaHOJIAa) B COOTBETCTBUU C TPEOOBAHUSAMU
®denepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocymapCcTBEHHOM peryJIMpOBaHUU
IPOU3BOJCTBA M 000pOTa STUJIOBOTO CIHHUPTA, AalKOTOJIBHOW M CIHPTOCOAEpKAlled MNpPOAYKIUH U 00
OTpaHUYEHUH MOTpeOIeHus (PaCIUTH) aJIKOTOJIBbHON MPOAYKIMHU'", METOJIOM Pa3BeJIeHHs BOJIOW OYMILIEHHON
TaKOI'0 3TUJIOBOT'O CIIUPTA, IPOU3BEIEHHOIO JAHHON OpraHU3alueil 10 MECTy OCYILECTBICHUS ITPOU3BOICTBA
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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" [lata coxpaHenusi: 31.12.2020

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

(hapmareBTHUECKON CyOCTaHIIMY CITUPTA ATHIOBOTO (ITAHONA).
(acte 4.2 BBegena DenepanbHbiM 3akoHOM OT 03.07.2016 N 261-03; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 481-®3)

4.3. VnauBunyaibHble NPEANPUHUMATENM W IOPUIUYECKHE JIMIA, OCYIIECTBISAIOUINE 3aKyloKy U
WCTIONh30BaHUE (PapMaleBTUUYECKON CYOCTaHIIMKM CHUPTa STUJIOBOTO (dTaHONA), a Tak)Ke IPOU3BOJICTRBO,
U3rOTOBJICHHUE U (WIM) 000POT (32 UCKIIIOYEHHEM PO3HUYHOM NPO/aXH) CIUPTOCOAEPKAIINX JIEKAPCTBEHHBIX
npenapaToB, 00sS3aHbl OCYIECTBIIATh X YUET U JIEKJIapUpOBaHUE B MOPSJIKE, YCTAHOBICHHOM CTaTbiMU 8 U
14 ®enepanbHoro 3akoHa ot 22 HosiOpst 1995 roma N 171-®3 "O rocynapcTBEHHOM peryJMpOBaHUH
MPOU3BOJICTBA U O0OpPOTa STHJIOBOTO CIHMPTA, AalKOTOJBHOW M CHUPTOCOJAEpKAIled NpOAyKIMH H 00
OrpaHUYEHUU NOTpeOIeHUs (PACIUTHUS) AIKOTOJIbHONW MIPOAYKIIMH'".

(uactp 4.3 BBeieHa PenepabHBIM 3aK0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpu npoM3BOJCTBE JIEKAPCTBEHHBIX IPENapaToB /sl BETEPUHAPHOI'O MPUMEHEHMs JOIyCKaeTCs
UCIIOJIb30BaHUE MPOU3BEACHHBIX JUId peanu3auuu (papMaleBTUYeCKUX CyOCTaHLUM, BKIIOYEHHBIX B
TOCYJapCTBEHHBII  peecTp  JIGKAPCTBEHHBIX  CPEACTB  YIOJHOMOYEHHBIM  (ellepajbHbIM  OpPraHOM
UCIIOJHUTEJIBHOM BJIACTH, OCYLIECTBISIONIMM BEIEHHE T'OCYIAPCTBEHHOIO PEECTpa JIEKapCTBEHHBIX CPENCTB
JUISL METUIIMHCKOTO IPUMEHEHMSL.

(uactp 4.4 BBeieHa QenepanbHbIM 3akoHOM OT 02.08.2019 N 297-03)

5. 3amnpemaercsi IpOU3BOJICTBO:

1) JICKApPCTBCHHBIX CPEACTB, HC BKIIIOYCHHBIX B l"OCYI[apCTBeHHHﬁ peeCTp JICKAPCTBCHHBIX CPEACTB, 3a
HUCKIIIOYCHHUEM JICKAPCTBCHHBIX CPCACTB, ITPOU3BOANMBIX JJIA IMTPOBCACHUA KIIMHUYCCKUX HUCCIIeA0BAaHUM U JJIs
OKCIIOpTa,

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;
3) mexkapcTBEHHBIX CPEICTB O€3 JIIIEH3NH Ha TIPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKAPCTBCHHEBIX CPEACTB C HAPYUICHUEM HPAaBUJI OPraHU3aluy IIPOU3BOJACTBA U KOHTPOJIA Kad€CTBa
JICKAPCTBCHHBIX CPCIACTB,

5) yrpatuin cuiy. - @enepanbHblil 3akoH o1 27.12.2019 N 481-03;

6) CHOuUpTOCOAEPKAIIMX JICKAPCTBEHHBIX IPEMapaToB IO MECTY OCYLIECTBICHUS IPOU3BOCTBA
(dapMarieBTHUECKOW CyOCTaHIMM COUpPTa OJTUJIOBOTO (dTaHOoma) W (WJIM) TO MECTY OCYIIECTBICHUS
MIPOU3BOJICTBA STUIIOBOTO CIHPTA;

(. 6 BBenen denepaibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

7) ¢dapmaneBTHUECKON CyOCTaHIIMM CHOHpPTa ATUIOBOTO (3TaHoja) M (MIM) CHMPTOCOAEPMKAILIUX
JIEKapCTBEHHBIX IPErnapaToB Ha OCHOBHOM TEXHOJIOTHYECKOM OOOPYJIOBAHUU Il NMPOU3BOJACTBA 3THIIOBOTO
cnupra, yka3aHHoM B IyHKTe 1.1 crateu 14.1 denepanpHoro 3akoHa ot 22 Hosi0ps 1995 roma N 171-®3 "O
TOCYJJapCTBEHHOM PETyJUPOBAaHMM TIPOM3BOJCTBA M 000pOTa STHIOBOTO CIHPTA, aJIKOTOJBHOH U
CIIUPTOCOEPIKAIIEH TPOTYKIIUUA U 00 OTpaHUYCHUN TTOTPEOICHUs (PACTIUTHS) AIKOTOJIBHON POy KUK,

(. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. HpI/I BBOJIC JICKAPCTBCHHBIX CPCACTB B Fpa)KI[aHCKI/Iﬁ O60pOT YHOOJHOMOYCHHOC JIMIO ITPOU3BOAUTECIIA
JICKAPCTBCHHBIX  CPCACTB OCYHICCTBJIACT TOATBCPIKIACHUC  COOTBCTCTBHUA  JICKAPCTBCHHLIX  CPCACTB
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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" [lata coxpaHenusi: 31.12.2020

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

TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IPU MX IOCYIAapCTBEHHON PEruCTpaIlM, U TapaHTUPYET, YTO JIEKAPCTBEHHBIE
CpeACTBa NPOM3BEACHBl B COOTBETCTBMH C TpeOOBAaHUSAMM [PABUI HAJUIeXKAILEH MPOU3BOACTBEHHON
MIPaKTUKH.

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

7. YTOIHOMOYCHHBIM JIMIIOM TIPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB SBIIACTCA €ro pPabOTHWK,
aTTeCTOBaHHBIH B YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (e/iepalbHbBIM OPraHOM HCIIOJIHUTEILHONW BJIACTH
NOPSIIKE U MMEIOIIUI CTaX pabOThl HE MEHEE YeM IIATh JIET B OOJACTH MPOM3BOJCTBA U (MIIM) KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, BhICIIEE 00pa3oBaHHE COOTBETCTBEHHO MO OJHOM U3 CleNHUaIbHOCTEH U
(wmu)  omHOMY W3 HAmNpaBlIEHWH  MOATOTOBKH:  OHWOJOTHS,  OHOTEXHOJOTHS,  BETEpPHHAPUS,
BEeTEpPUHAPHO-CAaHUTApHAS  OKCIEPTH3a, KIWHWUYECKas MEIWIMHA, paJualioHHas, XUMHYEeCcKas |
OwoJsorudeckas 3amura, GpapMarus, GyHIaMeHTaIbHAS MEIUIIMHA, XUMAYCSCKas TEXHOJIOTHS, XHMHS.

(B pen. Deaepanbubix 3akoHOB oT 22.10.2014 N 313-P3, ot 02.08.2019 N 297-D3)

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

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

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

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

4) HayYHO-UCCIEOBATEILCKUM OPTraHU3aIUsIM ISl HAyYHO-UCCIIEIOBATEIHCKON paOOThI;
5) MCIUIMHCKUM OpraHu3alviaM U BETCPUHAPHBIM OPraHU3alusIM;

6) opraHu3anusAM W UHAWBUAYAJIbHBIM TPEIIPUHUMATEISIM, OCYIIECTBISIONIMM  pa3BeAeHHE,
BBIPALIMBAaHNE M COJEp)KaHHE >KUBOTHBIX (32 MCKIIIOYEHUEM MPOJaKH UM (hapMalleBTUUECKHX CyOCTaHIHA
WIN UX Tepeaayn).

(n. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IlpouwsBomutenu (papMaleBTUUECKON CyOCTaHIIMM CHOUPTA OSTUIOBOrO (3TaHOJIa) OOs3aHBI
OCYIIIECTBIIAITh peaNn3anuio (Tmepenady B YCTAaHOBJICHHOM 3aKOHONIATENLCTBOM Poccuiickoit Denepannu
nopsiake) ¢GapMaleBTUYECKON CyOCTaHIIMM CIUPTa 3TUIIOBOTO (3TaHON]A) MPOU3BOIUTENSIM JIEKAPCTBEHHBIX
CPEICTB Ui TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUTENSIM (M3TOTOBHUTENSIM) MEIULIUHCKUX
W3JeNUH 11 TPOM3BOICTBA U U3TOTOBJICHUS MEIUIIMHCKUX U3JIEIUN B €eMKOCTSIX 00beMoM He Oonee 1 nuTpa
u (nnn) He MeHee 1000 nuTpoB, a opraHu3anysaM, yKa3aHHbIM B IIYHKTax 3 - 5 yacTH 8 HAcCTOSALIEH CTaTbH, B
Tape o0beMoM He Ooree 1 muTpa.

(wactp 9 BBemena denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-@3; B pen. denepaibHbIX 3aKOHOB OT
27.12.2019 N 481-@3, ot 22.12.2020 N 444-D3)

10. Peanuzanus (mepegaya B yCTAaHOBJIEHHOM 3aKOHoJaTenbcTBOM Poccuiickoil ®enepanuu mopsake)
(dapMareBTHUECKOW CyOCTaHLMU CIHMPTa OSTHIOBOTO (3TAaHOJA) OpPraHM3alUsSM OINTOBOH TOProBIU
JIEKapCTBEHHBIMH CPEACTBAMMU HE JOITYyCKAETCS.
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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" [lata coxpaHenusi: 31.12.2020

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

(uactp 10 BBenena deaepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. TlepeBo3ku (hapmarieBTHUECKONH CYOCTaHIIMM CHUpPTa ITHIOBOTO (3TAHOJA) OCYIIECTBISIOTCS C
coOnrofeHreM TpeOOBaHMI, YCTAHOBICHHBIX a03alleM YeTBepThIM MyHKTa 3 cTaThul 9 denepalibHOTO 3aKOHA
or 22 Hos0ps 1995 roma N 171-®3 "O rocymapcTBEHHOM pETYJIMPOBAHUU MPOU3BOACTBA W 000pOTa
STUJIOBOTO CIUPTa, AJIKOTOJIHHOM M CIUPTOCOACPKAIICH MPOAYKIIMH W 00 OTpaHUYEHUU TMOTPEOICHUS
(pactiuTHsI) aTKOTOJILHON IPOYKIIUN".

(uacts 11 BBegena deaepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCcTBeHHbIX CpeacTB

1. HeKapCTBeHHI)Ie npenaparbl, 3a HUCKIHOYCHUCM JICKAPCTBCHHBIX IIPCIapaToB, HW3TOTOBJICHHBIX
anTeYHBIMH  OpPraHU3AIMAMH, BETCPUHAPHBIMH  aNTCYHBIMU  OPTraHU3alUSIMU,  HMHIAWBUAYATIbHBIMU
IpEeANPUHUMATEISIMHA, UMEIOIMMH JIMICH3UI0 Ha (hapMalleBTHUECKYIO JeITeIbHOCTD, JOJDKHBI MOCTYIaTh B
oOpariieHue, eciu:

1) Ha UX EpBUYHON YIAaKOBKE (32 MCKJIIOUEHUEM NEPBUYHON YIIAKOBKU JIEKAPCTBEHHBIX PACTUTEIbHBIX
MpEerapaToB) XOPOIIO YHUTAEMBIM HIPU(PTOM Ha PYCCKOM SI3BIKE YKa3aHbl HAMMEHOBAHHE JIEKAPCTBEHHOTO
npenapaTta (MEeXIyHapOJHOE HENaTEeHTOBAHHOE, WM TPYNIUPOBOYHOE, WJIM XHMUYECKOE, WM TOProBOE
HalMEHOBAHUE), HOMEp CEpUM, JaTa BbIIYCKa (A1 MMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX IpenapaToB),
CPOK TOJIHOCTH, JT03UPOBKA MJIM KOHLIEHTpALHsl, 00beM, aKTUBHOCTh B €IMHHIIAX JIEHCTBUS WIM KOJIUYECTBO
03,

(B pen. ®enepanbubix 3akoHOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2) Ha MX BTOPUYHOH (TIOTPEOUTENHCKOM) YIAaKOBKE XOPOIIO YUTAEMBIM IIPH(PTOM Ha PYCCKOM S3BIKE
yKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOro  Ipemapata (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IpyNIUPOBOYHOE, WIM XUMHUYECKOE M TOProBO€ HAMMEHOBAaHMSA), HAMMEHOBAHUE IPOU3BOAUTEIIS
JIEKapCTBEHHOT0 IpenapaTa, HOMEp CepuH, JAara BbIMyCcKa (A1 MMMYHOOMOJOIMYECKHX JIEKapCTBEHHBIX
MpernaparoB), HOMEpP PETUCTPALMOHHOIO YJOCTOBEPEHHUS, CPOK T'OAHOCTH, CIIOCOO MPHUMEHEHHMS, JT03UPOBKA
WIA KOHIIEHTpalus, 0O0beM, aKTUBHOCTh B €IUHMIAX JCHCTBUSA JMOO KOJIMYECTBO JI03 B YIIAKOBKE,
JeKapcTBeHHas (popma, yCIOBHS OTITyCKa, YCIOBUS XpaHEHUs, IPeAyIpeIUTENbHbIE HAITUCH.

(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-®3; ot 22.12.2014 N 429-D3)

2. ®apmatieBTHYECKUE CyOCTaHIIMK IOJKHBI TOCTYIIATh B 0OpallleHre, €clid Ha UX MePBUYHOMN YIIaKOBKE
XOpOIIO YUTAEMBbIM IIPU(PTOM HA PYCCKOM SI3bIKE yKa3aHbl HAUMEHOBaHME (apMaleBTUYECKOW CyOCTaHLIUU
(MexIyHapOoIHOE HEMATEHTOBAHHOE, WU TPYIIHUPOBOYHOE, WM XMMHUYECKOE M TOPrOBOE HAMMEHOBAHU),
HaMMCHOBAHUC IIPOU3BOJUTCIIA q)apMaHGBTH‘IeCKOfI Cy6CTaHLII/II/I, HOMCp CCpUM U JaTa M3rOTOBJICHUA,
KOJIMYCCTBO B YIIAKOBKE U €AMHUIBI U3BMCPCHUA KOJIMIECTBA, CPOK T'OAHOCTHU U YCIIOBUSA XPAHCHUS.

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

3. HeKapCTBeHHI)IC cpeacTBa B Ka4€CTBC CBIBOPOTOK AOJIKHBI ITOCTYIIATh B o6pameHHe C YKa3aHHUuEM
JKUBOTHOI'O, U3 KPOBH, INIa3MbI KPOBU, OPIraHOB U TKaHEH KOTOPOI'0O OHU ITOJIYYUCHHBI.

4. Ha BTOopuuHyI0 (TOTPEOUTENHCKYI0) YMAKOBKY JEKaPCTBEHHBIX CPEJCTB, MOTYUYEHHBIX H3 KPOBH,
IJ1a3Mbl KPOBHU, OPraHOB U TKAHEH uyeloBeKa, JOKHA HAHOCUThCsS Haanuch: "Anturena k BUU-1, BUU-2,
Bupycy renatuta C 1 TOBEpXHOCTHBIN aHTUTEH BUpyca remnarura B orcyTcTBytot".

5. Ha nmepBuYHyI0 YNMakoBKY U BTOPHUHYIO (HOTPEOUTENHCKYIO) YMAKOBKY paanodapMareBTHUECKUX
JIEKapCTBEHHBIX CPEACTB JOJKEH HAHOCUTHCS 3HAK PaIMallMOHHON OIACHOCTH.

www.consultant.ru Crpanuua 99 ns 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=31.12.2020&demo=2&dst=100099&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=31.12.2020&demo=2&dst=100099&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356211&date=31.12.2020&demo=2&dst=713&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356211&date=31.12.2020&demo=2&dst=713&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=31.12.2020&demo=2&dst=100101&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341796&date=31.12.2020&demo=2&dst=100101&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=173380&date=31.12.2020&demo=2&dst=100052&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=173380&date=31.12.2020&demo=2&dst=100052&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100663&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100663&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=173380&date=31.12.2020&demo=2&dst=100053&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=173380&date=31.12.2020&demo=2&dst=100053&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100664&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100664&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100665&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=342016&date=31.12.2020&demo=2&dst=100665&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" [lata coxpaHenusi: 31.12.2020

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

6. Ha BTOpHuHyIO (TMOTPEOUTENHCKYIO0) YMAKOBKY T'OMEOMATHMYECKUX JIEKaPCTBEHHBIX IpPEnapaToB
JIOJKHA HAHOCUTHC HaAMmuCh: "I 'oMeonatuueckuii".

7. Ha BropuuHyto (OTpEeOHUTENBCKYIO) YIIAKOBKY JEKAPCTBEHHBIX PACTUTENFHBIX IPENnapaToB JTOJDKHA
HaHOCHUTbHCA Haanuch: "[Ipoaykuus nmpouuia paaualiioOHHbIA KOHTPOJIB" .

8. Ha mepBuyHYyI0 ynakoBKy (€ciu AJisi 3TOTO CYIIECTBYET TEXHHUYECKash BO3MOKHOCTb) U BTOPUUHYIO
(mOTpeOUTEeNbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IPENapaToB, IMPEAHA3HAYEHHBIX JUId KIMHUYECKHX
UCCIIeIOBaHUM, 10JIKHA HAHOCUThCS HAAMUCh: "J{J1s KIIMHUYECKUX UCClIeOBaHUM".

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

9. YnakoBKa JIEKapCTBEHHBIX CPEJICTB, MPEAHA3HAYECHHBIX UCKIIOYUTEIBHO JJIs SKCIIOPTA, MapKUPYETCA
B COOTBETCTBUU C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpaHcnopTHyt0 Tapy, KOTopas He MpeAHa3HaueHa Jyisl IoTpeOuTenei U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCA HMH(OpManus O HAUMEHOBAaHUM, CEPUHU JIEKaPCTBEHHOI'O
CpeZCTBa, AaTe BBIYyCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKUX) YHAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BOJUTEIIE JICKAPCTBEHHOI'O CPEACTBA C YKA3aHUEM HAaUMEHOBAHMS U MECTOHAXO0KICHUS IIPOU3BOAUTEIIS
JEKapCTBEHHOI0 CpeAcTBa (azpec, B TOM 4YHCIE CTpaHa U (WJIM) MECTO IPOU3BOACTBA JIEKAPCTBEHHOI'O
CpEeZCTBA), a TAKXKE O CPOKE FOJHOCTH JIEKAPCTBEHHOTO CPENICTBA U 00 YCIIOBUSX €0 XpPaHEHHs U NEPEBO3KH,
HGO6X0}II/IMBIG npeaynpeaAnuTCIbHbIC HAAIIMCU U MAHUITYJIATOPHBIC 3HAKU.

11. Ha nepBruYHYI0 yIaKOBKY M BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MIPUMEHEHHS OJKHA HAHOCUTHCS HANKUCh: "J1J11 BeTepHHAPHOTO MPUMEHEHHS "

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

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

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

1. BBo3 nexkapcTBeHHbIX cpenctB B Poccuiickyto ®Denepanuio oOCyHIECTBISETCS B MOPSIIKE,
ycraHoBiieHHOM  [IpaBurensctBoM  Poccuiickoii  @enepaumd, B COOTBETCTBUM C  TaAMOKEHHBIM
3aKOHOAATENbCTBOM TamokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIH cor03) U (WiIn)
3aKOHOJaTeNbCcTBOM Poccuiickoit denepannivi 0 TAMOKEHHOM JEJie.

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

2. Bposumble B Poccuiickyro @enepanuio JeKapcTBEHHBIE CpEACTBA JIOJDKHBI COJIEPKAThCS B
rOCy/IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
(B pen. ®enepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3)

3. Jonyckaercsa BB03 B Poccuiickyto denepaiiyio KOHKPETHON MAPTHH 3aperMCTPUPOBAHHBIX U (MJIN)
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, IMpPEIHA3HAYEHHBIX JUISI TPOBEACHUS KIMHUYECKHUX
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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" [lata coxpaHenusi: 31.12.2020

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

UCCIICIOBAaHHUN JIEKAPCTBEHHBIX MPENapaToB, TPOBEICHHUS JKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYIIECTBIICHUSI TOCYJapCTBEHHOW pPETUCTpAallMHd JICKAPCTBEHHBIX TpENaparoB WM AN OKa3aHUs
MEIUIIMHCKOW TOMOINU IO XWU3HEHHBIM TOKA3aHUSIM KOHKPETHOTO IMAlMeHTAa HA OCHOBAHUU pa3pEIICHUs,
BBIJIAHHOTO YIOJHOMOYCHHBIM (helepaibHbIM OpPraHOM HCIIOJTHHUTEIBHOW BJIACTH TIO 3asBICHUSM JIHII,
yKa3aHHBIX B cTaThe 48 Hacrosmero demepambHOro 3akoHa. PaccMoTpeHUe Takoro 3asiBICHUS W TPHHSITHE
pelleHHs O BbIJa4e pa3pelleHds Ha BBO3 KOHKPETHOW MApPTHHM 3apETHCTPUPOBAHHBIX M (HJIH)
HE3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, MpEIHA3HAUCHHBIX IS TMPOBEICHHUS KIMHUYCCKHX
WCCIIEIOBAaHUIM JIEKapCTBEHHBIX IMPEMapaToB, MPOBEICHUS OSKCIEPTU3bl JEKAPCTBEHHBIX CPEICTB IS
OCYIICCTBIICHUSI TOCYJApCTBEHHOW PETUCTPAllMH JICKAPCTBEHHBIX TpENaparoB WM s OKa3aHHUS
MEIUIIMHCKOW TMOMOIIHM I10 >KH3HCHHBIM IOKa3aHUSM KOHKPETHOTO TalieHTa Ju00 00 OTKa3e B BbIJaue
YKa3aHHOTO pa3pelieHus] MPOU3BOJIATCS B CPOK, HE MPEBBIMAIONINN NATH pabounx aHel. [lmata 3a BeImady
YKa3aHHOT'O pa3pelicHHs He B3UMACTCA.

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

Koncynerantllntoc: mpumedanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauusaer cuiy (93 ot 27.12.2019 N 475-D3).

3.1. Homyckaetrcs BBO3 B Poccuiickyto dDenepanuio KOHKPETHOM NapTHH HE3aperuCTPUPOBAHHBIX
JIEKApCTBEHHBIX IPENapaTroB, COJEpKallMX HAPKOTHUYECKHE CPEACTBAa WM ICUXOTPOIHBIE BEIIECTBAa, B
nopsake, ycranoBieHHOM [IpaBurensctBom Poccuiickoit deaepanuu, 1 OKa3aHUsT MEIULIMHCKOW TTOMOIIN
M0 JKU3HEHHBIM TOKA3aHHUSM KOHKPETHOTO TMAallMEeHTa WA TPYMIbl MAIMEHTOB B CiIy4yae, €CIM HMEeeTCA
pelieHre BpaueOHOW KOMHUCCHMHM MEIUIMHCKON opraHu3zauuu O Hed(p(EeKTUBHOCTH WM HEBO3MOXKHOCTHU
NPUMEHEHUS] Y KOHKPETHOTO NAallMEHTa UHBIX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, B TOM YHCIIE
CollepKallMX JApyrue JACWCTBYIOUIME BEIIeCTBA, M O HEOOXOIMMOCTH BBO3a  OMPEIEIIEHHOTO
HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOIO IMpenapara ¢ yKa3aHUEM €ro MEeXAYHapOJHOI0 HEMaTeHTOBAHHOIO
(WM XMMHUYECKOTO, WM TPYNIHAPOBOYHOI0) HAUMEHOBAaHMS, (OPMBI BBITyCKa W KOJHWUYecTBa. llepeueHb
3a00J1€BaHUN U COCTOSTHUM U COOTBETCTBYIOIIUX JICKAPCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTUUECKUE
CPEJICTBA U INCUXOTPOIIHBbIE BEIIECTBA, B IIEJIAX OCYIIECTBJIECHUS MX BBO3a B COOTBETCTBUHU C TPeOOBaHUSIMU
HACTOALICH YaCTH YyTBEP)KIACTCs YIOJTHOMOYEHHBIM (eiepabHbIM OPTaHOM HCIIOIHUTEIBHON BIACTH.

(uacts 3.1 BBenena @enepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyro ®enepannio MOKHO BBO3UTb JIEKAPCTBEHHBIE CPEJCTBA, KAueCTBO KOTOPBIX
HOJTBEPIKIECHO CEPTH(PUKATOM MPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIONIUM COOTBETCTBUE
BBO3UMBIX JICKAPCTBEHHBIX CPEICTB TPEOOBAaHUSAM (apMaKONEHHBIX cTaTei MO0 B CiIyd4ae MX OTCYTCTBUS
HOPMAaTUBHOM TOKyMEHTALUU WJIA HOPMAaTUBHOI'O TOKYMEHTA.

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

5. 3anpemaercs BBo3 B Poccuiickyto ®enepanuio ¢anbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
HE100pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PAKTHBIX JIGKAPCTBEHHBIX CPEJICTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcuduipoBaHHbIC JTEKAPCTBEHHBIE CPEACTBA, HEJOOPOKAYECTBEHHBIE JICKAPCTBEHHBIE CPENICTBA
MOJIeKAT M3BATHIO W MOCIEAYIONIEMY YHHUYTOXKEHUIO WIM BbIBO3y u3 Poccuiickoin ®dexnepaiuu,
KOHTpa(aKTHBIE JIEKAPCTBEHHBIE CPENICTBA - U3BSITHUIO U MOCIEAYIOIIEMY YHUUTOKECHHUIO. Y HUUTOXKECHUE WU
BbIBO3 U3 Poccuiickoii @eaepanun danbcuuipoBaHHBIX JTEKaPCTBEHHBIX CPEACTB, HEJOOPOKAUECTBEHHBIX
JICKApCTBCHHbIX CPCACTB, KOHTpa(baKTHLIX JICKAPCTBCHHBIX CPCACTB OCYHICCTBIIACTCA 3a CUCT JIMIa,
OCYIIECTBHBILETO WX BBO3. [IOpANOK YHUYTOXKEHHS H3BATHIX (PaTbCUPHUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEIO0OpPOKAUYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB
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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" [lata coxpaHenusi: 31.12.2020

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

ycranasiuBaercs [IpaBurensctBoMm Pocculickon @enepanuu.
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

7. Jluua, ocymectsisromue BBo3 B Poccuiickyro denepanuio (anbcu(uIMpOBaHHBIX JEKapCTBEHHBIX
CPEICTB, HEAOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PAKTHBIX JICKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXCHHBIM 3aKOHOJATEIHCTBOM TaMOXXEHHOTO CoOro3a W (WJIN)
3aKoHOJaTeNbcTBOM Poccuiickoit denepanivi 0 TAMOKEHHOM JeJie.

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

8. BbIBO3 JlekapcTBEHHBIX cpeacTB W3 Poccuiickoit @enepauuu ocymecTBiseTcss 06e3 NpUMEHEHUs
OrpaHUYEHUI, YCTAHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEJIbCTBOM TaMOXEHHOro coro3a U (WiIn)
3akoHozmarenbcTBOM Poccuiickon ®denepanuum 0 TOCYIapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPIOBOU
JeSITEIbHOCTH.

(B pen. DeaepanbHbix 3akoHOB OT 06.12.2011 N 409-P3, ot 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

9. BBoa B rpaxkgaHCKUi 0OOOPOT JIEKAPCTBEHHBIX IPENapaToB Ui METUIMHCKOTO IPUMEHEHHMS,
BBe3eHHBIX B Poccuiickyto ®enepainnio, OCyIIECTBISETCS C COOIIOAEHUEM TpeOOBaHMH, YCTaHOBJIECHHBIX
crateeit 52.1 nHacrosmero denepaibHOro 3aKOHA.

(uactp 9 BBenena denepanbHbiM 3aK0HOM 0T 28.11.2018 N 449-03)

CraTtba 48. lOpuanyeckme nuua, KOTOpbIM paspelleH BBO3 NleKapCTBEHHbIX CpeACcTB B
Poccuinckyro Pepepaumio
(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBennsle cpencta B Poccuiickyro deneparuto MOryT BBO3UTH:
(B pen. ®enepanbroro 3axoHa ot 06.12.2011 N 409-D3)

1) IMPOU3BOAUTEIIN JICKAPCTBCHHBIX CPEACTB IJIA ueneﬁ COOCTBEHHOTO IMPOU3BOJACTBA JICKAPCTBCHHLIX
CpCACTB;

2) WHOCTpaHHbIE pPa3pabOTYMKK JIEKAPCTBEHHBIX CPEACTB U HMHOCTPAHHBIE TMPOU3BOAUTEIU
JICKApPCTBEHHBIX CPEICTB WM JPYTHE IOPHIMYCCKUE JHMIA MO0 TOPYUYEHUIO pa3paboT4HMKa JIEKAPCTBEHHOTO
CpeacTBa JUIsl TMPOBEACHUS KIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHOrO IIpemnapara, OCYIIECTBICHUS
TOCYJIapCTBEHHOM PETUCTpaIlii JIEKAPCTBEHHOTO Tpemapara, BKIOUYEHUs (PapMarieBTUIECKON CyOCTaHIIMN B
rOCYy/IapCTBEHHBIH pPEecTp JIEKAPCTBEHHBIX CPEJICTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEICTB MpHU
HAJIMYUHU pa3pelieHus] YMOJHOMOYEHHOTO (elepallbHOTO OpraHa WCHOJHUTENBHON BIACTH Ha BBO3
KOHKPETHOW MapTHH JIEKAPCTBEHHBIX CPE/ICTB;

3) opraHu3aly ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) Hay4HO-MCCIIEIOBAaTEeILCKUE OPraHU3allNU, 00pa30BaTelbHbIE OPraHU3AIMH BBICIIETO 00pa30BaHMUA,
MPOM3BOANTENHN JICKAPCTBEHHBIX CPEACTB sl pa3pabOTKH, MCCIEIOBAaHWN, KOHTPOJIS OEe30MacHOCTH,
Ka4yecTBa, 3(P(HEeKTUBHOCTH JIEKApPCTBEHHBIX CPEACTB TPH HAIMYMU PA3PEHICHUs] YIIOJIHOMOYEHHOTO
(enepanbHOro OpraHa UCIOJHUTENBHOM BIaCTH;

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

5) MEIUMLMHCKNE OpPraHu3allii, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosILEN cTaTbu OpraHu3aluu JUIs
OKa3aHMs MEIMIMHCKOM IOMOIIM M0 >KM3HEHHBIM IIOKa3aHMSIM KOHKPETHOIO IIAIMEHTA IpU HAIAYUU
paspelieHns yIoJIHOMOYEHHOTO (eiepaibHOro opraHa UCIOJTHUTEIbHON BIACTH Ha BBO3 KOHKPETHON MapTUH
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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" [lata coxpaHenusi: 31.12.2020

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

JIEKapCTBEHHOTO TIperapara, BBIIAHHOTO B YCT@HOBJICHHOM MOPSJIKE B (OpPME 3IJIEKTPOHHOTO JTOKYMEHTa,
MOJIMMCAHHOTO YCUJICHHOM KBaTU(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

Koncynprantllimroc: mpuMedaHue.
C 01.01.2024 1. 6 ct. 48 yTpaunBaet cuiry (®3 ot 27.12.2019 N 475-D3).

6) TOCYZapCTBEHHBIC YHHUTApHBIC HPEANPUSATHsS, WMYLIECTBO KOTOPBIX HAXOAUTCA B (eaepanbHOU
coOcTBeHHOCTH, ompezenseMble [IpaBurensctBoM Poccuiickoit denepannu, B yactu BBo3a B Poccuiickyro
denepannio HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToOB, COACPKALNIMX HAPKOTHUYECKUE CPEICTBA
WIH IICUXOTPOIIHBIE BELIECTBA, [UIA OKA3aHHUA MEOUIMHCKOW IIOMOLIM II0 JKM3HEHHBIM II0KAa3aHUAM
KOHKPETHOTO MAalMEHTa WM TPYMNIbBI NAlMEHTOB B COOTBETCTBUM C 4YacThio 3.1 crateu 47 HACTOALIETO
®denepanbHOro 3aKOHa.

(n. 6 BBeneH PenepanbHbIM 3akoHOM 0T 27.12.2019 N 475-D3)

Cratba 49. [JoKyMeHTbl, npeacTaBfisieMble B TaMOXeEHHble opraHbl Poccunuckoun
Pepepaumu npu BBO3e NieKapCcTBeHHbIX cpeacTB B Poccumnckyro ®enepauuto
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

1. IIpu BBO3€ neKapcTBEHHBIX cpeacTB B Poccuiickyro @enepanuio B TaMOXKEHHbIE opranbl Poccuiickoit
@enepanii  Hapsily € JOKYMEHTaMM, TPEICTABICHHE KOTOPBIX MPEIyCMOTPEHO  TaMO>KEHHBIM
3aKOHOJIaTEILCTBOM TaMOXXEHHOTO coro3a M (WIHM) 3aKOoHOJATeIbCTBOM Poccwmiickoit denepamuu o
TaMOKEHHOM [IeJIe, IPEICTaBIISIFOTCS CAEAYIOIUE TOKYMEHTBHI:

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

1) cepTudukar nmpou3BOAUTENS JIEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIOIINNA COOTBETCTBHE BBO3UMOTO
JICKapCTBEHHOTO CPEJICTBA TPeOOBaHUAM (papMaKONICHHON CTaThyl TUOO B CIIydae € OTCYTCTBUS HOPMATHBHOU
AOKYMCHTAIIMHU WX HOPMATHUBHOT'O JOKYMCHTA,

2) pa3pelieHue yIoJIHOMOYEHHOTO (peiepaibHOro OpraHa HCIOJIHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOM
NapTHUM JICKapCTBEHHOI'O CpPEACTBa B CIIy4YasX, YCTAHOBJIEHHBIX 4acTbio 3 cTatbu 47 HACTOSIIETO
denepanbHOTo 3aKOHA.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wactu | Hacrosmed cTaTbM, NPEACTABIAIOTCA B
TaMOXEHHbIe opraHbl Poccuiickoit dexepanmu npu NPUOBITHH JIEKApPCTBEHHBIX cpelncTB B Poccuiickyro
denepanuio.

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

CraTtbsa 50. BB0o3 nekapcTBeHHbIX npenapaTtoB B Poccuitickyo ®egepaumio onsa NUYHOro
ncnonb3oBaHNA U WUHbIX HEKOMMep4YeCKUux ueneﬁ, a TaKxe Anda wucnonb30oBaHUA Ha
TeppUTOpPUN MeXayHapoaHOro MeAULIMHCKOro Knacrepa
(B pen. ®enepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N_160-D3)

1. JIekapcTBeHHBIE MpemnapaThl MOTYT ObITh BBe3eHBI B Poccuiickyro denepanuto 6e3 ydera TpeOOBaHUH,
IIPEyCMOTPEHHBIX yacTsMu 1 - 4 crateu 47, crarbamu 48 u 49 Hacrosiero denepanbHOro 3aKOHA, €CIIM OHU
IIpeIHa3HAYEHBI JUIS:

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

www.consultant.ru CrpaHuua 103 n3 132
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=154620&date=31.12.2020&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=154620&date=31.12.2020&demo=2&dst=100009&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201711&date=31.12.2020&demo=2&dst=100082&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=201711&date=31.12.2020&demo=2&dst=100082&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=31.12.2020&demo=2&dst=100095&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=31.12.2020&demo=2&dst=100095&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=347136&date=31.12.2020&demo=2&dst=100006&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=347136&date=31.12.2020&demo=2&dst=100006&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=31.12.2020&demo=2&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=341762&date=31.12.2020&demo=2&dst=100054&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100837&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100837&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100838&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100838&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100839&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100839&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100841&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100841&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330122&date=31.12.2020&demo=2&dst=100193&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=330122&date=31.12.2020&demo=2&dst=100193&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100843&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=286532&date=31.12.2020&demo=2&dst=100843&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" [lata coxpaHenusi: 31.12.2020

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

1) nu4HOTO WCTHONB30BaHUS (PU3MUECKUMHU JHUIaMH, NpuObBIIMME B Poccuiickyro ®denepanuto. [Ipu
3ToM BBO3 B Poccuiickyro ®denepaiuio JeKapCTBEHHBIX IPENapaToB, COAEPKAIIMX CHIJIBHOAEHCTBYIOLINE U
(Wn) SIOBUTHIE BEILLECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIMCOK CHJIBHOJEHCTBYIOIIMX BELIECTB JUISA
LIeJIe yroJIOBHOTO 3akoHoAaTenbcTBa Poccuiickoit denepanm U B CIOUCOK SIAOBUTBHIX BEMIECTB ISl LEIEH
YTOJOBHOIO 3akoHojaarenbcTBa Poccuiickoit @enepaumu, ytBepkaeHHble [IpaButensctBom Poccuiickon
®denepalyiu, OCYUIECTBIIACTCS IPU HATUYUU JOKYMEHTOB (3aBEpEHHBIX KOMHM JOKYMEHTOB I 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOATBEPXKAAOIINX Ha3HAUCHHE (QU3NYECKOMY JIMIy VYKa3aHHBIX JIEKapCTBEHHBIX
IIpENapaToB (3a UCKJIIOUEHUEM JIEKApCTBEHHBIX IIPENapaToB, 3aperucTpupoBaHHbiX B Poccuiickoit denepannn
u oTmyckaembix B Poccuiickoit ®enepanuu 0e3 perenrta Ha JeKapcTBEHHBIN mpemapat). [loarBepxaaromme
JOKYMEHTHI (MX 3aBEpEHHbIE KOMHM WM 3aBEPEHHbIE BBIMMCKU W3 HHUX) JOJDKHBI COJIEPXKATh CBEIEHUS O
HaVMEHOBAHUM W KOJIMYECTBE Ha3HAYEHHOIO JIEKAPCTBEHHOI'O Ipenapara. B ciydae, eciu moATBEpKIar0Ine
JOKYMEHTHI (X 3aBEpPEHHBIC KOIUU UM 3aBEPEHHBIC BHIMHMCKH U3 HUX) COCTABJICHbl HA MHOCTPAHHOM SI3bIKE,
K HUM TIpUJIaraeTcsi HOTapualibHO 3aBEPEHHBIN NEPEBO]] HA PYCCKUM S3bIK;

(m. 1 B pen. @enepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) UCTONB30BaHUS PAOOTHUKAMU JHUIJIOMATUISCKOTO KOPITyCa WM MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3alnii, akkpeAMTOBaHHbIX B Poccuiickoit dexaepanuu;

3) NedeHus MacCaKUPOB W WICHOB IKUTIAXKEH TPAHCIIOPTHBIX CPEJICTB, MOE3JHBIX OpHTaa W BOAUTEINCH
TPAHCIIOPTHBIX CPEJICTB, MPUOBIBIIKX B Poccuiickyro denepanuio;
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHWs] YYaCTHUKOB MEXIYHAPOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEpONPHUATHUH U YyYaCTHHKOB
MEXAYHapOIHBIX SKCIIEIUIUI;

5) nedeHUs] KOHKPETHBIX KMBOTHBIX B 300IapKax, 300cajax, MUpPKax, OKeaHapuyMmax, JelbOUHApUsX,
JICYECHUS JUKHUX KUBOTHBIX, ITOCTOSIHHO WJIM BPEMEHHO HACEIIOIMX TeppuTopuro Poccuiickoit @enepannu,
HaXOJSIIMXCS. B COCTOSTHUM €CTECTBEHHOM CBOOOJBI M NMpHUHAUIEkKAIIUX K BUJAM, 3aHECEHHBIM B KpacHyro
kHury Poccuiickoit @enepanun u (WiM) KpacHble KHUTH cyObekToB Poccuiickoit ®epeparuu, a Takxke
JKUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepannio s y4acThs B CHOPTUBHBIX U 3PEJIUIIHBIX MEPOIPUATHAX;
(B pen. @enepanbbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIIOIH30BAHUS HA TEPPUTOPUU MEKTYHAPOJTHOTO MEIUIIMHCKOTO KJIacTepa.
(. 6 BBenen denepabHBIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasix, mpeayCMOTPEHHBIX 4acTbio | HacTosleld CTaTh, AOMycKaeTcs BBO3 B Poccuiickyro
®denepallyio JIeKapCTBEHHBIX MPENapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit @eneparium.
(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE mpenaparbl, NpeIHA3HAYEHHbIE JUIsI T'YMaHUTAapHOM IOMOLIM (COAEHCTBUS) WIIU
IIOMOIIM MPH YPE3BBIYAMHBIX CUTyalHsX, BBO3ATCA B Pocculickyro denepannio B MOPAIKE, YCTAaHOBICHHOM
[IpaButensctBoM  Poccuiickont ~ @enepanuu.  3ampeniaerca BB03 B Poccuiickyro — Denepanuro
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaToB, NPEJHA3HAYCHHBIX I T'yMaHUTApHOM ITOMOIIU
(comelcTBYS) MM TIOMOILY NP YPE3BBIYAWHBIX CUTYALUSX.

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

Cratba 51. CotpyaHuyecTBO dpeaepanbHOro opraHa MWCNONIHUTENbLHOW BRacTy,
YNOSIHOMOYEHHOro B OOnactM TaMOXeHHOro pgena, W APYrMxX YNONMHOMOYEHHbIX
¢hepepanbHbIX OpraHOB UCNONTHUTENBLHOW BNacTun
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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" [lata coxpaHenusi: 31.12.2020

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

1. YnonmHOMOueHHbIe (eiepabHbIe OpraHbl UCTIOIHUTEFHON BIIACTU MPEIOCTABISAIOT B paclopsyKeHHUE
(denepasbHOrO OpraHa HUCIOJHUTENBHOW BIIACTH, YINOJHOMOYEHHOIO B O0JacTH TaMOXKEHHOTO Jefa,
TOCYJTapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, a TaKKe MH(POPMAIMIO O BBIIAHHBIX Pa3peHICHUSX Ha
BBO3 KOHKPETHOW MapTUM JIEKAPCTBEHHBIX CPEIACTB B CIydyasX, YCTAHOBJIICHHBIX 4YacTblO 3 crarbu 47
HacTosero denepanbHOro 3aKoHa.

2. ®denepanbHBIA OpraH HCIOTHUTEIBHOW BIACTH, YIMOIHOMOYEHHBIH B OOJACTH TaMOXEHHOTO Jelna,
nHQOpMUPYET YyKa3aHHBIE B YacTH | HACTOAINIEH CTaThU YIOJTHOMOYEHHBIE QeaepalibHble OpraHbl
HCIOJIHUTEIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro denepanuio U BbIBO3E
JIeKapCTBEHHbIX cpelncTB u3 Poccuiickoit ®enepauuu no ¢opme M B HOPSAKE, KOTOPHIE YCTAaHOBJIECHBI
[IpaBuTenscTBOM Poccuiickoit denepanuu.

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

Mnasa 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratbsa 52. OcyuwecTBneHue chapmaleBTUYECKON AEATENTbHOCTHU

1. @apmaneBTUyecKas JEATEIBHOCTh OCYILECTBISETCS  OpraHu3alMsIMU  ONTOBOM  TOPTOBIIU
JIeKapCTBEHHbIMM CPEJCTBAMH, ANITEYHBIMU OPTraHU3ALMSIMM, BETEPUHAPHBIMHU ANTEUHBIMU OPTraHU3ALMSIMH,
WH/MBUYaIbHBIMU TPEANPUHUMATEISIMHE, UMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTUYECKYIO AEATelIbHOCTb,
MEIMLIMHCKUMH OpPTraHU3alUsAMH, HMEIOIMMHU JIMICH3UI0 Ha (PapMameBTUYECKYIO JeATeNIbHOCTh, U HX
000COOJICHHBIMH TTOJIPA3/ICICHUsIMI  (aMOyaTopusiMu, (HeTbIIIEPCKUMH U (DeNTbIIIePCKO-aKyIIePCKUMHU
MyHKTaMH, LeHTpaMu (OTAeJIeHHUsIMH) oO0miei BpaueOHON (ceMeHHOM) MpaKTHKH), PacHOJOKEHHBIMU B
CEeJIbCKUX HACEJICHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€4YHblE OpPraHHU3allUU, U BETEpUHAPHBIMU
OpraHU3aLUsIMH, UMEIOIUMHU JHUILIEH3UIO Ha (papMalleBTUUECKYIO 1A TeIbHOCTb.

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

Koncynsrantlntoc: mpumeganue.

06 ycnoBusix gomycka B 2020 romy K OCYIIECTBIEHHIO (hapMalleBTUUECKOW AESITENIbHOCTH JUIl 0e3
ceprudukara crneuuanucra v (WIM) MO CIEHUATBHOCTAM, HE MPEIyCMOTPEHHBIM CepTU(UKATOM
crienpanucta, cM. [Ipukaz Munznapasa Poccuu ot 14.04.2020 N 327H.

2. ®usnyeckue Jina MOTYT OCYHICCTBIIATH q)apMaHeBTI/I‘-IGCKYIO ACATCIIBHOCTD NIPXU HAJIWMYHUU BBICIICTO
W cpenHero (apManeBTHUECKOro oOpa3oBaHMsA M CepTHU(HKATA CICIHAINCTA, BBICIIETO WM CPEIHETO
BETEPHHAPHOTO 00pa30BaHMs M CepTH(UKATA CIIEIHAINCTA, a TAKXKE BBICIIETO MM CPEJIHEr0 MEIUIIMHCKOTO
oOpa3oBaHus, cepTu(UKaTa CIELUAINCTa U JIOTIOJHUTENHLHOIO MPOo(pEeCCHOHATBLHOIO 00pa30BaHUS B YacTH
PO3HMYHOM TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMM IpUd YCIOBUM HX paboThl B  000COOJIEHHBIX
nmoapa3aCiICHUAX MCAULIMHCKUX opraHmauHﬁ, YKa3aHHBIX B 4aCTHU 1 HaCTOSIIJ_[ef/'I CTaThbu.
(vactsp 2 B pen. @enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynsrantlntoc: mpumedanue.

JlexapcTBEHHBIE TIpemapaThl Il MEAWIIMHCKOTO NMPUMEHEHUsS, BBEIECHHBIE B TPaXIaHCKUK O0OpPOT 110
29.11.2019, noanexaT XpaHEHUIO, NEPEBO3KE, OTMYCKY, pealu3aluu, Nepeaadye, MNPUMEHEHHUIO 10
nuctedeHus cpoka ux rogHoctd (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT JeKapCTBEHHbIX MnpenapaTtoB 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" [lata coxpaHenusi: 31.12.2020

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

MeaAULUUHCKOro npuMmeHeHus
(BBenena denepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B TpaKJaHCKUN OOOPOT Ka)XJIOM CEpUU WM KaXKI0M MapTHM IMPOU3BEIEHHOTO B
Poccuiickoit denepanuy J€KapCTBEHHOrO Tpernapara sl MEAUIMHCKOTO MPUMEHEHUs, 338 HUCKIIOUYCHHEM
UMMYHOOHOJIOIMYECKUX JIEKAPCTBEHHBIX IPENnapaToB, MPOU3BOAUTENb TaKOrO JIEKAPCTBEHHOrO IIpernapara
npezcTaBisieT B (eaepanbHblii OpraH UCIOJHUTEIbHON BIACTH, OCYILECTBIISIONINI (GYHKINU IO KOHTPOIIO U
HaJ30py B cdepe  3ApaBOOXpAHEHMs, JOKYMEHT MPOM3BOJIUTENS  JIGKAPCTBEHHOI'O  CPEJICTBA,
MOATBEPKJAIOIIMM KayeCTBO JIEKAPCTBEHHOIO IIpernapara, M IOATBEPKACHHE YIOJIHOMOYEHHOIO JIMLA
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBUSl JIEKAPCTBEHHOI'O Ipemnapara TpeOOBaHUSM,
YCTaHOBJICHHBIM IPU €r0 TOCYIapCTBEHHON perucTpaluu.

2. Ilepen BBOJIOM B TpayKIaHCKHUI 00OPOT KaXIOW CEPUHU WITH Ka)JIOW IMapTUU BBO3UMOTO B Poccuiickyro
Qenepanyiro  JEKapCTBEHHOTO  MpemapaTa A MEOUIIMHCKOTO  MPUMEHEHUs, 3a  HCKIIOYEHUEM
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, OpraHu3allvs, OCYIIECTBIISIONIAs BBO3 JIEKAPCTBEHHOTO
npemapata B Poccuiickyro ®enepanuio, npeiactaBisier B (eaepaibHbId OpraH HCIOJHUTEIBLHON BIACTH,
OCYUICCTBIISIOMIUN (QYHKIMM TIO KOHTPOJIO W HAI30py B cdepe 3aApaBOOXpaHEHUs, CEePTHPHUKAT
MIPOU3BOJUTEINIS JIEKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIONIMN COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOI'O
npernapata TpeOoBaHUSAM (apMakoneiHOW CTaTbM, a B Cly4yae OTCYTCTBUS (apMaKonenHoil cTaTbu
TpeOOBaHUSAM  HOPMATHUBHOW  JOKYMEHTAllMHM, ¥  TMOATBEPXKIACHHE IMPEACTABUTENs]  OpTraHU3allUu,
OCYILECTBISIIONIEH BBO3 JIEKapCTBEHHOro mpemnapara B Poccuiickyto ®exnepanuio U yHOJIHOMOYEHHOU
WHOCTPAHHBIM TPOU3BOJAUTENIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBHS BBO3UMOIO JIEKAPCTBEHHOI'O
npenapara TpeOOBaHUSIM, YCTAHOBIICHHBIM TP €T0 TOCYAaPCTBEHHON PETUCTPAIIUU.

3. llopsaaoK mpencTaBi€HUS B COOTBETCTBUM C YacTsIMU | M 2 HACTOSIIEW CTaTbU JTOKYMEHTOB M
CBEJICHHH O JIGKQpCTBEHHBIX TMperaparax, BBOAUMBIX B TpPaXIaHCKUH 00OpPOT, YCTaHABIMBAETCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

4. B OTHOUIEHMM MEpPBBIX TPEX CEpUH WIM MNApTUH JIEKapCTBEHHOIO IIpernapara, BIIEPBbHIE
npousBeeHHOro B Poccuiickoit ®enepauru Wid BhepBble BBO3UMOro B Poccuiickyro Penepaunio, B
(benepanbHBIN OpraH UCIOTHUTEIHHOMN BIACTH, OCYIIECTBISIONHNNA (DYHKIIMK IO KOHTPOJIIO M HAA30PY B cdepe
31paBOOXPAHEHHUs, JIONOJHUTEIBHO IPEACTABISIETCS MPOTOKOI HCHBITAHUM O COOTBETCTBHM CEPUM WIH
apTUX  JIGKAPCTBEHHOIO  IIpemapata Uil  MEJUIMHCKOINO INPUMEHEHHs IIOKa3aTelssM  KadecTBa,
NpPEeayCMOTPEHHbIM HOPMAaTUBHOW JOKyMEHTalMeW (Jajiee - TPOTOKON MCIBITaHWi), INPOBOAUMBIX
aKKpe/IMTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOJaTelabcTBOM Poccuiickoit denepanuu 00 akKpeauTaluy B
HAIIMOHAJILHOW CHCTEME aKKpEeAUTAlMU (elepajbHBIMU TOCYIapCTBEHHBIMH OIOJKETHBIMU YUPEKICHUSIMH,
MOJIBEZIOMCTBEHHBIMU (eIepaIbHOMY OpraHy HWCIOJHHUTENBHOW BJIACTH, OCYIIECTBISIOIIEMY (YHKIHU TI0
BBIPA0OTKE M peanu3aliy rocyJapCTBEHHOM MOJUTUKH U HOPMAaTUBHO-NIPAaBOBOMY PETYJIMPOBAHUIO B cepe
3JIpaBOOXpaHEHMs], U (efepaJbHOMY OpraHy HCIOJHUTENIBHOW BIAcTH, OCYLIECTBISIOIIEMY (YHKLHUHU II0
KOHTPOJIO M Haa30py B cdepe 3apaBooxpaHeHHs. [lopsAnok BbauM yKa3aHHBIMU  (efepaTbHbIMU
TOCYJJapCTBEHHBIMH OIO/PKETHBIMHM YUPEXACHUSMH JAaHHOTO IPOTOKOJAa M pa3Mep IUIaThl 3a €ero Bbliady
ycranasinuBaroTcs [IpasurensctBom Poccuiickoit @enepanum.

5. ExerogHo He mozgHee | ¢eBpasii MPOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alluy,
OCYIIECTBIISIIOIME BBO3 JIEKAPCTBEHHBIX TmpernapatoB B Poccuiickyto ®enepannio, NpeAcTaBisioT B
(denepaibHBI OpraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIONINI (QYHKIIMH 10 KOHTPOJIIO U Ha/30py B chepe
3IpaBOOXpAaHEHUS, MPOTOKON WCIBITAHUN TMOCTYMUBIIETO B TEUEHHE ToJa B TPaXTAHCKUH 000pOT
JIEKapCTBEHHOIO IIpernapaTa KOHKPETHOTO IIPOM3BOAUTENSA (HA OJHY CEPUI0 KaXJIO0ro TOProBOTO
HAaMEHOBAHHUA C YYETOM JICKApCTBEHHOH (OpPMBI M JIO3UPOBKH), MPOBOAMMBIX AKKPEIUTOBAHHBIMH 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" [lata coxpaHenusi: 31.12.2020

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

COOTBETCTBHHU C 3aKOHOJATEIbCTBOM Poccuiickoit q)enepam/m 00 AKKpeAUTaluu B HallMOHAJILHON CcUCTeMe
AKKpCAUTAIUN UCTIBITATCIIbHBIMU J'Ia60paT0pI/I$IMI/I (I.[eHTpaMI/I).

6. [IpousBoanTENN JIEKAPCTBEHHBIX CPEJACTB WIM OPraHU3allM1, OCYLIECTBIISAIONINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Pocculickyto denepaiuio, He MEHEE YEM 3a OJUH IO 10 TUIAaHUPYEMBIX TPUOCTAHOBIICHHS WU
MpEKpalIeHusl MPOU3BOJACTBA JIEKAPCTBEHHBIX IpenapaToB WM KX BBo3a B Poccuiickyro ®enepanuro
YBEIOMJISIIOT 00 3TOM (hefiepasibHblii OpraH HCIOJHUTENIBHOW BJIACTH, OCYHIECTBISIOIIMN (YHKLUU II0
KOHTPOJIO M Haa30opy B cdepe 3apaBooXpaHeHUs U (enepalabHbI OpraH HCIOJHUTENBHONW BIACTH,
OCYILECTBIISIOUINN (DYHKIIMU N0 JIMLEH3UPOBAHHIO TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoa B TpakJaHCKUW OOOPOT KaXAOH CepUM WM KaXIOW NHapTHH HMMYHOOHOJIOTHMYECKOTO
JEKapCTBEHHOI0 Mpemnapara, mpou3BeAeHHOro B Poccuiickoil denepanuu wuid BBO3UMOro B Poccuiickyro
@Denepanyio, OCYIIECTBISETCS Ha OCHOBaHMM pPa3pelleHHs, BbLIAHHOTO (deaepadbHbIM  OpPraHOM
UCIIOJTHUTENbHOM BIACTH, OCYIIECTBISIOMUM (PYHKIIMH MO KOHTPOJIIO U HAA30py B cdepe 31paBoOXpaHEHUS,
Ha OCHOBaHUH BBIJAHHOTO (peiepalbHBIMU FOCYAapCTBEHHBIMU OI0/KETHBIMH YUPEKACHUIMHU, YKA3aHHBIMH B
qacTH 4 HACTOAIIEH CTaTbM, 3aKIIOYEHHS O COOTBETCTBUHM CEPHUM WM MapTHM MMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOTO TMpernapara TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPH €ro TOCYJapCTBEHHOH pPETUCTPAIHH.
[opsa0K BhIJAUYM pa3pelIeHs] Ha BBOJ B TPaXIaHCKUKA 000OpOT CepUM WIIM NAapTUH UMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'O TIPErapara, a TaKXKe MOPSAOK BbIAAYM YKA3aHHOI'O 3aKJIFOUEHMS M pa3Mep IUIAThl 3a €ro
BbIJIauy ycTaHaBnuBatorcs [IpaButensctBoM Poccutickoit deneparumu.

8. 3a HeENpeACTaBIEHUE WM HECBOEBPEMEHHOE IPEACTABICHUE JOKYMEHTOB M CBEICHMIA,
MIPENYCMOTPEHHBIX YacTaMu 1, 2, 4, 5 1 6 HacToOsALIEH CTAaTbU, MPOU3BOJUTENHN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aly, OCYILECTBIIIOLIME BBO3 JIEKapCTBEHHBIX npenapatoB B Poccuiickyro denepanuro, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickoi denepannm.

9. IlpencraBneHne TOKYMEHTOB U CBEJEHUH, TPEAYCMOTPEHHBIX YacTsAMHU 1, 2 1 4 HAacTOSALIEH CTaTbH, U
MOJIyYCHHUE TPEyCMOTPEHHOI'O YacThI0 7 HACTOSIIEH CTaTbU pa3pelieHus] Ha BBOJ UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpermapaTa B TPaXAaHCKUH 000OpOT He TpeOyloTcs B OTHOIIEHUH JIEKapCTBEHHBIX
MpenaparoB, NPeJIHA3HAYCHHBIX JJI1 MPOBEACHUS KIMHUYECKUX MCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENapaTos,
MPOBEACHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIsl OCYILIECTBIEHUS TOCYJIapCTBEHHOM pErucTpaluu
JIEKapCTBEHHBIX TPEMApPaTOB, a TAKKE B OTHOIIECHWU HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaTosB,
MpeAHa3HAYeHHBIX JUISI OKa3aHWsS MEIUIIMHCKOW TIOMOIIM TI0 J>KM3HEHHBIM IIOKa3aHUSM KOHKPETHOTO
MalKreHTa Wi TPYIIIbl MAlMEHTOB, BBO3UMbIX B Poccuiickyro denepalnio B COOTBETCTBUU € YacTsaMu 3 u 3.1
crathu 47 HacTosiero @enepasbHOTO 3aKOHA.

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

10. Ilpu BBIABICHMHM B TPAXIAHCKOM OO0OpOTE CEpUM WM NapTHH JIEKAPCTBEHHOTO Npernaparta,
JOKYMEHTBl M CBEIECHMS O KOTOPBIX, NPEIyCMOTPEHHBbIE dacTsaMu 1, 2 W 4 HacTOsEeH CTaTbu, HE
Mpe/icTaBjIeHbl B (peiepalibHbIi OpraH HCIOJHUTENBHOM BIACTH, OCYIIECTBIAIOMUN (HYHKIUU IO KOHTPOJIIO U
Ha/x30py B cdepe 31paBOOXpaHEHMs, JIMOO CepuM WIM HNapTUM MMMYHOOHOJIOTHYECKOro JIEKapCTBEHHOTO
npenapaTta, He HMMEIOIIMX pa3pelleHHs Ha BBOJA B TPAXKAAHCKUH OOOpOT, MPEAyCMOTPEHHOI'O YacThio 7
HacTosimed craThH, (enepaljbHBIi OpraH HCIOJHUTEIBHOW BIIACTH, OCYILECTBIISIONIMM (YHKIMH IO
KOHTPOJIO U HA/J30py B cdepe 3apaBOOXpaHCHHs, B MOPSIKE, yCTaHOBICHHOM [IpaBurensctBoM Poccuiickoit
®enepanyy, NPUHUMAECT PELIEHUE O MPEKPAICHUH TPakJaHCKOro 0o00poTa TaKMX CEpUU WU MapTUU 10
MIpe/ICTaBICHMS YKa3aHHBIX JOKYMEHTOB U CBEJICHUH JINOO MOJy4YeHUsI YKa3aHHOTO pa3pelIeHus.

Cratba 53. Mpopaxa, nepefava NeKapCcTBeHHbIX CPeACTB OpraHM3auussMM ONTOBOM
TOProBNU NeKapcTBeHHbIMU CpeacTBamMm
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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" [lata coxpaHenusi: 31.12.2020

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

1. Opranuzanuu ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMH CPEACTBAMHU MOTYT OCYIIECTBIIATH MPOAAKY
JIEKapCTBEHHBIX CPEJACTB UM IIepeaaBaTh UX B YCTAHOBICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit @enepannu
nopsiike (3a UCKIIIoYeHHeM (papMarieBTHIeCKON CyOCTaHIIMH CIIPTA STHIIOBOTO (3TaHOIA):

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 481-03)

1) apyrum opraHu3anusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) mpOU3BOIUTEISM JIEKAPCTBEHHBIX CPEJICTB AJIS IeJiel TPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeuHbIM OpTaHU3AIUSAM U BETCPUHAPHBIM allTeYHBIM OPTaHU3AIUIM;

4) HayYHO-HUCCIIEIOBATEIILCKIM OPTraHU3alUsIM JJIs1 HAyYHO-UCCIIeI0OBATEILCKON paboTHI;

5) MHAUBUIYATBHBIM MPEIIPUHUMATENISIM, UMEIOITUM JIUIIEH3UIO Ha (papMarleBTUYECKYIO ACSITEIbHOCTD
WY JIMLIECH3UI0 HA MEIUIIMHCKYIO JEATEIbHOCTD;

6) MEIMIIMHCKAM OpPraHU3allUsM, B TOM YHCJIE CO3JaHHBIM W 3apETUCTPUPOBAHHBIM B COOTBETCTBHUHU C
3aKOHO/IaTE€IbCTBOM MHOCTPAHHOTO rOCYAapcTBa - wieHa OpraHu3alnuy 3KOHOMHYECKOTO COTPYIHUYECTBA U
pPa3BUTUSL HMHOCTPAHHBIM IOPUAMYECKUM JIMIAM, HWHAUBUIAYAJIbHBIM MPEANPUHUMATENSAM, SBISIOIAMCS
y4YaCTHHUKaMU MpoekTa B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O MEXIyHaApOJHOM METUIIMHCKOM
KJIacTepe W BHECEHWHM HM3MEHEHUM B OTJACIIbHBIE 3aKOHOJAATeNbHbIe akThl Poccuiickoit denepanuu', u
BETEPUHAPHBIM OPTraHU3ALMSIM;

(B pen. deaepanbHoro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHu3anMsM ¥ HMHAMBUAYaJIbHBIM IpPEINPUHUMATENSIM, OCYIIECTBISIONIMM pa3BeleHHE,
BBIpAIllMBAaHUE U COJAEP)KaHUE XUBOTHBIX (32 MCKIIIOUYCHHEM MPOJAXXH UM (papmalleBTUUECKUX CyOCTaHLUH
WIM UX Tepeaaun).

(n. 7 B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anuy ONTOBOH TOPTOBJIH JICKAPCTBEHHBIMH CPEICTBAMU HE BIPABE OCYIICCTBIISTH MPOTAKY
(mepenadyy B yCTaHOBJIEHHOM 3akoHonaTenbcTBOM Poccuiickoit ®denepanuu nopsnake) ¢papmaneBTHYECKON
CyOCTaHIMH CIIMPTa STUJIOBOTO (3TaHOMA).

(uactb 2 B pen. deaepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

Cratbsa 54. [MpaBuna onToBOW TOProBsiv JieKAPCTBEHHbIMU CpeaAcTBaMm

OnToBast TOProsiIsl JIEKAPCTBEHHBIMU CPENCTBAMHU OCYIIECTBIIAECTCA NPOU3BOAUTENSIMU JIEKAPCTBEHHBIX
CPEICTB M OpraHM3alMsIMH ONTOBON TOPrOBJIM JIEKAPCTBEHHBIMU CPEIACTBAMH IO IpaBUJIaM HaAJeKalen
JTUCTPUOBIOTOPCKON MPAKTUKU M IOPaBUIAM HAJJIEXKAIIeW MPAKTUKU XPAaHEHHUS U MEPEeBO3KU JIEKaPCTBEHHBIX
MpernapaTroB, YTBEP)KJICHHBIM  COOTBETCTBYIOIIMMH  YHOJHOMOYEHHBIMH  (efepalbHBIMU  OpraHaMu
HCIIOJTHUTEIBHON BIIACTH.

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

CraTbs 55. Mopsaok pO3HUYHOW TOProBNU NeKkapcTBeHHbLIMU NpenapaTraMmm

1. Po3HmuHas TOProBisl JIEKAPCTBEHHBIMU MperapaTaMH B KOJHYECTBAX, HEOOXOIMMBIX IS
BBITIOJIHEHHST BpayeOHBIX ((enpaIIepcKkux) Ha3HAUCHWH WM HAa3HAYCHWH CIHEIHaJNCTOB B 001acTh
BETEPUHAPHUH, OCYIIECTBIISIETCS AITEYHBIMU OPraHU3aLUsIMM, BETEPUHAPHBIMHM allTE€YHBIMU OPTaHHU3ALUSIMH,
UHUBUAYQIBHBIMU PEIIPUHUMATEISIMA, UMEIOIIMMH JIMLEH3UI0 Ha (hapMaleBTHUECKYI0 JEATEeNIbHOCTD,
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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" [lata coxpaHenusi: 31.12.2020

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

MEIUIUHCKUMH OpPTraHU3alMsIMM, HMEIOLMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYI0 NesTeIbHOCTb, U HX
000COOJCHHBIMU TOJIpA3/IeIeHUusIMI  (aMOynaTopusiMH, (elbIIIepCKUMH U (DeNbIIIepCKO-aKyIIepCKUMHU
MyHKTaMH, IEeHTpaMu (OTIeNeHUsIMH) oOmieil BpadeOHOW (CEeMEWHOM) MpakTHKH), PACIONOKEHHBIMH B
CEJIbCKMX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEUHbIE OpraHu3allid, U BETEPUHAPHBIMU
OpraHM3alsIMH, HMEIONIMMH JIMLEH3UI0 Ha (apMaleBTHUECKYI0 JedaTelabHOCTh. PasperieHa posHU4Has
TOPIOBJI TOJIBKO JIEKAPCTBEHHBIMU IIperapaTaMH, 3aperucTpupoBaHHbIMU B Poccuiickoit @enepanyu wim
W3TOTOBJICHHBIMU  ANTEUYHBIMM  OPTraHU3alldsAMH,  BETEPUHAPHBIMM  aNTE€YHBIMU  OpraHU3alUsaMH,
WH/IMBUYAIbHBIMUA TPEANPUHUMATEISIMHA, UMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTHUECKYIO AEATENIbHOCTb.
Po3HnyHas TOpro.iis JIEKApCTBEHHBIMU IpeNapaTaMy OCYIIECTBIISETCS 10 MpaBUiIaM HaJJieXkallel arnTeqyHon
MPAKTHUKH, YTBEPKACHHBIM YIIOJIHOMOYEHHBIM (e/IepaIbHBIM OpPTraHOM HCITOJTHUTEIHHOMN BIIACTH.

(B pen. ®enepanbHbIX 3aKk0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

1.1. Po3nHuyHasi TOProBjs JIEKapCTBEHHBIMH IIpermapaTam Jid MEIULIUHCKOTO MpUMEeHeHHs (3a
WCKJIIOUEHHEM JIEKApCTBEHHBIX NPENapaTroB, OTIYCKAaEMbIX [0 PELENTy Ha JEKAapCTBEHHBIN mpenapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX MPENapaTOB U MCUXOTPONHBIX JIEKAPCTBEHHBIX NPEMapaTroB, a TaKkKe
CIUPTOCOJEPKAIINX JIEKAPCTBCHHBIX MPEMapaToB C OOBEMHOW JOJNEH JTHIOBOrO CHHpPTA CBBIIMIE 25
MPOIICHTOB) MOXET OCYIIECTBIISITHCS ANTEYHBIMU OPTraHU3AIUSIMU JUCTAHIIMOHHBIM CIIOCOOOM. Po3HMuHYIO
TOPTOBJIIO JICKAPCTBEHHBIMU TIpemapaTaMy Il MEAUIIMHCKOTO TMPUMEHEHHUS TUCTAHIIMOHHBIM CIIOCOOOM
MOTYT OCYIIECTBIISITh allTEYHbIC OpraHU3aluU, UMEIOUIHE JHUIICH3UI0 Ha (apMalleBTUYECKYIO JesTebHOCTh U
COOTBETCTBYIOIIIEE paspelieHre (eaepaabHOr0 OpraHa MHCIOJHUTENBHONW BJIACTH, OCYIIECTBIISIOIIETO
GyHKIIMU O KOHTPONIO W Ham3opy B cdepe 3mpaBooxpanHeHus. [lopsaok Bbmaum paspemieHUs Ha
OCYIIECTBJICHUE PO3ZHUYHOM TOPrOBIM JIEKAPCTBEHHBIMU IpenaparaMyd JUCTAaHLUOHHBIM CIIOCOOOM,
TpeOOBaHUS K alTE€YHbIM OpPraHM3alUsIM, KOTOPbIE MOTYT OCYLIECTBIISITh TaKyl0 TOPrOBIIO, U MOPSIOK €€
OCYIIECTBJICHUS, a TaK)Ke IMpaBWiIa JIOCTaBKU JIEKAPCTBEHHBIX MpenapaToB IpakJaHaM YCTaHaBIMBAIOTCS
[IpaButensctBoM Poccuiickoit ®enepanuu. MHbopmarus o0 oriadeHHBIX (OTHYIICHHBIX) W IOJTYYEHHBIX
JIEKapCTBEHHBIX MpernapaTax BHOCUTCS B CUCTEMY MOHUTOPHHIA JBUKEHHUS JIEKAPCTBEHHBIX MPENApPaTOB AJIS
MEJIMLIUHCKOTO MPUMEHEHHUSI B TIOPSIIKE, PEAYCMOTPEHHOM 4YacThio 7 cTtaTthu 67 HacTosiero deaepaibHOro
3aKOHa.

(uactsp 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHU3alliil W OpaBUiIa OTITyCKa JICKAPCTBEHHBIX MPEMapaToB TSI MEAUIIMHCKOTO
IPUMEHEHHUs allTeYHbIMU OPraHU3alUsiIMHU, UHAWBUAYAIbHBIMU MPEANIPUHUMATEIIMH, UMEIOLIUMHU JIMLECH3HIO
Ha (apMaleBTHUYECKYI0 JAEATENbHOCTh, a TaKXKe [paBUa OTIYCKAa JIEKAPCTBEHHBIX MpEnapaToB i
MEIULMHCKOTO MPUMEHEHHUS MEAULIMHCKUMH OpTraHU3alusIMHU, UMEIOIIMMH JIMLIEH3UI0 Ha (papMalieBTHYEeCKyIO
NesITeIbHOCTh, M HUX O00O0COOJEHHBIMU MOApa3AeieHUAMU (aMOynaToOpusiMH, (QETbAIIEPCKUMU U
(benpaImepeKo-aKymepcKuMi — IyHKTaMH, [eHTpamMu  (OTAeNeHusMU) oO0mell BpadeOHOW (ceMeiHON)
MPAKTUKH), PACHOJOXKCHHBIMH B CEIBCKUX HACEIEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTCUHBIC
OpraHu3alK, YyTBEPKIAIOTCA YIIOJIHOMOYEHHBIM (e1epaIbHbIM OPraHOM HCIIOJHUTEIbHOMN BIIACTH.

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

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEJCTB M TICHXOTPOIHBIX BEIIECTB, 3apEeTrUCTPUPOBAHHBIX B
KaueCTBE JICKAPCTBEHHBIX MPENapaToB, JICKAPCTBEHHBIX MPEMapaToB, COMCPIKAIINX HAPKOTHYECKUE CPEICTBA
Y TICUXOTPOIHBIC BEIIECTBA, YTBEPXKITAOTCS YIOJTHOMOYCHHBIM (eepalbHBIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH I10 COTJIACOBAHHIO C (pe/lepalibHBIM OpraHOM HWCIOJHUTEIIHHON BIIACTH, YIOJHOMOYCHHBIM B cdepe
BHYTPEHHUX JICII.

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

4, HeKapCTBCHHBIe npenaparbl 4JIsI BETCPUHAPHOTO NPUMCHCHUA IMOMJICKAT OTIIYCKY BCTCPHHAPHBIMH
AlITCUHBIMU OpraHu3aliuaAMUu, BCTCPUHAPHBIMU OpraHu3alvuiaMH, WHAUBUAYAJIbHBIMU MPCANPUHHUMATCIISIMUA,
UMCIOIIMMHU JIMICH3UIO Ha Ct)apMaHGBTI/I‘-IeCKYIO JACATCIIBHOCTD. OTHyCK JICKAPCTBCHHLIX MPEIapaToB IJId
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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" [lata coxpaHenusi: 31.12.2020

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

BETEPHHAPHOTO TIPHMEHEHHUS] OCYIIECTBISETCS B COOTBETCTBHM C MPAaBWIAMH HAJISKalled amnTedHON
NpPAaKTUKU  JIGKAPCTBEHHBIX  MpernapatoB  JJs ~ BETEPUHAPHOTO  MPUMEHEHHs,  YTBEP>KICHHBIMU
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCTIOJIHUTEIBHON BIIACTH.

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

5. IlepeyeHb METUITMHCKUX OpTaHHU3AIN, UMEIONINX JIMIICH3WIO Ha (apMalleBTHYCCKYIO JICATEITHbHOCTD,
1 X 000COOJIEHHBIX TToApa3aeiieHud (aMOyIaTopuid, GeapbAmEepCKuX U (PesbamepcKo-aKyIIepCKUX MyHKTOB,
HEHTPOB (oTAeneHuit) obmiel BpaueOHOM (ceMelHO) MPaKTUKU), paClONIOKEHHBIX B CETbCKUX HACENEeHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeUHbIC OPTaHHU3AINM, a TaKXKe MepeueHb JIEKapCTBEHHBIX MpPEnaparos,
MpoJaka KOTOPBIX MOXET OCYIIECTBISATHCS YKAa3aHHBIMH OpraHU3alusMd M HUX 000COOJICHHBIMU
MOApPAa3ACICHUsIMU, YCTAHABJIMBAIOTCS OpraHaMW HUCIIOJIHUTEIbHONW BJacTH CcyOBekToB Poccuiickoii
denepanuu.
(B pen. DeaepanbHbix 3akoHOB OT 25.11.2013 N 317-P3, ot 03.04.2020 N _105-D3)

6. AnTeuHble OpraHW3alMK, WHAMBHIYaJbHBIC TMPEANPUHAMATEIIN, HMCIOUIUE JUIICH3UI0 Ha
(hapManeBTHUECKYIO JIEATENBHOCTh, 00s3aHbl obOecreunBaTh yTBepkIeHHBIH [IpaBurensctBom Poccuiickoit
Oeneparnyivi 1 GOPMUPYEMBIN B YCTAHOBIEHHOM WM MOPSJIKE MUHUMATbHBIA aCCOPTHMEHT JIEKAPCTBEHHBIX
npemnaparos, H€O6XO)II/IMI)IX JJIs1 OKa3aHUus MGILHHHHCKOﬁ IIOMOIIH.

(dactpb 6 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHble OpraHu3ald, WHAMBUAYAJIbHBIE MPEANPHUHAMATENN, WMEIOIIUE JIMIEH3UI0 Ha
(bapManeBTHYECKYIO JEATEIBHOCTh, HApAIy C JIEKAPCTBEHHBIMH IperapaTaMy MMEIOT MPaBo MPHOOpeTaTh U
MPO/AaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIIOCOOOM, METUIIMHCKHUE M3/1EH, 1e3UHPUIMPYIONIUE CPEICTBA,
NpEeaIMeTbl W CpeICTBA JHMYHOW TUTHEHBI, TMOCYAY ISl MEAMLUMHCKUX IIeJied, TpeaAMeThl M CpPEeICTBa,
npeaHa3sHauYeHHbBIe Il yX0/a 32 OOJBHBIMH, HOBOPOXICHHBIMU W JIETHMH, HE JOCTUTIIMMH BO3pAcTa Tpex
JeT, OYKOBYIO ONTHKY M CPEACTBA yXoJa 3a HEH, MUHEpaIbHBIC BOJBI, MPOAYKTHI JI€4eOHOTO, AETCKOTO U
JMETHYECKOTO TUTAHUS, OMOJIOTUYECKH aKTHUBHBIE JOOABKH, MapprOMEpHbIE M KOCMETHYECKHE CpPEACTBa,
MEIUIMHCKHE W CaHUTapHO-NPOCBETHTENFHBIC I€YaTHBIE W3JaHUs, IMpeJHAa3HAUYEHHbIC Ui TpOIaraHIbl
30pOBOT0O 00pa3a XKHU3HU.

(B pen. @enepanbbix 3aKkoHOB 0T 27.07.2010 N _192-P3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N_105-P3)

8. JlesTenbHOCTH anTeuHbIX opranuzauuii Boopyxxennpsix Cun Poccuiickoit denepanuu, Ipyrux BOWCK,
BOMHCKHX (OPMHPOBAHM ¥ OpPraHoB, B KOTOPBIX 3aKOHOJATEIhCTBOM Poccuiickoit dDenepanun
IPeyCMOTPEHO MPOXOXKICHHE BOCHHON CITY>KObI WK (peliepalibHOM roCcy1apCTBEHHON CITY>KOBbI, CBSI3aHHOM C
NIPaBOOXPAHUTEIBHOW JIESITENIBHOCTBIO, pEerjaMeHTUpyeTcs HacTosmuMm @DenepanbHbIM  3aKOHOM U
YTBEP)KJICHHBIMH COOTBETCTBYIOLUIMMHU (pe/iepaibHbIMU OpraHaMHM HMCIIOJHUTEIBHON BJIACTH IMOJIOKCHHUSIMHU.
Kontpons 3a coOmropgeHuMeM yKa3aHHBIMH — aNTE€YHbBIMM  OPraHU3ALUSAMH  IOJIOKEHHH  HACTOSIIEro
@denepanbHOTO 3aKOHA OCYMIECTBISIETCS COOTBETCTBYIOIIMMH (ellepalbHBIMA OpraHaMU HCITOTHUTEIHHON
BJIACTH.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

Koncynprantllotoc: npumeuyanue.
C01.01.2021 4. 9 ct. 55 yrpauusaer cuity (P3 ot 03.04.2020 N 105-D3).

9. B ycnoBusix ype3BblYaiiHOW cuUTyallud W (WJIM) MPU BO3HHUKHOBEHHM YTPO3bI PacHpOCTPAaHEHUS
3a005ieBaHus, MPEICTABIAIONIETO OMACHOCTh JUIs OKpyxarommx, [IpaButenbctBo Poccuiickoit denepanuu
NPy HEOOXOJMMOCTH BIIPAaBE YCTAaHOBUTH BPEMEHHBIM MOPSIOK PO3HUYHOW TOPTOBIHM JIEKAPCTBEHHBIMU
npenaparaMu JUisi MEIUIMHCKOTO TPUMEHEHHsS (32 HUCKIIOYEHHEM HAapKOTUYECKUX 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" [lata coxpaHenusi: 31.12.2020

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

IpernapaToB W TMCHUXOTPOIMHBIX JIEKAPCTBEHHBIX MPEMapaToB, a TAKKe CIUPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX
MpemnapaToB ¢ O0OBEMHOW MOJIEH ATHIOBOTO CHHPTA CBBIIMIE 25 MPOIEHTOB) AMCTAHIIMOHHBIM CIIOCOOOM,
MOPSIZIOK BbIIAUM pa3pellieHUss Ha OCYUIECTBJICHUE TOPTOBIM, NPEIyCMOTPEHHOW HACTOSIIEH 4YacThlO,
TpeOOBaHUS K anTEeYHBIM OPTaHHU3aIMsAM, KOTOPbIE MOTYT OCYIIECTBIISAITh TaKyl) TOPTOBIIO, a TaKke
BPEMEHHBIE TTpaBUJIa JTIOCTABKH JICKAPCTBEHHBIX MTPENapaToB rpak/IaHaM.

(gactp 9 BBenena denepababiM 3aK0HOM OT 03.04.2020 N 105-D3)

CraTtbsa 56. U3aroToBneHue n OoTNycK fieKapCcTBEHHbIX NpenapaToB

1. M3roroBneHWe JEKAPCTBEHHBIX IPENapaToB alTEYHbIMU OPraHHU3aLUsSMH, BETEPUHAPHBIMU
anTEeYHbIMM OpPTaHU3ALMAMM, WHJIWBHAYAJIbHBIMU IPEANPUHUMATEIAMH, HWMEIOIMMH JIMIEH3AI0 Ha
(bapMaleBTUYECKYIO JEATEIBHOCTh, OCYIIECTBIISETCS IO pelenTaM Ha JIeKapCTBEHHbIE Mpernaparsl, IO
TpeOOBaHUSAM MEIUIMHCKUX OpraHu3aluid, BETEPHUHAPHBIX OpPraHM3alUi B COOTBETCTBUM C HpPaBUIAMU
W3TOTOBJICHHUSI U OTITyCKa JICKAPCTBEHHBIX MPENapaToB, YTBEP)KICHHBIMH YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM MCIIOJHUTEIbHOM BIACTH.

2. Tlpu W3roTOBIEHHM JIEKAPCTBEHHBIX MPENapaToB alTEYHbIMU OpraHMU3AlUsIMH, BETEPUHAPHBIMU
anNTEeYHbIMM OpPTaHU3ALMAMM, HWHJIWBHUAYAJIbHBIMM MPEANPUHUMATEIAMH, HWMEIOIMMH JIMIEH3AI0 Ha
(bapMaleBTUYECKYI0  JESTEIbHOCTb, HCHOJIB3YIOTCA  (apMaleBTHUECKUE CyOCTaHLMM, BKJIIOUEHHbIE
COOTBETCTBEHHO B TI'OCYJAapCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEACTB Ul MEIULIUHCKOIO NPUMEHEHMS U
TOCYJapCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO IIPUMEHEHUs B YCTaHOBJICHHOM
nopsake. He nmomyckaercs M3roTOBIIEHHE aNTEYHBIMA OpPraHU3alUsAMHM, BETEPUHAPHBIMM aANTCYHBIMU
OpraHMU3alMsIMHI, WHAUBUAYAIbHBIMU MPEANPUHUMATEISIMH, UMEIOIIUMH JUIEH3UI0 Ha (apMaleBTUYECKYIO
JeSATEIbHOCTb, JIEKAPCTBEHHBIX IPENApPaToOB, 3aperucTpupoBaHHbIX B Poccniickoit denepanun.

3. MapKI/IpOBKa JICKApCTBCHHEBIX  IIPEIiapaTroB, HI3IOTOBJICHHBIX alTCYHBIMHA  OpraHHU3alusaIMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpTraHU3aAlUsAMH, UHAWUBUAYAJIBHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUICH3UIKO Ha (bapMaI_IeBTI/I‘{eCKYIO ACATCIBHOCTb, U O(I)OpMJIeHI/Ie TaKUX TIpeHapaTtoB  JOJIKHBI
COOTBCTCTBOBATH IMPpaBUJIaM, YKa3aHHbIM B 4aCTU 1 HACTOSIIEH CTaThH.

4. AnTeuyHble  OpraHU3alMHM, BETEPUHAPHBIC  AaNTEYHbIC  OpPraHW3allid, HWHAUBUAYaJIbHbIE
MpEeANPUHAMATENIN, UMEIOIIUE JTUIICH3UI0 Ha (DapMaleBTHUECKYIO JeATEIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOOJIIOJICHUE TPaBWJ HW3TOTOBJIICHMSI M OTIyCKAa JIEKAPCTBEHHBIX TPEMAapaToB B COOTBETCTBHUU C
3aKkoHoJaTenbCcTBOM Poccniickon denepanyu.

Cratba 57. 3anpeweHue npogaxu danbcuPUMPOBaHHbIX NEKapCTBEHHbLIX CPeACTB,
HeAo0bpoKavYeCTBEHHbIX JIeKapCTBEHHbIX CPeACTB, KOHTPaaKTHbIX JlIeKapCTBEHHbIX CPeACTB

[Iponaxxka QanbcuuUpOBaHHBIX JEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJCTB 3aMPEIIaeTCsl.

CraTtbsa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHI/Ie JICKAPCTBCHHEBIX CPEACTB OCYHICCTBIACTCA HNPOU3BOAUTCIAMU JICKAPCTBECHHBIX CPCIACTB,
OpraHu3anuAaMu OIITOBOM TOProBjIn JICKAPCTBCHHBIMU  CpCIACTBAMH, AalTCYHBIMH  OpraHU3alusMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpTraHU3aAlUsAMH, UHAWUBUAYAJIBbHBIMU MNPCANPUHHUMATCIIAMA, HWMCIOIIUMU
JUICH3UIKO Ha (I)apMaLIeBTI/I‘-IeCKYIO ACATCIIbBHOCTL WJIM JIMIOCH3HWKO Ha MCAUINUHCKYIO OCATCIILHOCTD,
MCINIMHCKUMHU opranu3anusiMuy, BCTCPUHAPHBIMU OopraHu3anusiMu n HNHBIMHA OopraHu3anusiMuy,
OCYHICCTBIAIOIIUMUA O6paHIeHI/I€ JICKApCTBCHHLIX CPCIACTB. XpaHeHI/Ie JICKApCTBCHHBIX CpPCACTB IJId
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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" [lata coxpaHenusi: 31.12.2020

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

BETEPHHAPHOTO NMPUMEHEHUS] OPTaHM3aLUsIMH ¥ WHIUBHIYaTbHBIMU MPEANPHHUMATENSIMH B CIy4asxX, €CIH
OHHU MCIIONB3YIOTCS UCKIIIOYUTEIBHO NMPH Pa3BeICHUH, BBIPAIUBAHUU, COJEPKAHUM M JICYCHUU >KUBOTHBIX,
MOJKET OCYIIECTBIIATHCS 0€3 MOTyueHHs JTUIEH3UN Ha (PapMaleBTHUECKYIO e TEIbHOCTb.

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

2. HpaBI/IJ'Ia XpaHCHUA JICKAPCTBCHHBIX CPCJACTB YTBCPKAAKOTCA COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM
(beﬂepaanHM OpraHom HCITOJIHUTEILHOMN BJIACTH.

3. XpaHeHHE HApPKOTUYECKHUX JIEKApCTBEHHBIX CPEACTB, INCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB,
pannodapmaneBTHYECKUX JEKAPCTBEHHBIX CPEJICTB OCYILECTBIISETCS B COOTBETCTBUU C 3aKOHOJATEIILCTBOM
Poccuiickoit denepanuu.

Cratba 58.1. [lpeAMeTHO-KONMUYECTBEHHbLIA Y4YeT JeKapCTBEHHbIX CpeAcTB Ans
MeAULUMUHCKOro npuMeHeHus
(BBenena denepanbHbIM 3akOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb JEKAPCTBEHHBIX CPEACTB  JJIs  MEIULUMUHCKOTO  TPUMEHEHUs,  MOJIekKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY ~ yVY€Ty, YTBEp)KIAeTCS  YIOJTHOMOYCHHBIM  (eiepabHBIM  OpPraHOM
UCIIOJIHUTEIHLHOM BJIACTH.

2. llopsnok BKJIIOYEHUS JIEKAPCTBEHHBIX CPEJCTB JUISI MEIUIMHCKOTO IPHMEHEHHUS B IIEPEYCHb
JIEKapCTBEHHBIX CPEACTB ISl MEJUIMHCKOTO NPUMEHEHHMs, NOMISKAIIUX MPEAMETHO-KOINYECTBEHHOMY
yueTy, YCTaHaBIUBACTCAd YIOJIHOMOYEHHBIM (eJepallbHbIM  OpraHOM  HCIIOJHUTEIBHOM BJIACTH IO
COTJIACOBAHUIO C (peepabHbIM OPraHOM HCIIOJHHUTEIBHOM BIIACTH, YIIOJTHOMOUYEHHBIM B cpepe BHYTPEHHHX
aed.

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

3. IIpenMeTHO-KOIMYECTBEHHBIA yUeT JIEKAPCTBEHHBIX CPEACTB ISl METUIIMHCKOTO MPUMEHEHHSI BEIyT
MPOU3BOJUTENHN JEKAPCTBEHHBIX CPEJICTB, OpraHU3aI[MH ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeuHble OpraHU3aINK, UHAUBHUIyallbHbIE IPEINPUHUMATEIH, UMEIOIIHNE JIUIICH3UI0 Ha (apMalleBTUIECKYIO
JNEATEIbHOCTh WJIM JIMUEH3UI0 Ha MEIUIMHCKYIO JESTeNIbHOCTh, W MEIUIMHCKHE OpraHu3alllH,
OCYIICCTBIISIONIME OOpalieHne JICKaPCTBEHHBIX CPEICTB JUIS MEIUIMHCKOTO MPUMCHECHHS, ITyTeM
pPErUCTpaIMK JIFOOBIX CBA3aHHBIX C UX OOpaIeHUEM OTEpAIHi, MPU KOTOPHIX U3MEHSETCS WX KOJIMYECTBO H
(unn) cocTosiHME, B CIIELMATIbHBIX XXKypHAIaX ydeTa omepanuil, CBS3aHHBIX ¢ OoOpallleHHueM JIeKapCTBEHHBIX
CPEICTB AJIsi MEAUIIMHCKOTO IPUMEHEHUs (J1ajiee - CIeHalbHbIE KYPHAIIbI).

4. HpaBHna peructpanmuun onepauﬂﬁ, CBA3aHHBIX C O6paH_[eHI/ICM JICKAPCTBCHHBIX CpPCACTB JIA
MCIUIIUHCKOI'0O INPUMCHCHUS, BKIIOYCHHBIX B HICPCUYCHb JICKAPCTBCHHBLIX CPCACTB I MCAUIIHMHCKOI'O
MNPUMCECHCHUA, NMOMICKAINUX MNMPEAMCTHO-KOJIMYCCTBCHHOMY YYC€TY, B CHCHUAJIBHBIX JXYpHaJIaX W I[IpPaBUJIA
BCIACHUA U XpPaHCHHUSA CIICHUAJIBHBIX XXYPHAJIOB YTBCPXKIAOTCA YIIOJIHOMOYCHHBIM (bellepaHBHI)IM Oopranom
HCITOJIHUTEILHOM BJIACTH.

5. Koutponp 3a coOirofieHHeM [OpaBUI pPETUCTpPAllMM OMNepalyii, CBS3aHHBIX C OOpaleHHeM
JIEKapCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHUS, BKIIIOUEHHBIX B IIEPEUEHB JIEKAPCTBEHHBIX CPEJICTB
JUIsL MEIUIMHCKOTO NPUMEHEHUS, MOUIeKAIIUX IPEIMETHO-KOJIMYECTBEHHOMY YYETY, B CIHEIHAJbHBIX
KypHaJIax, a TaKke 3a COOTIOACHUEM IPABUI BEACHUS U XPaHEHMsI CIIEIUAIbHBIX )KYpPHAJIOB BO3JIaraercs Ha
YIOJHOMOYEHHbIE (efepalbHble OpraHbl HCIOJHUTENBHON BIAaCTHM M OPraHbl HCIHOJHUTENBHOM BiIacTH
cyobekToB Poccuiickoii @enepanuu, OCYILECTBISAIOLIME JIMLEH3UPOBAaHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeAcTB, (hapMaleBTUUECKOM NeATENbHOCTH M MEIUIMHCKON AEATeNbHOCTH, U OCYILECTBIISETCS B PaMKax
JULEH3UOHHOTO KOHTPOJIS.
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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" [lata coxpaHenusi: 31.12.2020

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

aea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEOCTB
CratbAa 59. OcHOBaHMA 1 NOPAAOK YHUUTOXEHUSA NeKapCTBEHHbLIX CPeaAcTB

1. HenoOpokauecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (abCUPUIIMPOBAHHBIE JIEKAPCTBEHHBIE CPECTBA
HOJUIeKAT M3BATUIO M3 OOpallleHHs M YHUYTOXKEHUIO B MOPsJKE, YCTaHOBJIEHHOM IIpaBuTEnbcTBOM
Poccuiickoit ®enepanuu. OCHOBaHMEM Ul YHUYTOXKEHMS JIEKAPCTBEHHBIX CPEACTB SIBISIETCS pEIICHUE
BJIaJIeTIblIa JIEKAPCTBEHHBIX CPEJICTB, PELICHUE COOTBETCTBYIOLIETO YIIOJIHOMOUYEHHOTO (heJiepabHOTO OpraHa
HCIIOJTHUTEJIBHON BIACTU WJIU PEILEHHUE Cya.

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

2. KonTpadakTHble JI€KapCTBEHHBIE CPEJCTBA MOAJISKAT UIBATHIO U3 OOpAIEHUS U YHUUYTOXKEHUIO IO
pemieHnio cyna. [lopsnok yHMYTOXKEHHsS 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. Bnaznenen JeKapCTBEHHBIX CPEICTB JOJDKEH IMPEJICTaBUTh B YIOJIHOMOYEHHBIH (penepanbHblil opran
WCIIOJIHUTEJIBHON BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IIOPSJIKE €ro  KOIIMIO,
MoJTBEpXkKAaoNINe (aKT YHUUTOKEHHS JICKAPCTBEHHBIX CPE/ICTB.

5. CoOTBEeTCTBYIOIINI YIMOTHOMOUYESHHBIN (hefiepalbHbIid OpTaH HCIOJHUTEIBHON BIIACTH, NMPUHSIBIIANA
penieHre 00 YHUYTOKEHUH JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBIISIET KOHTPOJIb 32 UX YHUUTOKCHHUEM.

6. YHUUYTOXXEHHE  JIEKAPCTBEHHBIX  CPEICTB  IPOM3BOAUTCS  OpPraHU3alMsIMM, HUMEIOUIMMHU
COOTBETCTBYIOIIYIO JIMIEH3HIO, HA CHELHAIbHO OO0OPYIOBAaHHBIX IUIOLIAJIKAX, MMOJUTOHAX U B CIELHAIBHO
000pYJIOBaHHBIX TOMEIIEHUSAX C COONMIOJIeHHeM TpeOOBaHMM B 00JAaCTH OXpaHbl OKpPY)KaIOLIEH cpenbl B
COOTBETCTBHUHU C 3aKOHOHATeNbCTBOM Poccniickoit denepanuu.

7. HapkoTudeckue  JIEKQpCTBEHHBIE  CpPEJICTBA, TICUXOTPOMHBIC  JICKAPCTBEHHBIE  CPEJCTBA,
pamuodapmarieBTHIECKUE JEKapCTBEHHBIE CPEICTBA YHUUYTOXKAIOTCS B COOTBETCTBHHM C 3aKOHOIATEILCTBOM
Poccuiickoit deneparumu.

naea 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbI ANA MEAUUUMHCKOIO NPUMEHEHUA

Cratbsa 60. NlocynapcTBeHHOE perynupoBaHue LieH Ha JfieKapCTBEHHble npenapartbl Ans
MeaULUHCKOro NpUMeHeHus

1. TocynapcTBeHHOE peryJauMpoBaHME I1I€H Ha JICKapCTBEHHbIE Npenaparhl JUIsl MEIUIUHCKOTrO
MPUMEHEHHS OCYIIECTBIISICTCS TOCPEICTBOM:
(B pen. @enepanbHOro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxnenust IlpaBurensctBom Poccuiickoii ®denepanyu MmepeyHs >KU3HEHHO HEOOXOIUMBIX U
BO)XHEHIIMX JIEKApCTBEHHBIX IpernapaTroB, KOTOPbI (opMuUpyeTcs M HE pexe OJHOro pa3a B TIOJ
IIEPECMATPUBACTCS B YCTAHOBIEHHOM UM [OPSAAKE HAa OCHOBE KOMIUIEKCHOM OILICHKH 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" [lata coxpaHenusi: 31.12.2020

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

IpernaparoB, BKJIIOYAs aHAIN3 CBEJCHWH O CPaBHUTEIBbHOW KIMHHYECKOH A(PQPEKTUBHOCTH M 0E30MacHOCTH
JIEKapCTBEHHOTO CPE/ICTBA, OL[CHKY SKOHOMHUYECKUX IMOCIEICTBUI NMPUMEHEHUS JIEKAPCTBEHHOI'O CPEJCTBA U
M3y4eHUEe JOMOTHUTEIBHBIX MOCIEICTBII MIPUMEHEHHS JIEKApCTBEHHOTO CPEJICTBA;
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEpXKACHUS METOJIMKHU pacueTa MpeAesIbHBIX OTIYCKHBIX II€H MPOU3BOJUTENICH Ha JICKaPCTBEHHBIE
npenaparsl, BKIIIOUYCHHBIC B ITEpEYCHb )KU3HEHHO HEOOXOAMMBIX U BAKHEUIITUX JICKAPCTBEHHBIX MTPENapaToB, a
Tak)Ke BHEAPEHUS MEXaHU3MOB (DOPMUPOBAHUSI CUCTEMBI PeEPEHTHBIX IICH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 06.06.2019 N _134-D3)

3) rocyaapCTBEHHOM PErUCTpalMK MPEACIbHBIX OTIYCKHBIX II€H MPOU3BOJUTENCH Ha JIEKapCTBEHHBIC
npenaparbl, BKIOYCHHBIC B IICPECUCHDb ) KU3HCHHO H€O6XO)II/IMI)IX ¥ BaKHEHIIIMX JICKApPCTBCHHLBIX IIPCIIapaTOB;
(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUs TOCYJApCTBEHHOTO peecTpa TMPEIeNbHbIX OTHYCKHBIX II€H MPOU3BOAMUTENEH Ha
JIeKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHX
JICKapCTBEHHBIX MIPEMapaTos;

5) yTBEepkKICHUS METOJIUKH YCTAHOBIICHUS OpTaHaMU WCIIOJHUTEILHOUN BJIacTH CyOBeKTOB Poccuiickoit
®denepannu MpeeTbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK W TMPEICIbHBIX Pa3MEPOB PO3HUYHBIX HA/I0AaBOK K
(haKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM IPOHW3BOJUTEISIMU JIEKAPCTBEHHBIX TIpErapaToB, Ha
JICKapCTBEHHbIC IMpemapaThl, BKJIIOUYEHHbIE B IEpeuYeHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

6) YCTaHOBJICHHUS NpEACTbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK M TMPEAETbHBIX PAa3MEPOB PO3HUYHBIX
Haj0aBOK K (AKTHMYECKHMM OTIyCKHBIM II€HAaM, YCTAHOBJIEHHBIM HPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) YTBEpXKIEHHUS TOpsKa BBIJAYM MPEINUCAHUNA OpraHaM MCIOJHUTEILHON BJIACTH CyOBEKTOB
Poccuiickoii @enepauun O NPUBEACHUM B COOTBETCTBHE C 3aKoHoAaTenbcTBOM Poccuiickonn deneparuu
pelieHni 00 yCTaHOBJICHUH TPEEIbHBIX Pa3MEePOB ONTOBBIX HaJ0ABOK M MPEJCIBbHBIX Pa3MEPOB PO3HUYHBIX
Hafg0aBOK K (aKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOU3BOAMTEISIMU JIEKAPCTBEHHBIX
MpenapaToB, Ha JIEKAPCTBEHHbIE IIpeNaparhl, BKIIOUCHHbIE B MEPEYCHb JKU3HEHHO HEOOXOIUMBIX H
BaXKHEHUIIMX JICKAPCTBEHHBIX MPEenapaToB, €CJIM OHU MPUHSATHI ¢ HAPYIICHUEM 3aKOHOIaTeNIbCcTBAa Poccuiickon
®denepanuu, B HOpsijike, yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepaiuu;

8) HampaBlieHHs YHNOJHOMOYEHHBIM (ellepaibHbIM OpPraHoM HCIOJHUTEIBHOW BJIAacTH OpraHam
UCTIOJHUTENBHOM BiIacTH cyObekToB Poccuiickoit denepannu mpeanucaiuii 0 MpUBEJICHUN B COOTBETCTBUE C
3aKoHOIarenbCcTBOM Pocculickorn Penepanyy NPUHATBIX € HapyLIEHHEM 3aKkoHoJarenscTBa Poccuiickont
®enepanyu pemeHni 00 yCTaHOBIEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX Ha/J0aBOK U MPEENIbHBIX pa3MepOB
PO3HUYHBIX HaA0aBOK K II€HAM Ha JIEKapCTBEHHbIC Ipenaparhbl, BKIIOYEHHbIE B IMEpPEUYEHb KUZHEHHO
HEOOXOIMMBIX U Ba)KHEHIIINX JIEKapCTBEHHBIX IIPENapaToB;

9) ocymecTBieHus (peaepanbHOro rocyJapCcTBEHHOTO Haja30pa B cepe oOpalleHus JeKapCTBEHHbIX
CPEICTB U PETMOHAIIBHOIO I'OCYIapCTBEHHOI'O KOHTPOJIA 32 IPUMEHEHUEM LIEH Ha JICKAPCTBEHHBIE IIpenaparsl
COOTBETCTBEHHO YIIOJHOMOUYEHHBIMH (PeepalbHBIMH OpraHaMU HCIOJHUTEIBHON BJIACTH M OpraHaMu
WCIIOJIHUTENbHON BnacTu cyOwbekToB Poccuiickoit denepanuy corjiiacHO UX KOMIETEHLIMH B MOPSAIKE,
yctanoBieHHOM [IpaBurensctBom Poccuniickoit denepanuu;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

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

10) npumMeHeHHMs ~ TPEAYCMOTPEHHBIX  3aKOHoJaredbcTBOM  Poccuiickoit ~ @enepaium  Mep
OTBETCTBEHHOCTHU 32 HAapyLICHHE MOPsIKa IEHOOOPa30BaHMs Ha JIEKAPCTBEHHBIC NpenapaThl, BKIIOUYECHHBIE B
NEPEUCHb ) KU3HCHHO H€O6XOI[I/IMI)IX ¥ BaKHEUTIINX JICKApPCTBCHHLIX NIPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusxX upe3BbIUANHONW cUTyalud W (WIM) MPU BO3SHUKHOBEHHM YTPO3bl PacHpOCTPAaHEHUS
3a00JIeBaHus, MIPEACTABISIONIETO OMACHOCTH AJI OKPY>KAIOIIUX, a TAKXKE B ClIydae, eCi B TeUeHHE TPUALIATH
KaJeHJapHbeIX AHed mnocie npuHatus llpaBurensctBoMm Poccuiickoit denepanuu pelieHUs O MPOBEIACHUU
MOHHMTOPHUHIA PO3HHUYHBIX LIEH Ha JICKAPCTBEHHBIE IPEMAPAThI, HE BKIIKOYEHHbIC B IEPEUYEHb KU3HEHHO
HEOOXOIUMBIX U BaKHEWIIMX JIEKAPCTBEHHBIX IIPENapaToB, Ha TEPPUTOPHUSIX CcyObekToB Poccuiickoit
@enepallid BBISIBIICH POCT PO3HMYHBIX II€H HAa YKa3aHHBIE JIEKAPCTBEHHBIC IMpEnapatbl Ha TPHUILATH
npoueHToB U 6oiee, [IpaBurensctBo Poccuiickoit @enepaliu BlipaBe yCTaHOBUTH IMpe/leibHbIE OTITYCKHbBIE
[IEHBI POU3BOIUTENEH HA yKa3aHHBIE JIKAPCTBEHHBIC MpENapaThl, MpeebHbIE Pa3MePhl ONTOBLIX HA10aBOK
U TIpeleibHbIE pa3Mepbl PO3HUYHBIX HAJA0AaBOK K (PAKTUYECKHM OTIYCKHBIM II€HAM MPOW3BOJIUTENCH Ha
yYKa3aHHbIE JIEKAPCTBEHHBIE MpenapaThl. IlepeyeHp IeKkapCTBEHHBIX MTPENApPaTOB, HE BKIIOUEHHBIX B MIEPEUYCHD
KU3HEHHO HEOOXOJMMBIX ¥ BAXHEWITUX JIEKAPCTBEHHBIX MPEMapaToB, W IOPSJIOK €ro (OpMUPOBAHUS
onpeaenstores [IpaBurensctBoM Poccuiickoit @eneparumu.

(dactp 2 BBenena denepabHbpIM 3aK0HOM OT 26.03.2020 N 67-D3)

3. B TeueHue nAeBSHOCTa KaJlEHOApHBIX OHEW co nHA yTBepxkaeHus lIpaButensctBom Poccuiickoit
degepan NEpeyHs, YKa3aHHOTO B YAaCTH 2 HACTOSILIEH CTAaTbM, HE JOMYCKAIOTCA peaju3alus U OTIYCK
BKJIIOUCHHBIX B HETO JIEKAPCTBEHHBIX IMPEMAPATOB MO LEHAM, MPEBBIIAIOUINM MPEACIIbHBIE OTITYCKHBIE IIEHBI
MIPOM3BOJIUTENIC HA YKa3aHHBIC JICKAPCTBEHHBIC IMPENapaThl, MPEACbHBIC pPa3Mephl ONTOBBIX HAJ0ABOK U
Tpee/IbHBIC pa3MepPhl PO3HUYHBIX HAT0aBOK K (AKTHUECKHUM OTIYCKHBIM II€HaM MPOM3BOJIUTENICH Ha
yKa3aHHBIC JIEKAPCTBEHHBIC MTPENapaThl C y4eTOM Hajiora Ha 100aBJICHHYIO CTOMMOCTb.

(uacts 3 BBenena denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

Kouncynpsrautlloroc: mpuMedanue.
3apeructpupoBanubie 10 07.06.2019 mnpenenbHbIE OTMYCKHBIE IIEHBI MOMAJEXKAT O00s3aTENbHOMN
nepepeructpaiuu B 2019 - 2020 rogax B coorBeTcTBUU €O €T. 2 O3 0T 06.06.2019 N 134-D3.

Cratba 61. [ocypnapcTBeHHass perucTpaums W nepeperucTtpauusa npepenbHbIX
OTNYCKHbIX LeH Npou3BoAUTENieN Ha NeKapCTBEHHbIe npenapaTbl, BKIOYEHHbIE B NepeyeHb
XNU3HEHHO HeO6XOAUMbBIX U BaXHEWLLUUX JleKapCTBEHHbIX NpenapaToB

(B pen. @eaepanpuoro 3akona ot 06.06.2019 N 134-D3)

1. IlpenenpHas OTMyCKHas II€HAa MPOU3BOJAUTENS Ha JIEKAPCTBEHHBIM IMpenapar, BKIKOYEHHBIA B
epeyeHb )KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIINX JE€KapCTBEHHBIX MPENapaToB, MOICKUT TOCYI1apCTBEHHOMN
perucrpauuu B Hopsjke, ycTraHoBleHHOM lIpaButensctBom Poccuiickoit ®enepanuu, Ha OCHOBAaHUU
MPEICTABICHHOTO B YIOJIHOMOYEHHBIN (efepanbHblii OpraH UCIOJHUTEIBHOM BIACTH 3asBJICHUS JAepKaTelis
WIM BIIAJIeNIblla PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara (yHnOJIHOMOYEHHOTO UM
JU1A).

2. 3aperucTpupoBaHHAas NpPEJENbHAs OTIyCKHas L€HA IPOU3BOJIUTEN HA JICKAPCTBEHHBIM INpemnapar,
BKJIIOYEHHBIN B MepeueHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHWIINX JEKApCTBEHHBIX MPENapaToB, MOXKET OBITh
IIEPEPErUCTPUPOBAHA B CTOPOHY YBEJIMYEHMSI OJUH pa3 B KAJIEHJAPHOM I'OJly Ha OCHOBAaHUU IIPEJICTaBICHHOIO
B YIOJHOMOYEHHBIN (hefiepalibHblii OpraH WCHOJHUTENBHOM BIACTH 10 1 OKTSIOpS KakJOro roja 3asiBICHUS
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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" [lata coxpaHenusi: 31.12.2020

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

ACPIKATCIIA nin Biaaaciabna PErucTpaiuoOHHOTO YAOCTOBCPCHUA JICKApCTBEHHOT'O Ipemnapara
(yHOHHOMO‘ICHHOFO um J'II/II_Ia).

3. 3apeructpupoBaHHas NIpejeibHas OTIYCKHas 1I€HAa MPOW3BOAMTENS Ha JIEKAapCTBEHHBIM Ipernapar,
BKJIFOUCHHBIN B MEepEUYCHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHININX JIEKAPCTBEHHBIX MPENapaToB, MOXKET OBITh
MEpEePETUCTPUPOBAHA B CTOPOHY CHIDKEHHUS Ha OCHOBAHUM TMPEICTABICHHOIO B  YIOJIHOMOYEHHBIN
(denepanabHBIE OpraH HCIOJHUTEIBHON BIIACTU 3asBIICHUS JAEp)KaTess WM Biajesblla PerucTparioHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YIOJTHOMOYEHHOTO UM JIUIIA).

4. Jlepxarenb WM BIajAelell PETUCTPALIMOHHOTO YIOCTOBEPEHMs JEKApCTBEHHOIO IIpernapara
(YnoITHOMOYEHHOE MM JIMI0) 0053aH MPEACTAaBUTH B YIIOJTHOMOYECHHBIN (heepanbHblii OpraH UCIOJTHUTEIHHON
BJIACTH 3asBJICHUE O MEPEPETUCTPALUU 3apPETUCTPUPOBAHHON MPEAEIbHON OTIIYCKHOW II€HBI MPOU3BOIUTENS
Ha JIEKapCTBEHHBIM TMpenapar, BKIIOYEHHBI B TepedeHb IKU3HEHHO HEOOXOAUMBIX U BaKHEHIIHNX
JIEKapCTBEHHBIX IIPENAPATOB, B CTOPOHY CHI)KECHHUS B CIEAYIOLIMX CIIy4asX:

1) cHIXeHUe 1IeHbl B MHOCTPAHHOM BalIOTE Ha JIEKAPCTBEHHBIN INpernapar B CTpaHe MPOU3BOAUTEINS U
(unm) B cTpaHax, B KOTOPBIX JEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (WJIM) B KOTOpPBIE MOCTaBISAETCS
IIPOU3BOIUTENIEM;

2) CHWKEHHE IIeH Ha peQepeHTHhIC JIEKapCTBEHHBIE IperapaTtbl B COOTBETCTBHHM C IIYHKTOM |
HacTosmeld 4YacTH (A1 COOTBETCTBYIOIIMX BOCHPOHU3BE/IEHHBIX, OHOAaHAJIOroBBIX (OMOMOIOOHBIX)
JIEKapCTBEHHBIX IpenapaToB);

3) mpeBblllIeHUE NpPEeAETbHONM OTIYCKHOM LeHbl Ha TMEpBBIH BOCIPOU3BEIEHHbIN, OHOAHATOTrOBBIN
(OnormomoOHBI) JeKapCTBEHHBIM NMpenapaT HHOCTPAHHOTO MPOU3BO/ICTBA HAJl MPEIEIbHOM OTIYCKHOM IEeHOH
MIPOU3BOJIUTENISI HA BTOPOH BOCHPOM3BEACHHBIN, OMOaHATOroBbIi (6MOMOA00HKIN) IeKapCTBEHHBIN Mpermapar,
pacCYMTaHHOUN B COOTBETCTBUM C METOJAUKOM, yTBEpKAeHHOH IIpaBuTenscTBoM Poccuiickon @enepanny;

4) mnpeBbllIEHWE MNPEAebHON OTIYCKHOM LeHbl Ha MEpBBIA BOCIPOMU3BEACHHBIN, OMOaHATIOrOBBII

(OnononoOHBINM)  JIeKapCTBEHHBIM IMpemnapar I[POU3BOAMUTEN TrocyJapcTBa - uieHa EBpasuiickoro
HSKOHOMHUYECKOT'O COI03a HaJ NpeebHON OTIYCKHOM IIEHOH MPOM3BOAUTEINS Ha BTOPOW BOCIPOU3BEICHHBIMH,
O6uoaHaoroBblii  (OMOMOMOOHBIN) JIeKapCTBEHHBIH MpenapaT MPOU3BOAUTENS TOCyJdapcTBa - 4iIEHa

EBpa3uiickoro »KOHOMHYECKOTO COK03d, PACCUMTAHHOM B COOTBETCTBUHM C METOAMKOM, YTBEpKIACHHOU
[IpaBurensctBOM Poccuiickoit deneparun.

5. Ilopsinok nmepeperucTpanny 3aperuCTpPUPOBAHHBIX MPEENBbHBIX OTITYCKHBIX LIEH IPOM3BOAUTENEH HA
JIEKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JIEKapCTBEHHBIX IMIPENapaToB, B CiIyd4asX, HPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HacTOALIEH CTaTbH,
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

6. DKOHOMHMYECKHUI aHaIU3 IPEEIIbHON OTIIYCKHON LIEHBI TPOU3BOIUTEIIS Ha JIEKapCTBEHHBIN IIpenapar,
BKJIIOUEHHBI B [EPEYEHb >KU3HEHHO HEOOXOAMMBIX M BA)KHEHIIMX JIEKAPCTBEHHBIX NpENaparoB, MpU ee
TrOCYy/IapCTBEHHOW  PETUCTpPAllUd WM  TMEepPEeperucTpaluu  ocyllecTBiseTcs  (eaepalbHbIM  OpraHOM
UCIIOJIHUTENILHOW BJACTH, OCYLIECTBISIOIIMM (YHKLUUU MO NPUHATHIO HOPMATHBHBIX IIPABOBBIX AKTOB U
KOHTPOJIIO 32 COOJIIOAEHNEM 3aKOHOIaTeNILCTBA B c(hepe roCyJapCTBEHHOTO peryJinpoBaHus LieH (TapudoB) Ha
TOBApHI (YCIIyTH).

7. Pacuer mpenenbHbIX OTIYCKHBIX ILI€H, YKa3aHHBIX B 4acTAX | W 2 Hacrosiied craTbu, HOpU HUX
rOCYJapCTBEHHOM PETUCTpalMy WIM IEPEePEruCTPAllUd OCYIIECTBIISIETCS B COOTBETCTBUM C METOJIMKOW,
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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" [lata coxpaHenusi: 31.12.2020

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

yTBep)kaeHHOU [IpaBurensctBoM Poccniickon denepaniiv ¥ yUUTHIBAIOLIEH B TOM YUCIIE:

1) coOmronenue OanaHca MHTEPECOB MOTpeOMTENEH JIEKApCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B
MEpeYeHb JKM3HEHHO HEOOXOJUMBIX M BAaXHEUIIMX JICKAPCTBEHHBIX IPEMapaToB, W IPOU3BOAMTENCH
JIEKapCTBEHHBIX TIPEMapaToB, BKIIOYEHHBIX B IME€PEYCHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIINX
JIeKapCTBEHHBIX MTPENapaTos;

2) daxTHuecKyro OTIYCKHYIO IIeHy Ha JieKapcTBeHHbIE mIpemnapaTbl B Poccuiickoit @enepanuu, 1LeHy
BBO3a JIEKApCTBEHHBIX TmpemapaToB B Poccuiickyto ®enepanuio, a Takke IIeHbl Ha aHaJOTUYHbBIE
JIeKapCTBEHHBIE Mpenapathl, HaXxosamuecs B oopamenuu B Poccuiickoit @enepanuu;

3) 3arparhl TPOM3BOIUTENS JIEKAPCTBEHHOTO TNpenapaTa Ha NPOHM3BOJACTBO M PEAIN3ALUI0
JIEKapCTBEHHOTO TIPerapara;

4) meHy Ha JIEKapCTBEHHBINA Mpemnapar, ero IeHy B CTpaHe MPOW3BOAUTENS U B CTPaHax, B KOTOPHIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (W) B KOTOPbIE OCTABISETCS IPOU3BOAUTEIIEM.

8. He JAOIMYCKAIOTCA pealin3alvsad U OTIIYCK JICKAPCTBCHHBIX IIPCIIAPATOB, BKIFOYCHHBIX B IIEPCUYCHDb
KHU3HCHHO HGO6XO,Z[I/IMBIX U BaXKHEUIIMX JICKApCTBCHHBIX MPCIIapaTOB, Ha KOTOPLIC MNPOU3BOIUTCIAMU
JICKAPCTBCHHLBIX  IIPCIIapaToOB HC 3apCruCtpupoBaHa IpCACIbHAA OTITyCKHas OcHa, pcaiunsanusa
MMPOU3BOAUTCIIAMU  JICKAPCTBCHHBIX IMPEIApaToOB IO HOE€HaM, MPEBLIIAOIUM 3apCruCTPUPOBAHHBIC WA
NEPEPEruCTpUPOBAHHBIC MPEACTIBHBIC OTIIYCKHBIC IICHBI HA JICKAPCTBCHHBLIC IMPCIIapaThl C YUYCTOM HAJIOra Ha
,Z[O6aBJ'IeHHy1-O CTOUMOCTD.

9. OcobeHHOCTH TOCYAAPCTBEHHOTO PETYIMPOBAHMS MPEAEIbHBIX OTIYCKHBIX 1IEH MPOU3BOAMUTENEH Ha
JICKapCTBEHHbIE TpemapaThl, BKIIOUEHHBIE B TMEPEUeHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIHNX
JIEKapCTBEHHBIX MPENAPATOB, B 3aBUCUMOCTH OT SJKOHOMUYECKUX U (WJIM) COLIMAIbHBIX KPUTEPHUEB (M3MEHEHHE
YCJIOBHM, TIOpSAJIKA U CTOMMOCTH MPOU3BOJICTBA JICKAPCTBEHHBIX MPEMapaToB, UCIOIb30BAHHE HOBBIX (HOpPM,
METOJIOB U CITIOCOOOB TOCYaPCTBEHHOTO PETYIMPOBAHUS IIEH Ha JICKAPCTBECHHBIC TIPETapaThl, B TOM YHCJIE Ha
OCHOBE MeXaHu3Ma peepeHTHOro IEHO0Opa30BaHusl, U3MEHEHUH MOPIAKA OKa3aHUs MEIUIIMHCKON TTOMOIIIH,
U MHbIE U3MEHEeHUs) ycTaHaBnuBaroTcs [IpaButensctBoM Poccuiickoit @eneparium.

Crtatbs 62. FlocynapcTBeHHbIW peecTp NpeaenbHbIX OTMNYCKHbIX LeH npousBoauTenen
Ha neKapcTBeHHble MNpenapaTtbl, BKMIO4YEHHble B NepevyeHb XWU3HEHHO Heo6XoAUMbIX U
BaXHEeMLUMX JIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIE WU MEPEPETUCTPUPOBAHHBIC MIPE/IeIbHbIE OTIYCKHBIE IIEHBI POU3BOAUTENEH
Ha JIGKQpCTBEHHBIC IMIpemapaThl, BKIIOUEHHBIE B MEPEUCHb J>KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JICKapPCTBEHHBIX IMPENapaToB, MOJICKAT BKIIOYCHHIO B TOCYJIAPCTBEHHBIN PEecTp MPEACIbHBIX OTITYCKHBIX
IIEH MPOU3BOUTENICH Ha JICKAPCTBCHHBIE PErapaThl, BKIFOUCHHBIC B TIEPEUCHb )KH3HCHHO HEOOXOIUMBIX U
BOKHEHIIINX JICKAPCTBESHHBIX MPETIapaTOB.
(B pen. deaepanbroro 3akoHa ot 06.06.2019 N 134-D3)

2. TocynmapCTBEeHHBIH peecTp MpeAeabHBIX OTIMYCKHBIX I[E€H MPOM3BOAMTENCH Ha JEKapCTBEHHBIC
Mpenaparhl, BKJIOUYCHHBIC B IEPEUCHD KU3HCHHO HEOOXOJUMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENapaToB,
COJICPKUT B ce0Oe CIEeTYIONIYI0 HH(POPMAITHIO:

1) HauMeHOBaHHWE AepXaTeysl WJIA BIAJeiblla PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, HAMMEHOBAHUE MTPOU3BOIUTEINS JICKAPCTBEHHOTO TMpernapara, CBEJICHUS O PETUCTPAIIUN ISP KaTelIs
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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" [lata coxpaHenusi: 31.12.2020

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

WM BIIQJIeNblla PETUCTPALMOHHOTO YAOCTOBEPEHUS JISKApCTBEHHOT'O IperapaTa, CBEIEHHS O PETHCTPaIliy
MPOU3BOJUTENSL  JICKAPCTBEHHOTO  Ipemapata  JUId  MEJUIIMHCKOTO  NPUMEHEHUS B KayecTBe
HAJIOTOIIATEIbIINKA B CTPAaHE PETUCTPAIUH (I POCCHHUCKUX FOPUAMYECKUX JIMI - MACHTU()UKAIMOHHBINA
HoMmep Hanoromtarensiiuka (MHH), 11 WHOCTpaHHBIX IOpUAMYECKHX JIMI[ - CTpaHa pPEerucTpaluy,
HaVMEHOBAHHME PETMCTPUPYIOLIETO OpraHa, PeruCTPAallMOHHBI HOMEp, KOJI HAJIOrOIUIATEIbIIMKAa B CTPAHE
peructpanyy (MHKOPHIOPALUK) WJIM €ro aHajor), MECTO HaXOXKACHHs IPOM3BOACTBEHHBIX IIIOMIAIOK,
yUYacTBYIOLIMX B IPOIECCe IMPOM3BOACTBA JICKAPCTBEHHOTO IMperapaTa, C yKa3aHWeM CTaJuH Mpolecca
MIPOU3BOJICTBA;

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

2) HaUMEHOBaHHWE JIEKApCTBEHHOro  mpemnapara (MeXAyHapoAHOE  HENaTeHTOBAaHHOE,  WJIU
IrPYIIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBaHMS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep PEerucTPaLMOHHOTO yI0CTOBEPEHHs JICKApCTBEHHOT'O Mpenapara;

4) nexapcTtBeHHas (hopMa ¢ yKa3aHHEM JIO3MPOBKH JICKAPCTBEHHOT'O Ipernapara M €ro KOJIMYecTBa BO
BTOPUYHOM (TIOTPEOUTENBCKOI) yITaKOBKE, a TAKXKE KOMIUIEKTHOCTH;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas MpeAeibHAs OTITyCKHAs I[CHA Ha JICKapCTBEHHBIN Mpernapat B pyosisx;
(B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

6) nmata ¥ HOMEp NpHUKa3a YHNOJIHOMOYEHHOTO (elepalbHOr0 OpraHa WCIOJHHUTEIFHONH BIIACTH O
TOCYJapCTBEHHON PETUCTpallMd WU TMEepeperucTpalvy MNpeaeiabHON OTIYCKHON IIeHbl Ha JIEKapCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B IEPEeYeHb KU3HEHHO HEOOXOAUMBIX M BaKHEUIIINX JIEKAPCTBEHHBIX MIPENapaToB;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

6.1) mara BCTyIJIGHHS B CHJIy TpHKa3a yIMOJHOMOYEHHOTo (emepaabHOTO0 OpraHa HCIOIHHTEIBHON
BIaCTH O TOCYAAPCTBEHHOM pPETHCTPAllMM WM TIEPEPETHCTPAllM NpPEACTbHOW OTIYCKHOW IIEHBI
NPOM3BOJAUTENS. HA JIEKApPCTBEHHBIH IperapaT, BKIIOYCHHBIH B IEPEYCHb JKHU3HEHHO HEOOXOIUMBIX H
BaXHEHIINX JICKAPCTBEHHBIX MIPENapaTos.;

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

7) WTPUXOBOM KO/, HAHECEHHBIH HA BTOPHUYHYIO (IMIOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO
npenapara;
(. 7 BBenen denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) KO JEeKapCTBEHHOIO Tpernapara IO aHAaTOMO-TEPaNeBTHYECKO-XUMHUYECKON Kilaccu(uKaimm,
PEKOMEHI0BAaHHON BceMupHOM opraHu3alnneit 31paBoOXpaHEHNUS.
(n. 8 BBeneH PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-D3)

3. TocynmapcTBeHHast perucrpanusi WIM [EpEeperucTpanusi MpeleibHbIX OTIYCKHBIX II€H Ha
JICKAPCTBCHHBIC TIpC€rapaTbl, BKIOYCHHBIC B IICPCUCHb KXHU3HCHHO HCO6XO)II/IMBIX W BaXHEHIITNX
JIEKapCTBEHHBIX IIpenapaToB, BEIEHUE TI'OCYJIAapCTBEHHOIO peecTpa MpeleNbHbIX OTIYCKHBIX II€H
NPOM3BOJUTENCH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHbIE B IEpPEUYEHb MXU3HEHHO HEOOXOIUMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX MpPENapaToB, OCYIIECTBIAIOTCA B MOPSAIKE, YCTAaHOBICHHOM lIpaBUTENbCTBOM
Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)
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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" [lata coxpaHenusi: 31.12.2020

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

Cratbsa 63. YcTaHOBNeHue opraHamMm UCNOJNIHUTENbLHOW BNacTn cyobLekTtoB Poccumckon
degepaumn npepenbHbIX pa3MepoB ONTOBbIX Haab6aBOK M npederibHbIX pa3MepoB
PO3HMYHbIX Hag6aBOK K  (pakKTUYECKMM  OTNYCKHbIM  LEeHaM, YCTaHOBMEHHbIM
Nnpou3BOAMTENSIMA  JNIeKapCTBEHHbIX MNpenapaTtoB, Ha JfeKapCcTBeHHble Mnpenaparthbl,
BKJIIOYEHHbIE B MNepevYeHb XU3HEHHO HeoOXOAMMBbIX W BaXHEWWMUX JleKapCTBEHHbIX
npenapaToB
(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. Opransl UCTIOTHUTEIBHON BiacTH cyOBekTOB Poccuiickoit deneparun ycTaHaBIMBAIOT MpEIEIbHBIC
pa3Mepsl ONTOBBIX HaJA0AaBOK U TMpeiesibHbIE pa3Mepbl PO3HUYHBIX HaJA0aBOK K (DAKTHMUECKUM OTIYCKHBIM
neHaM (0e3 yueTa Hajora Ha JJ0OaBJIEHHYIO CTOMMOCTb), YCTAaHOBJICHHBIM IPOU3BOIUTEISIMH JIEKAPCTBEHHBIX
npenapaToB, Ha JIEKAPCTBEHHbIE Ipernaparbl, BKIOYEHHbIE B [E€PEYCHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIUX JIEKAPCTBEHHBIX IIPENApaToB, B COOTBETCTBUU C YTBEPKICHHOW B IOPAIKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickon Penepanyv, METOAUKOW YCTAHOBIICHUs OpraHaMHU HCIIOJHUTEIIBHOW BIIACTH
cyobekToB Poccuiickoit denepanun mpeaesbHbIX pa3MEpOB ONTOBBIX HAl0aBOK U MPEIENIbHBIX pa3MEpoB
PO3HMYHBIX HaA0aBOK K (AaKTMYECKUM OTIYCKHBIM LI€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISMU
JICKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBCHHBIC IIPENaparbl, BKIIOYEHHBIE B IE€PEUEHb >KU3HCHHO
HEOOXOUMBIX M Ba)KHEHIIUX JIEKApCTBEHHBIX IMpenaparoB. [IpoeKThl perieHuil opraHoB HMCIOJHUTEIbHON
BiacTu cyowrekToB Poccuiickoit @enepanun 06 ycTaHOBICHUM M (WJIM) MU3MEHEHHM MpPEJENbHBIX pa3MepoB
OINITOBBIX HaN0ABOK W TPENENbHBIX pa3MEpOB PO3ZHUYHBIX HAJ0aBOK K (DaKTUUECKUM OTITYCKHBIM IICHaM,
YCTaHOBJICHHBIM  ITPOM3BOAMUTEIISIMU  JIEKAPCTBEHHBIX IPENapaToB, HA JIEKAPCTBEHHBIC IIpENapaTsl,
BKJIIOUEHHBIE B NEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, MOJJIEKAT
COIIACOBAHUIO C YIOJHOMOYEHHBIM (elepabHbIM OPraHOM HCIIOJIHUTEIBHONW BIIACTH, OCYIIECTBIISIFOILIUM
(YHKIMK 1O IPUHATHIO HOPMATHBHBIX MPABOBBIX aKTOB M KOHTPOJIIO 32 COOJIIOJIEHHEM 3aKOHO/ATENIbCTBA B
cdepe rocyIapCTBEHHOTO PEryJIMpoBaHus LieH (TapudoB) Ha TOBapbl (YCIIyru), B HOpPsJIKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanumn.

(B pen. ®enepanbHbix 3aK0HOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpraHuzanuy ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CpEICTBAMHU, alTE€YHbIE OpraHU3allUu,
UHIUBUAYAJIbHBIE NpPEANPUHUMATENM, HMEIOUIME JIMLIEH3UI0 Ha (apMaleBTUYECKYO JIeATEeNIbHOCTD,
MEIUIMHCKHE OpraHu3allid, HMEIIUe JIMIEH3UI Ha (apMaleBTUYECKYl0 JeSTeIbHOCTb, M HX
o0ocobsnenHbple mozpasaeneHus (amOynaropuu, ¢enpamepckiue U - (erabaepeKo-aKymepckue IMyHKTHI,
LEHTPHI (OTHeeHHsI) o0IIei BpaueOHOM (CEeMEWHOM) MPAaKTHKH), PACIIONOKCHHBIE B CEIbCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEUHblE€ OpPraHU3allil, OCYLIECTBIISIOT PEATU3aLHUI0 JIEKApPCTBEHHBIX
MIpernapaToB, BKIOYEHHBIX B [I€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
0 II€HaM, KOTOpble (POPMUPYIOTCS B COOTBETCTBUM C I[ODPSJIKOM, YCTaHOBJIEHHbIM IIpaBuTEnbcTBOM
Poccuiickoit denepannu, U ypoBeHb KOTOPHIX (0€3 yuyeTa Hajora Ha J00aBJIEHHYIO CTOMMOCTB) HE JIOJIKEH
NPEBBILIATh CYMMY (aKTHUECKOW OTIYCKHOW LEHBI, YCTAHOBJICHHOM NPOM3BOJUTEIEM JIEKaPCTBEHHOIO
rpenapara, He IPEBBILIAIOIIEH 3aPETUCTPUPOBAHHON WIIM IIEPEPETHCTPUPOBAHHON IPENEIBbHOM OTILyCKHOU
LIEHbl Mpou3BoAUTENd (Ha JaTy peaju3allid JIEKapCTBEHHOrO Ipenapara MpPOU3BOAMTEIEM), U pa3Mepa
ONTOBOM Han0aBKU W (WIM) pa3Mepa PO3HUYHOW Ha/l0aBKM, HE MPEBBIIIAIONIMX COOTBETCTBEHHO pa3Mepa
npeaeapHol OoNTOBOM HanbaBKkuM M (WIM) pa3Mmepa NpeAeiabHON pPO3HMYHOM HaJg0aBKM, YCTaHOBJIECHHBIX B
cyonekTe Poccuiickoit denepanuu.

(uactb 2 B pen. deaepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranel UCHOJHUTENBHOW BiacTH cyOwbekTOoB Poccuiickoir ®enepanuu pa3MmemiaroT B CETH
"NaTepHeT" MHPOPMALMIO O 3apETUCTPUPOBAHHBIX IPENEIBbHBIX OTIYCKHBIX IIEHAX IPOM3BOJUTENCH Ha
JIeKapCTBEHHbIE IMperapaThl, BKJIIOYEHHbIE B [IE€PEYEHb JKU3HEHHO HEOOXOJUMBIX U  BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, 00 yCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanun npenenbHbIX pa3mepax
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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" [lata coxpaHenusi: 31.12.2020

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

ONTOBBIX HaX0aBOK M (MJIM) TpeAeNbHBIX pa3Mepax pO3HUYHBIX HAJ0aBOK K YCTaHOBIIEHHBIM
MPOU3BOJIUTENISIMU  JICKAPCTBEHHBIX IpenapaToB (PAKTHUYECKHUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
MpernapaTsl, BKJIIOYEHHBIC B TIEPEUEHb )KU3HEHHO HEOOXOIMMBIX U BAYKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, a
TaKK€ O CyMMe€ 3aperucCTPUpPOBAHHBIX IpPENEIbHBIX OTIYCKHBIX LIE€H NMPOM3BOAUTEIEH Ha JIEKApCTBEHHbBIE
MpenapaThl, BKJIIOYCHHbIE B MIEPEYCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEUIINX JIEKApCTBEHHBIX MpEnaparos,
YCTAHOBJICHHbIX B cyObekre Poccuiickoit @enepauuu NpelesbHbIX pPa3MEpPOB ONTOBBIX HAJ0aBOK U
OpefeNbHBIX pPa3sMEepOB PO3HUYHBIX HAN0aBOK W Hajora Ha J00aBIeHHYI CTOMMOCTb. MHQopmanus,
MpeyCMOTPEHHAs! HACTOAIIECH 4acThIO, TOJHKHA HAXOIUTHCS TAKKe B allTEUYHBIX OpPraHU3alMix B JOCTYITHOU
JUISL BCEX 3aMHTEPECOBAHHBIX JIHII (hOpMeE U OOHOBISATHCS IO MEPE €€ pa3MEIIEeHUs] OpraHaMy UCTIOTHUTEILHON
BiacTtu cyorexkToB Poccuiickoit @enepaunu B cetu "MuTepuer".

(dactp 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Ypatun cuiy ¢ 1 mapra 2020 roaa. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-D3.

nasa 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, HaxoJsmecs B oOpamiennn B Poccuiickoit denepanuu, moJyiekat
MOHHUTOPHUHTY 3P PEKTUBHOCTH U 0€30MaCHOCTH B LIEISAX BBISBICHUS BO3MOKHBIX HETaTHBHBIX MOCJIEICTBUN
UX TPUMEHEHUs, WHIUBUIYaJbHOW HEMEePEHOCUMOCTH, NPEIyNpexXIeHUs MEIULIUHCKUX pPabOTHUKOB,
CHEIMATMCTOB B 00JIACTH BETEPUHAPHH, TTAIUEHTOB WJIH BIIAJIENIbLIEB )KUBOTHBIX U UX 3aIIUTHI OT MPUMEHEHUS
TaKUX 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 aHalu3a MpeAocTaBiIsieMol cyObeKTaMu
oOpalleHusl JIeKapCTBEHHBIX CPEJICTB MHPOPMALUU O MOOOYHBIX JEHCTBUAX, HEXKEIATEIbHBIX PEaKLMIX,
CEPbE3HBIX HEXKEJIATENIbHBIX PEAKLUAX, HENPEABUACHHBIX HEKENATENIbHBIX PEaKUMsIX NpU NPUMEHEHUU
JIEKapCTBEHHBIX IpernapaToB, 00 WHIMBUAYAJIbHOW HENEPEeHOCUMOCTH, OTCYTCTBMU 3(PPEeKTUBHOCTH
JIEKapCTBEHHBIX IMPENapaToB, a Takke 00 MHBIX (aKTax U 0OCTOATENbCTBAX, MIPEICTABISIONINX YIPO3y KU3HU
WM 3I0pPOBBIO YeNIOBEKa JINOO )KMBOTHOTO MPH MPUMEHEHHUH JIEKApPCTBEHHBIX MPENapaToB U BHISIBICHHBIX Ha
BCEX 3Tarax oOpalleHus JeKapCTBEHHbIX MpenapaToB B Poccuiickoit denepaiinu 1 Ipyrux rocynapcrpax.

3. CyObekThl OOpalleHusi JEKapCTBEHHBIX CPEICTB B IOPSJIKE, YCTAHOBJIECHHOM YIOJIHOMOYEHHBIM
(denepaqbHBIM OPraHOM HCIIOJIHUTENBHON BIACTH, 00s3aHBI COOOIIATh B YMOJHOMOYEHHBIN (enepanbHbIi
OpraH MHCIOJHHUTEIbHON BIAacTW O TMOOOYHBIX JEHCTBUSAX, HEXKENATENbHBIX pPEAaKIMAX, CEPbe3HBIX
HEXEJIaTENbHbIX PEAaKLMSIX, HEIIPEIBUICHHBIX HEXEJIaTEIbHbIX PEAKIUAX MPU MPUMEHEHUH JIEKapCTBEHHBIX
npenaparoB, 00 WHIMBHIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUH J((EKTUBHOCTH JIEKApCTBEHHBIX
MpernapaToB, a Takke 00 MHBIX QakTax U 0OCTOATENbCTBAX, MPEACTABISAIONIUX YTPO3Y KU3HU WU 370POBBIO
YeJioBeKa JIMOO0 JKMBOTHOTO IPHU MPUMEHEHUU JIEKApCTBEHHBIX MPENapaToB M BbISBIEHHBIX HAa BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit degepanyu u Ipyrux rocyapcrpax.

4, I[ep)KaTeJII/I WM BJIAACIbLIBI PETUCTPAIMOHHBIX y,[[OCTOBepeHI/Iﬁ JICKAPCTBCHHBIX MPCIapaTosB,
OPUINYCCKUC JIMla, Ha UMs KOTOPBIX BbIJAHBI PAa3pCIICHHA Ha MPOBCACHUC KIMHHUYCCKUX I/ICCHCILOBaHI/Iﬁ 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" [lata coxpaHenusi: 31.12.2020

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

Poccuiickoit denepanuu, 1100 YIMOIHOMOYEHHBIE MU APYTUE IOPUIMYECKHE JIMIA B paMKax oOecreueHus
0€30MacHOCTH  JICKAPCTBEHHBIX  MpEmapaToB B  MHOPSAJIKE, YCTAHOBJICHHOM  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (heJiepaabHbIM OPraHOM HCTIOJHUTEIBHOW BIACTH, 00SI3aHBI OCYIISCTBIISTh IPUEM, Y4ET,
00paboTKy, aHAJIN3 U XpaHEHHE MMOCTYTAIININX B X aJIpec OT CyOBEKTOB OOpaIIeHus JIEKAPCTBEHHBIX CPEJICTB
W OpraHoOB TOCYJAapPCTBEHHON BIACTH COOOIICHUN O TOOOYHBIX JCHCTBHUSAX, HEXKEIATETbHBIX PEaKIHsIX,
CEpbE3HBIX  HEXKENATeNIbHBIX M  HENpPEIBUACHHBIX  HEKEJAaTeNbHBIX pEeakuusix 0OpU M[pPUMEHEHUU
JICKapCTBEHHBIX IMpemnapaToB, 00 OCOOEHHOCTAX MX B3aHUMOJCHCTBUS C JPYTUMH JIeKapCTBEHHBIMU
npemnapaTamMy, WHANBUAYAIbHONH HEMEePeHOCHMOCTH, a Takke 00 HHBIX ¢akTax U OOCTOATEIhCTBAX,
MPEJICTABIISIONINX YTPO3Yy JKU3HU WM 370POBBIO YeNIOBEKa MO0 >KMBOTHOTO WJIM BIUSIONINX HA W3MCHCHUE
OTHOIIEHUS 05KMIa€MOM TOJIH3bI K BO3MOXKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHBIX MPETapaToB.

5. Tlpu BeIIBIEHWH WHGOPMAIIMA O CEPHE3HBIX HEXKENATENBHBIX PEAaKIUsAX W HENpeJIBHICHHBIX
HE)KENNATeNIbHBIX ~peakUUsX Mpd I[PUMEHEHUM JIEKApCTBEHHBIX IIpernaparoB, 00 OCOOEHHOCTIX HX
B3aUMOJICICTBUS C JPYTUMH JIEKApCTBEHHBIMHU IpenapaTaMy, WHAWBUIYAIbHOM HENEPEHOCHMOCTH, a TaKKe
00 WHBIX (aKkTaX M OOCTOSATENHCTBAX, BIMAIOLUIMX HAa WM3MEHEHHE OTHOUICHUS OXXHMJAaeMOl MOJb3bl K
BO3MOXXHOMY  DHUCKYy TpPHMEHEHHs JICKAPCTBEHHBIX  IpErapaTroB, JepKaTeld WM  BIAACIbIIBI
PETUCTPAIIMOHHBIX yIOCTOBEPEHHI JIEKAPCTBEHHBIX IPEIapaToB, OPUAWYECKHE JIMIA, HA MM KOTOPBIX
BBIJJAaHBI pa3pellieHUsT Ha TMPOBEACHUE KIMHUYECKUX WuccienoBannii B Poccuiickoit ®Dexepanum, au60
YIOJIHOMOYEHHBIE UMM JpyTue FOpUANYECKUE LA 00sS3aHbl IPUHATh MEPbI, HAIIPABJICHHbIE HA YCTPAaHEHUE
HETraTUBHBIX MOCJIEACTBUN MPUMEHEHHs TaKMX JIEKApCTBEHHBIX MPENapaTroB, NPEayNpexkaeHue TPUIMHEHUS]
Bpe/ia KU3HU WM 3/I0POBBIO YeloBeKa JH00 KUBOTHOTO, 3alUTY MX OT MPUMEHEHHs TaKuX JIEKapCTBEHHBIX
MpernaparoB, Ha JOMOJHUTEIbHBINA cOOp NaHHBIX 00 3(pPeKTUBHOCTH M GE30MACHOCTH TAKUX JIEKAPCTBEHHBIX
MperapaToB.

6. 3a HecooOlIeHHe WIH COKpBhITHE HHPOpPMAIMH, NPEeIyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThy,
JepKaTeNId WIN BIIAJEIIbLBI PETUCTPALMOHHBIX yIOCTOBEPEHUN JIEKAPCTBEHHBIX NPENapaToB, IOPUAUYECKUE
JMIA, HA UM KOTOPBIX BBIIAHBI pa3pellieHUs Ha NPOBEICHHME KIMHUYECKUX HccilenoBaHuil B Poccuiickoin
®deneparuu, 1100 YIIOJIHOMOYEHHBIE UMH JPYTUE IOPUANYECKHE JIHIIA, a TAKXKe JOKHOCTHBIE JINIA, KOTOPBIM
9Ta nHpOpMaNKA CTajla U3BECTHA N0 POAY MX MPOQPECcCCHOHATBHOMN eATeTbHOCTH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHUU C 3aKOHOAATENbCTBOM Poccniickoit denepanun.

7. Ilpyn mony4yeHUW YTOIHOMOYEHHBIM (eepaibHbIM OPraHOM HCIOJHUTENBbHOM BJIACTH B paMKax
OCYILECTBJICHUs] MM (hapMaKoHa/A30pa JOKa3aTelIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOrO IIpernapara
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WIM TpPU MOJyYeHUM HMHPOPMALMM O HECOOTBETCTBHM JAaHHBIX 00
3¢ GEeKTUBHOCTH M O O€30MacHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM Ipernapare,
COJIEp’KalIMMCsl B MHCTPYKLMM 110 €r0 IPHUMEHEHUIO (B TOM YHMCIIE BBISABIECHHBIX B XOJE OCYIIECTBICHUS
(dapMakoHaa30pa KOHTPOJIBHO-HAJ30PHBIMH OpPraHaMH WHOCTPAHHBIX TOCYAApPCTB), YIOJHOMOYEHHBIN
(denepanbHBI OpraH HCIOJHUTENBHON BJIACTU B YCTAaHOBJIEHHOM WM MOPSIKE PacCMaTpUBAEeT BOIPOC O
IIPMOCTAHOBIICHUU ITPUMEHEHUS TaKOIr0 JIEKAPCTBEHHOIO IIperapara.

Cratbsa 65. NMpuoctaHoBNeHne NpUMEeHeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Ilpu nonyyeHun uHGOPMAIMU O HEXKENATENbHBIX PEAKIMSIX MPU NPUMEHEHHH JIEKapCTBEHHOTO
npernapara, HE YKa3aHHBIX B HMHCTPYKLUMH II0 IPUMEHEHHMIO JICKaPCTBEHHOIO IIpemnapara, CEpbEe3HBIX
HEXKENNATeNbHBIX PEaKUUsAX, 00 OCOOEHHOCTSX €ero B3aMMOAEHCTBUS C JAPYTUMH JIEKapCTBEHHBIMHU
npernaparamu, KOTOpble MOTYT MpPEJCTaBIATh YrPpo3y >KU3HU WIIM 3/10pPOBBIO UYEJIOBEKa JIMOO >KUBOTHOTO, a
TaKe 0 HECOOTBETCTBHHU JAHHBIX 00 3PPEKTUBHOCTH U 0 OE30MMaCHOCTH JIEKAPCTBEHHOTO Ipenapara JaHHbIM
O JICKapCTBEHHOM IIpenapare, COAEP)KAIMMMCS B HMHCTPYKIHMH IO €ro IPUMEHEHUI0, B TOM 4YHUCIE OT
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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" [lata coxpaHenusi: 31.12.2020

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

YIOJIHOMOYEHHBIX OPraHOB MHOCTPAHHBIX I'OCYJIApCTB, 0OMEH KOTOPOH OCYIIECTBISIETCS B COOTBETCTBUU C
COIJIAIICHUSIMM ~ MEXJy YIOJHOMOYEHHbIM (elepalbHbIM OpPraHOM  HCHOJHMUTENBHOM BIAacTH U
YIIOJIHOMOYEHHBIMA ~ OpPraHaMHd HMHOCTPAHHBIX TOCYIapCTB, YIOJIHOMOYEHHBIH QenepaiabHblii  Opran
WCTIOJTHUTENBHOW BIIACTH PacCMaTPUBaeT BOIPOC O BO3MOXKHOCTH TMPHUOCTAHOBIICHHS OOpaIIeHUs] TaKOTro
JIEKapCTBEHHOI'0 Ipenapara B [OPSJIKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (pelepaqbHbIM OpraHoM
VCIIOJIHUTEIIBHOM BJIACTH.

2. Ilpm HeWCNONHEHMHM WIM HEHAJUIeKAIlEM HCIOJHEHUU JEpKAaTels MU WIH BIaJeiIblaMu
PETUCTPAllMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MPENAPATOB, IOPUINYECKUMH JIMLIAMHU, HA UM KOTOPBIX
BBIZIAHBl PA3pCLICHMs] Ha IPOBEICHHUE KIMHUYECKMX MHccienoBaHuid B Poccuiickon ®enepauuu, uiu
YIIOJITHOMOYEHHBIMUA WMU JPYTUMH IOPHINYECKUMH JIMLIAMH 005S3aHHOCTEH, YCTAHOBIEHHBIX YacTsMu 3 u 4
ctatbl 64 Hactosmero ®denepanbHOro 3akoHa, JHUOO B Clay4yasX MPEJCTABICHUS COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH 3aKJIIOYEHHS O HEJAOCTOBEPHOCTH
pE3yJITaTOB KIMHUYECKOTO MCCIENOBAHUS JIEKAPCTBEHHOIO IIpernapara Iy MEIULHUHCKOIO NPUMEHEHHS,
KOTOpOE€ OCHOBAaHO Ha pe3yJbTaTax IPOBEPKM MEAUIMHCKOW OpraHU3alyy, MPOBOJMBLIEH YyKa3aHHOE
KJIMHMYECKOE HCCIIENOBAHME C HAPYLICHUEM [PABWI HAJICKALICH KIMHUYECKOW INPAKTUKH, U IPUBEIO K
MIOJIyYEHHIO HEIOCTOBEPHBIX pE3YyJbTAaTOB, JUOO B CiIy4ae HEBBIIOJHEHUS MPEANHUCAHUS, BBIAAHHOTO
YIOJHOMOYEHHBIM  (pefiepabHbIM OpraHOM  HCIIOJHHUTEIbHOW BJIACTH IO MTOraM OCYULIECTBIICHUS
BbIOOPOYHOIO KOHTPOJISl KadyecTBa JIEKAPCTBEHHOI'O IIpernapara, YIOJHOMOUYEHHbIN ¢enepaabHblii Opraxn
VCIIOJTHUTENIBHOM BJIACTHM B YCTAHOBICHHOM MM [OPSAAKE PAacCMAaTPUBAET BONPOC O IPHOCTAHOBIECHUU
MIPUMEHEHHUS TaKOT'0 JIEKAPCTBEHHOTO Npenapara.

3. YonHOMOYeHHBIH (hefepaibHbIA OpraH UCTIOTHUTEIBHOM BIACTH MIPU MPEICTABICHHH MY CBEJCHUN
O HECOOTBETCTBUM NPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM [pPaBUI  HaAJeXallel
MIPOU3BOJICTBEHHOW MPAKTUKHU U (MJIM) O HApYUIEHUH JIMIIEH3UOHHBIX TPeOOBaHUMN, KOTOpPbIE OBbLIN BHISBICHBI
B XOJC MPOBEICHUS HWHCIECKTUPOBAHUSA NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEIACTB WM OCYILECTBICHUS
JMILIEH3UOHHOTO KOHTPOJIS B cepe NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT IIPUBECTH K
MIPOU3BOJICTBY JICKAPCTBEHHBIX MPENapaToB A MEAUIUHCKOTO MPUMEHEHHS, TPUYMHUBIINX WM CITIOCOOHBIX
NPUYUHUTD BpEl KU3HU WJIU 310POBbI0 I'PAXKIAH, PACCMATPUBACT BOIPOC O IPUOCTAHOBICHUU ITPUMEHEHUS
JIEKapCTBEHHBIX MPENApPaTOB JUIsl MEAUIMHCKOIO IIPUMEHEHHs B YCTAHOBICHHOM UM IIOPSIKE B CIEAYHOLIUX
ClIyqasx:

1) COCTaB H (I/IJ'II/I) TEXHOJIOTHA IIPOM3BOACTBA JICKAPCTBCHHOI'O IIpf€riapara ajdd MCEIAUIUHCKOI'O
IIPUMCHCHU (C ONMCaHUEM CTaaui HpOI/ISBOIICTBa) OTIIMYAKOTCA OT 3a4BJICHHBIX B PETrUCTPAIHOHHOM JOCHE;

2) HeKapCTBeHHLIﬁ npenapar il MCIUIHUHCKOIO IMPUMCHCHUA IMPOU3BCIACH Ha HpOH3BOI[CTBCHHOI>i
IIomajake, He yKaSaHHOﬁ B pCruCTpaiioOHHOM JOChE,

3) y TpoM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEP:KIAOIINE
COOTBETCTBUE KauecTBa JIEKQpPCTBEHHOrO Ipenapara Ajs MEIULUHCKOTO TMPUMEHEHUs, BBOJIUMOIO B
IpaXXAaHCKHUI 000pOT, TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €r0 TOCYJapCTBEHHOM perucTpalmy;

4) IpON3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIIACOBAHHBIN C COOTBETCTBYIOIINM YIOJTHOMOYEHHBIM
(benepaqbHBIM OPraHOM HCIIOJHUTENIBHOW BJIACTH CPOK HE YCTpaHEHbl HapyLICHUs TpeOOBaHUN IMpaBHI
Ha/IJIeKaIIeld TPOU3BOJICTBEHHOM NMPAKTHKH U (WIJIN) JTUIEH3HOHHBIX TPeOOBaHUH, KOTOPBIE ObUIN BBISABICHBI B
XOZIe TPOBENEHUS WHCIIEKTHUPOBAHUS TPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB WM OCYIIECTBICHUS
JMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB M MIPUBEIH MM MOTYT IPHUBECTH K
IPOU3BOJICTBY JICKAPCTBEHHBIX MPENApaToB I MEIUIIMHCKOTO IPUMEHEHHS, TPUUYMHHUBIINX HIIH CIIOCOOHBIX
NPUYMHHATE BPEJT )KU3HU WIN 340POBBIO TPaKIaH.

(uactb 3 BBeneHa PenepanbHbIM 3aKk0HOM 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" [lata coxpaHenusi: 31.12.2020

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

4. YHoIHOMOYEHHBIH (hefepalibHbIi OpraH UCIOJIHUTENBbHON BIACTH MPU HAJMYUHU Y HETO CBEJEHUH O
HECOOTBETCTBUHM  MPOM3BOAMTENS  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHMSAM  [pPaBUI  HaJJIEKallen
IIPOU3BOJICTBEHHON NPAKTUKYU U (MJIM) O HApYLIEHUH JIMLIEH3UOHHBIX TPEOOBaHUM, KOTOPbIE OBLIIN BHISBICHBI
B XOJI€ TpPOBENEHUS HWHCIEKTUPOBAHUS NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS
JUIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBETHN HIJIK MOTYT MPUBECTH K
IIPOM3BOJCTBY JIEKApPCTBEHHBIX IIPENapaTroB I BETCPUHAPHOIO IPUMEHEHUS, NPUYMHMBIIUX HIIU
CHOCOOHBIX MPUYMHUTH BPEJ )KU3HU WM 3/10pPOBBIO JKUBOTHBIX, PACCMATPUBAET BONPOC O MPUOCTAHOBICHUU
pean3ali ¥ MPUMEHEHUS JIEKApCTBEHHBIX MPENapaToB JUIsi BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBICHHOM
UM HOPSAJKE B CIEAYIOIINX CIydasx:

1) coctaB u (MIM) TEXHOJIOTHUSA TPOU3BOJCTBA JIEKAPCTBEHHOIO IIpernapaTa /A BETEPUHAPHOTO
MIPUMEHEHHUS (C ONMCAaHUEM CTa il MPOU3BOICTBA) OTIMYAIOTCS OT 3asIBJICHHBIX B PETUCTPALIMOHHOM JI0ChHE;

2) nexkapCTBEHHBIH IMpemapaT AJii BETEPUHAPHOTO MPUMEHEHHUs IMPOU3BEACH Ha MPOU3BOACTBEHHOMN
TUIOIIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) y TDOpoM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBI, MOJTBEPIKJIAIOIINE
COOTBETCTBUE KayeCTBa JICKAPCTBEHHOI'O IIpernapara il BETEPUHAPHOIO IIPUMEHEHHUs, BBOJUMOIO B
IpaXXAaHCKHUI 000pOT, TPeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 IOCYJapCTBEHHOM perucrpanmy;

4) MpoOU3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB B COTJIACOBAHHBIN C COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM
(denepaabHBIM OPraHOM HCHOJHUTENIBHON BIACTH CPOK HE YCTpaHEHbl HapylIeHUs TPeOOBAHUN MpPaBUI
Ha/TIeXkKalel IpOu3BOACTBEHHON MPAKTUKYU U (MITH) TUIEH3UOHHBIX TPEOOBAHUMN, KOTOPbIE OBLIHN BBISIBIICHBI B
X0/le TIPOBEACHUS WHCIEKTUPOBAHUSA MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHUS
JUIICH3UOHHOTO KOHTPOJISA B chepe MpOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MPUBEIH WU MOTYT MIPUBECTH K
MPOU3BOJICTBY JICKAPCTBEHHBIX TMPENapaTroB [JIsi BETEPUHAPHOTO TPUMEHEHHS, TNPUYUHUBIINX WIH
CMOCOOHBIX MPUIMHUTH BPEJI )KU3HU WIIH 3JI0POBBIO )KUBOTHBIX.

(dactp 4 BBenena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2023 cr. 65 pononnsiercs u. 5, 6 (@3 ot 27.12.2019 N 475-D3).

CraTbs 66. MH(popmaumsa o pesynbTaTax dpapMakoHagsopa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Y1otHOMOYeHHBIN (eiepabHBIN OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIISCTBIISIOMUN (hapMaKOHAI30D,
II0 €ro pe3yJibTaTaM pa3MellaeT Ha cBoeM odunaibHOM caiite B cetu "MHTepHeT" nHpopmanuio o:

1) BBISBIEHUHM HOBBIX MOJTBEPXKIAECHHBIX JAaHHBIX O MOOOUYHBIX AECHUCTBHUAX, HEXKENATENbHBIX PEAKLHUAX,
CephEe3HBIX HEXKeJaTelIbHbIX PpEeaKIUsIX, HENpPEIBHICHHBIX HEKEeNaTeNbHBIX pPEeaKUUAX MpU NPUMEHEHUHU
JIEKapCTBEHHOI'0 IIpernapara, B TOM UHUCIIE BIUSIOLIMX HAa OTHOLIEHHE 0)KMJAEMOW I0JIb3bl K BO3MOXXHOMY
PUCKY IPUMEHEHUS TaHHOTO JIEKAPCTBEHHOTO MIpenapaTra;

2) OpUHATHIX PELIEHUSX O BHECEHWU H3MEHEHHH B MHCTPYKLHUIO MO MPUMEHEHUIO JIEKapCTBEHHOI'O
mpenapara, O INPUOCTAHOBJIEHUM IPUMEHEHMs JIEKapCTBEHHOIO Ipernapara, 00 H3bATHM U3 oOpalieHus
JIEKapCTBEHHOTO Npernapara Wi 0 BO30OHOBICHUU PUMEHEHUS JIEKAPCTBEHHOIO Ipenapara.

Masa 14. UH®OPMALIUA O NNEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA
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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" [lata coxpaHenusi: 31.12.2020

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

MOHUTOPWUHIA OBUWXEHUA NNIEKAPCTBEHHbIX NMPENMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-D3)

Cratba 67. WUHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUSN NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpuMeHeHus
(B pen. ®enepanpHoro 3akona ot 28.12.2017 N 425-03)

1. Mudopmanuss o JEKapCTBEHHBIX NpenapaTax, OTIYCKAaeMbIX II0 pEIenTy Ha JEKapCTBEHHBIN
npenapaT, JOJDKHA COJIEPXKAaTbCid TOJBKO B CIELMAIM3UPOBAHHBIX M3JAHMSIX, NpPEJHA3HAUYEHHBIX s
MEJIMIIMHCKUX, (hapMaleBTHUECKUX PaOOTHUKOB, CICIHMAIMCTOB B 00jacTH BeTepuHapuu. Mubopmarms o
JIEKapCTBEHHBIX Ipenaparax Ajis CIEHUAINCTOB B 00JIacTH OOpallleHusi JIEKapCTBEHHBIX CPEICTB MOKET
COJIEPKaThCS B MOHOTpAa(UsIX, CIPABOYHUKAX, HAYYHBIX CTAThAX, B JOKIAJaX Ha KOHTpeccax, KOHPEPEeHIIUsX,
CHUMIIO3UYMax, HAYYHBIX COBETAX, a TAK)KE€ B MHCTPYKIMSIX 110 IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB.

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

2. Wuadopmammsi o JEKapCTBEHHBIX IperapaTax, OTIYCKaeMbIX Oe3 pelenrta Ha JIeKapCTBEHHBIN
npemnapar, MOXET COJEpPKaThCsl B MyONUKAIUAX W OOBSIBICHUSX CPEACTB MAacCOBOM HH(OpPMAIINH,
CHEIMATM3UPOBAHHBIX W OOIIMX MEYAaTHBIX H3JaHHUSIX, HHCTPYKIHSIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB, HWHBIX U3JAHUSX CyOBEKTOB OOpalleHUs JIEKApCTBEHHBIX CPEACTB. PexjIamHble MaTepUalbl O
JIEKapCTBEHHOM TMpemapare, OTIyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIM Mpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKLHH M0 PUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jlomyckaercs WCIOJNIBb30BaHME JIIOOBIX MAaTE€pPUAIbHBIX HOCHUTENEH, MO3BOJIAIOIINX XPaHUTH,
nepeiaBaTh U HCMOIb30BaTh MH(POPMAIIHIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee HCKaKeHUS.

4. Jlns neneit uaeHTU(GHUKAIUN YIIAaKOBOK JIEKAPCTBEHHBIX MPENapaToB sl MEJUIMHCKOTO IPUMEHEHHS
NPOM3BOJUTENH JIEKAPCTBEHHBIX CPEICTB B TOpsAAKe, ycTaHoBieHHOM [IpaButensctBoM Poccuiickoii
@denepan, HAHOCAT Ha NEPBUYHYIO YIAKOBKY (B OTHOLICHMH JIGKAPCTBEHHBIX MpenapaToB s
MEIMLMHCKOTO MPUMEHEHHs, Ui KOTOPBIX HE NpPEIyCMOTpPEHa BTOpPHYHAS YIMAKOBKA) M BTOPUYHYIO
(TTOTpeOUTENBbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IPEIapaToB Uil METUIIMHCKOTO MPUMEHEHHS CpEICTBa
WACHTUDUKAIMHA, 332 WCKIIOYCHHEM JICKQpCTBEHHBIX TIPEMapaToB Ui METUIIMHCKOTO TPUMEHEHHS,
IPOU3BOUMBIX JUISI TIPOBEICHUS KIMHUYECKUX HCCIICJOBAHUM, 3KCIIOPTA, JEKAPCTBEHHBIX IMPENapaToB UIs
MEIUIMHCKOTO NMPUMEHEHHs, yKa3aHHBIX B YacTax 5 u § crathu 13 Hactosimero demepanbHOro 3aKoHa,
pannodapmaneBTHYECKUX JIEKapCTBEHHBIX MPENapaToB, MUSBOK MEAMIIMHCKUX U Ta30B MEJUIIMHCKUX.

(uactp 4 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepuCTUKHA CPEJICTBA MIACHTH(HUKAIIUY, IOPSJIOK €r0 HaHECEHUS M TPEOOBAHUS K CTPYKType U
dbopmaty uHPOpMANIUMU, KOTOPYIO COJEPKHT CPEICTBO HACHTH(UKAINH, onpeaenstorcss [IpaBurenncTBoM
Poccuiickoit deneparumu.

(dacts 5 BBeneHna denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-03)

6. llopsaok co3gaHusi, pa3BUTHs, BBOJIa B AKCIUIyaTallMIO, SKCILTyaTallid W BBIBOJA M3 JKCIUTyaTallUuu
CHUCTEMbl MOHUTOPHHIA JIBUKEHHUS JICKAPCTBEHHBIX MPENapaToB JJIsI MEAULUMHCKOIO NMPUMEHEHHS, HOPSIOK
MpeAocTaBlieHusl WHMOpMAIMU, COAEpKalleics B CHUCTEME MOHUTOPUHIA JBIKEHUS JIEKAPCTBEHHBIX
MpEenapaToB ISl MEIULMHCKOTO MPUMEHEHUS, U HOPSAOK B3aMMOJCHCTBUS YKa3aHHOW CUCTEMbBI C MHBIMU
rocyAapCTBEHHBIMU UH(DOPMAIIMOHHBIMU CHCTEMaMU U MHPOPMAIIMOHHBIMH CUCTEMaMU FOPUIUIECKUX JIUI U
VMHJUBUyaJIbHBIX MpEANpUHUMATENEH, yYKa3aHHbIX B 4acTsax 7 U 10 Hacrosmed cTaTbd, YCTaHABIMBAKOTCS
[IpaBurensctBOM Poccuiickoit @eaepannn. Oneparopamu CUCTEMbl MOHUTOPUHTA IBUKEHHUS JIEKAPCTBEHHBIX
MpemnapaToB Ui MEAWIIMHCKOTO TPUMEHEHUsS SBISIFOTCS (penepalbHbIii OpraH WCIOJHUTEIBHON BIACTH 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" [lata coxpaHenusi: 31.12.2020

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

(unun) opranuzanus, ynonHomoueHHsie [IpaButensctBom Poccuiickoit denepanuu.
(uactpb 6 BBeneHa PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7. KOpuauueckue nMLIa U WHAMBUAYAJIbHbIE NPEANPUHUMATENN, OCYIIECTBISIOUIME IPOU3BOJCTBO,
XpaHeHue, BB03 B Poccuiickyro denepanuro, OTIIyCK, peaM3aluio, repeaady, IPUMEHEHUE U YHUUYTOKECHHE
JIEKapCTBEHHBIX MpEnapaTroB s MEIULMHCKOTO MpUMEHEHHs, oOecreuynBaroT B IOPAIKE M B COCTaBe,
KoTopble ycTtaHoBiieHbl [IpaButenbctBoM Poccuiickoit denepanuu ¢ y4eTOM BHJA OCYIIECTBISEMOU UMM
NEeSTeNIbHOCTH, BHECEHHE HH(OpPMAIMH O JIEKAPCTBEHHBIX Mpemnaparax A MEIUIUHCKOTO MPUMEHEHUS B
CHUCTEMY MOHHUTOPHHTIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7.1. JlekapcTBEHHBIE MpeMnapaThl A1 MEAUIIMHCKOTO IPUMEHEHUS, NTpeAHa3HauYeHHbIE TSI 00eCTIeueHUs
aur, OONBHBIX TeMOpWINEH, MYKOBHUCIMIO030M, THUNOGU3apHBIM HaHW3MOM, Oose3Hpto [ omre,
3JIOKAYeCTBEHHBIMH HOBOOOPA30BaHMSIMHU JIMM(POHUIHON, KPOBETBOPHOW M POACTBEHHBIX WM TKaHEH,
pPacCesTHHBIM CKJIEpPO30M, IIUI[ TMOCTe TPaHCIUIAHTAllMM OpraHOB M (WJIM) TKaHEW, Mpou3BeaeHHble 10 31
nexkabps 2019 roma, a Takke UWHBIE JIEKAPCTBEHHBIE Tpenaparbl A MEAUIHUHCKOTO MPHUMEHEHUs,
npousBenieHnubie 10 1 utons 2020 roxaa, mojjiexxar XpaHEHHUI0, IEPEBO3KE, OTIIYCKY, pealn3alluu, rnepeaaue,
MIPUMEHEHUIO 0€3 HAaHEeCEeHUsI CPEACTB MACHTU(PHUKALUU O UCTEYCHHUS CPOKa WX ToJHOCTHU. [IpaBUTENBCTBO
Poccuiickoit denepanuu BIpaBe yCTAaHOBUTh QCOOCHHOCTH BBOJA B IPa)KIAHCKHI 0OOPOT JIeKapCTBEHHBIX
npenaparoB JUisl MEAUIIMHCKOTO TPUMEHEHUS, IPOor3BeAeHHBIX B niepro ¢ 1 utons 2020 roga mo 1 oktsa0Ops
2020 roma. B menmsx BBOAa B TpakJaHCKHUN OOOpPOT JIEKapCTBEHHBIE MpemapaThl s METUIITHCKOTO
MPUMEHEHHS, 32 HCKIIOUEHHEM JIEKapCTBEHHBIX IMPenapaToB, MpeIHA3HAYCHHBIX i OOECHEeUeHHUs JIHII,
0OJBHBIX TeMO(IIHEH, MYKOBHCIIHI030M, TUIO(HU3apHBIM HAHU3MOM, 00se3HBI0 [ oI1e, 310Ka4eCTBEHHBIMU
HOBOOOpa30BaHHUAMU TUM(OUTHOM, KPOBETBOPHOM M POJCTBEHHBIX UM TKAHEH, paCCESTHHBIM CKIJIEPO30M, JIUII
MocJie TPaHCIUIAaHTAIllMM OpraHOB W (WJIM) TKaHEH, MpOW3BEIEHHbIE 3a MpejesnaMu Teppuropun Poccuiickoit
Oenepannu 10 1 oktsa6ps 2020 roga, MoryT ObITh BBe3eHBI B Poccuiickyro ®denepanuro qo 1 saBaps 2021
roga B mopsake, ycraHoBieHHOM [IpaButenbctBoM Poccuiickoit ®eneparuu, 0e3 HaHECEHHs] CPEICTB
UICHTH(PUKAIUH.

(B pen. @enepanbHbIx 3aK0HOB 0T 27.12.2019 N 462-P3, ot 13.07.2020 N 206-D3)

8. Opramms3amus WHOOPMANMOHHOTO  B3aWMOJICHCTBHSI ~ CUCTEMBI  MOHHUTOPWHTA  JBWKCHHS
JCKapCTBEHHBIX  MpEMapaTtoB Uil ~ MEAWIMHCKOTO TMPHUMEHEHWS C HWHBIMH  TOCYAapCTBEHHBIMU
UHOOPMAIMOHHBIMU ~ CUCTEMaMHM OOecreunBaeTcss B TOM 4YHCIE IOCPEICTBOM HH(PPACTPYKTYpHI,
obOecnieunBaromeld  MHOOPMAIMOHHO-TEXHOJIOTUYECKOE  B3aUMOJEHCTBHE WH(POPMAIMOHHBIX  CHCTEM,
WCTONIb3YEMBIX ISl TPEJOCTaBICHUS TOCYJAapCTBEHHBIX M MYHHIUINAIBHBIX YCIYT W HCIOJHEHUS
rOCYJapCTBEHHBIX M MyHHIIUIIAIBHBIX (YHKIUI B 3JIEKTPOHHOU (opMme.

(uactp 8 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-03)

9. O6menoctynHas HHGOpMaIUs, COAEpKAIIAsICs B CUCTEME MOHUTOPHHIA JBUKEHUSI JIEKAPCTBEHHBIX
IpenapaToB Ui MEAMLMHCKOrO IMPUMEHEHMs, pa3MellaeTcss B MH()OPMaLMOHHO-TEIIEKOMMYHHKAIIMOHHON
cetu "MHTrepHer" (B TOM uuncie B (hopMe OTKPBITHIX JAaHHBIX) B HOPSJKE, yCTaHOBIEHHOM [IpaBuTenscTBOM
Poccuiickoit denepanuu.

(uactp 9 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

10. I[IpousBoauTenu JIEKapCTBEHHBIX CPEACTB MOJIYYalOT COAEPXKAILYIOCSs B CHUCTEME MOHHUTOPHHIA
JBUKEHMSI JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHHUS] MHPOPMAIIHIO O CepUsiX U MapTHsIX
JIEKapCTBEHHBIX IPENaparoB, MPOU3BOAMMBIX UMHU M HaXOIALIMXCS B IpaxJIaHCKOM obopote B Poccuiickoit
Ddeneparun, 6€3BO3ME3IHO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM 0T 28.12.2017 N 425-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" [lata coxpaHenusi: 31.12.2020

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

11. 3a mpou3BOACTBO WX MPOJAXKY JEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MPUMEHEHUs 0e3
HaHECEHHs CPEJICTB MICHTU(UKALIUY, C HAPYIICHHEM YCTAaHOBIEHHOTO TOPSAKA UX HAaHECEHWS, a Takke 3a
HECBOEBPEMEHHOE BHECEHHME JAaHHBIX B CUCTEMY MOHUTOPHUHIA JABUKEHUS JICKAPCTBEHHBIX MpENapaTroB AJis
MEIIMIIMHCKOTO TIPUMEHEHUs] WM BHECEHME B HEE HEAOCTOBEPHBIX [AHHBIX HOPHAWYECKHE JIUIA WU
WHIWBHIYyATbHBIC TIPENPUHAMATEIHN, YKa3aHHBIC B YacTAX 4 U 7 HACTOSAIIEH CTaThU, HECYT OTBETCTBEHHOCTD
B COOTBETCTBUHM C 3aKOHOJ1aTelIbcTBOM Poccuiickoit denepariumu.

(uacts 11 BBengena degepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoit dexepanuu BrpaBe YCTAaHOBUTh OCOOCHHOCTH BHEJPEHUS CHCTEMbI
MOHUTOPHUHTA JBMKEHUS JIEKAPCTBEHHBIX MPENapaToB s MEAULIMHCKOTO NMPUMEHEHUs, BKIIOYas CPOKU ee
BHE/IPEHUS, B OTHOLICHWU JICKAPCTBEHHBIX IPEMApaToB IS MEIUIIMHCKOTO MPUMEHEHHS, BKIIOYEHHBIX B
MepevYeHb KU3HCHHO HEOOXOAMMBIX U BaXKHEHININX JICKAPCTBEHHBIX MPEMapaToB, JEKAPCTBEHHBIX NPENnapaToB,
NpefHa3HAYCHHBIX JUI OO0eCHedYeHus: JHL, OONBHBIX TreModuineidl, MyKOBHCIHMIO30M, T'HIIO(HU3apHBIM
HaHU3MOM, Ooyie3HbIO ['omIe, 37I0KaAYECTBEHHBHIMH HOBOOOPa30BaHHAMHU JMMQPOUIHOW, KPOBETBOPHOW W
POICTBEHHBIX MM TKaHEW, pacCEsHHBIM CKJIEPO30M, JIMII MOCJE TPAHCIUIAHTALMU OPraHoOB M (WJIM) TKaHEH,
WHBIX JICKAPCTBEHHBIX MPENapaToB /Ui MEIUIIUHCKOTO IPUMEHEHUSI.

(uactp 12 BBenena denepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

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

Cratbsa 67.1. OrpaHnyeHus, Hanaraemble NpU OCYLUECTBNEHUN OeATeNIbHOCTU B cdepe
obpaLleHns nekapcTBeHHbIX CpeaAcTB

1. Opr aHu3al1, 3aHUMaromuecAa pa3pa60TK0171, MIPpOU3BOJACTBOM U (I/IJ'II/I) peanmauneﬁ JICKApCTBCHHBIX
npenaparoB AJid MCOAULIUHCKOI'O IMMPUMCHCHUSA, OpraHu3alnu, O6HaﬂaIOH_II/Ie npaBaM Ha HCIIOJIB30BaHUC
TOProBOro HaWMMCHOBAHHA JICKAPCTBCHHOI'O IIpfriapara Ajd MEAWIMUMHCKOTO IMPUMCHCHUA, OpraHU3alvun
OIITOBOM TOProBJIW JICKAPCTBCHHBIMU CpPCACTBAMH, allTCYHBIC OpraHu3alunu (I/IX MNpEaACTaBUTCIIN, HWHBIC
(1)I/ISI/I‘I€CKI/Ie U IOPUIAUYCCKHUE JIMIA, OCYIICCTBIIAOIINE CBOKO ACATCIBHOCTE OT UMCHH 3THUX OpFaHHSaHHﬁ) B
OTHOIICHUHN MCONITMHCKHUX pa6OTHI/IKOB n pYKOBO,Z[I/ITeJIeﬁ MCAHMIIMHCKHX OpFaHI/I3aI_[I/Iﬁ HC BIIpaBC:

1) Bpy4aTh mMOJapKH, BBIIUIAYMBATH JCHEKHBIC CpEACTBA (32 HUCKIIOYECHHEM BO3HATPaKICHUN IO
JIOTOBOPAM IIpU MPOBEJCHUN KIMHUYECKUX HMCCIECIOBAaHUMN JICKAPCTBEHHBIX IPENAPATOB I MEAULMHCKOIO
MIPUMEHEHHUS, BO3HATPAXK/ICHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIULMHCKUM PaOOTHUKOM I€1aroru4ecKon
U (MJIM) HAay4YHOM JEesATENIbHOCTH), B TOM UYHUCIIE OIUIaYMBaTh Pa3BICUEHHUs, OTABIX, IPOE3]l K MECTY OTAbIXa, a
TaK)Ke IIPUBJIEKATH K YYaCTUIO B PAa3BICKATEIbHBIX MEPOIPUATHUAX, IPOBOAUMBIX 3a CYET CBOUX CPENCTB;

2) 3aKJII0Y9aTh COTJIAICHUS O HA3HAYCHUUN WJIM PECKOMCHIAAINHN IMTAIUCHTAaM JICKAPCTBCHHLIX IIPCIIapaToB
AJIE MCOAUIIUHCKOTO MMPUMCHCHHA (33 HUCKIIFOYCHUCM OOr0OBOPOB O MPOBCACHUU KIIMHHUYCCKUX HCCIeI0BaHUM
JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/ISI);

3) mpenocTaBisTh 00pa3lbl JEKAPCTBEHHBIX MPENapaToB JIsI MEAMIIMHCKOTO MPUMEHEHUS B IENIX
BpYUYCHUS MalMeHTaM (32 MCKIIFOUYCHUEM CIy4JaceB, CBS3aHHBIX C MPOBEJCHUEM KIIMHUYCCKUX HCCIICIOBAHUN
JICKapCTBEHHBIX TPENapaToB ISl MEIUIIMHCKOTO PUMEHEHHUS);

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

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

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

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

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

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

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

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

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

1) mpenocTaBisATh pa3nUYHOE KOJIMYECTBO BPEMEHM Ui BBICTYIJIEHUH YYaCTHUKOB, PA3JIMYHBIE IO
pasmepy 3aHMMaeMoOM IUIONAJAM MecTa JJs JIEMOHCTpAlMM 00pa3IoB JIEKApCTBEHHBIX MpenapaToB JUis
MEJMLIUHCKOrO NIPUMEHEHHUs] WU PEKIIAMHBIX MAaTEPUAJIOB O JIEKAPCTBEHHBIX IIpenaparax s MEAULMHCKOIO
IIPUMEHEHHsT HAa JKCIO3MLMUAX, CTEHAAX, 34 HMCKIOYEHUEM CJIydaeB, €CIM TaKHE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAILIEHUSIX ATHX OpraHu3alui, UX MpeAcTaBUTeNed O (UHAHCUPOBAHWHU YKa3aHHBIX MEPONPHUITHA U
00yCJIOBJIEHbI pa3IMYHBIMU 3aTpaTaMy YYaCTHUKOB Ha MX OPraHU3alMIo;
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2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYAaCTHUKOB MEPONPUATHH, yKa3aHHBIX B alzalle IepBOM
HACTOSIIEH YacTH, MPEBHIIAIOIIMNA CyMMy 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEpPONPHUATUN U BeAyIIUH K
HEO0OOCHOBAHHOMY OTPaHMUYCHHIO YHCIIA UX YYaCTHHKOB.

2. Opranusanuu, ykasaHHble B a03aiie nepBoM yactu | cratbu 67.1 HacTosmero @enepajbHOrO 3aKOHa,
WX TPEACTaBUTENM, OCYLIECTBIISIONINE OpraHU3auio U (Uiau) (pUHaHCHPOBAHKWE MEPONPUITUN, YKa3aHHBIX B
yactu 1 Hacrosimeil craTbM, 00si3aHBl oOecrneuyuBaTh AOCTYN K HMH(OpManmuu o JaTe, MecTe M BpPEMEHHU
NPOBEICHUS YKa3aHHBIX MEPONPHUATUH, TJIaHaX, IpOorpaMMax MPOBEACHUS yKa3aHHBIX MEPONPUATHI U TeMax,
IUIAHUPYEMBIX JJII PAacCMOTPEHMs, COCTaBE HUX YYaCTHMKOB IIyTEM pa3MEUICHHs COOTBETCTBYIOILEH
nHpoOpMalMK Ha CBOMX O(UIMANBHBIX caidTaXx B ceTd "MHTepHeT" He mo3gHee JBYX MECSIEB 10 Hayaia
MIPOBEJICHUS YKa3aHHBIX MEPONPUSATHUH.

3. Undopmanusa o mpoBeAeHUM MEPONPHUSATHI, yKa3aHHBIX B 4YacTU | HacTosied CTaTbH, B CpOK,
YCTAQHOBJICHHBIM 4acTbi0 2 HACTOALIEW CTaTbM, JAOJDKHA OBITh HampaBiieHa B (enepanbHblii  Oprax
UCTIOJIHUTENILHON BJIACTH, OCYILECTBIISIONINHA (PYHKIIMK TIO KOHTPOJIIO U HAaA30py B cdepe 3ApaBOOXpaHEHus,
JUISL TIOCJIEYIOIIET0 pa3MelleH sl ee Ha O(HUIIMAIbHOM caiiTe 3Toro oprana B cet "MHTepHeT".

Masa 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALNU NPU OBPALLEHUU NNEKAPCTBEHHbLIX CPEACTB
M BO3MELUEHUE BPEOA, NPUYMUHEHHOIO 340POBbLIO NPAXKAOAH
BCNEACTBUE NPUMEHEHUA NIEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyleHue 3akoHogaTenbcTBa Poccumnckon
Pepepaumm npu odpaLleHnn NeKapCcTBEeHHbIX CpeacTB

1. Hapymenne 3akoHomarensctBa Poccuiickoit @enepanuu npu oOpaleHuu JICKapCTBEHHBIX CPEJICTB
BJIEUET 3a COOO0M OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoii @eneparuu.
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

2. 3a HempeICTaBICHHE UM HECBOCBPEMEHHOE NPEACTaBICHNE HHPOPMALIUU U (MIIH) JOKYMEHTOB JIHOO
MpEeACTaBICHUE HEJOCTOBEPHbIX WHMOpMAIMu U (WIH) JTOKYMEHTOB, MPEAYyCMOTPEHHBIX HACTOSIIUM
®denepanbHBIM  3aKOHOM, CYOBEKTBHI OOpaIlleHUs JICKAPCTBEHHBIX CPEJCTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJAaTeIbCTBOM Poccuiickoit denepaunu.

(uacte 2 BBegena denepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)

Cratba 69. Bo3melweHue Bpeaa, NPUYMHEHHOro 3A0POBLIO rpaxpaaH BcreacTBUue
NPMMEHEHUA NeKapCTBEHHbIX NpenapaToB

1. HpOI/I3BOI[I/ITCJ'IL JICKAPCTBCHHOTI'O IIpcIiapara 00513aH BO3MECTHUTD BpcEA, HpI/I‘II/IHeHHHﬁ 3A0POBBIO
TpaxJiaH BCJICACTBUC ITPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara, €CJIin J0Ka3aHOo, UTO:

1) nexkapcTBeHHBIH IHpenapar NPUMEHSJICS [0 HA3HAYEHUI0 B COOTBETCTBUM C HMHCTPYKLUEH 110
MPUMEHEHHUIO JICKQpCTBEHHOTO TMperapara W TPUYMHOW Bpena SIBHICS BBOJ B TPAKIAHCKANH 00OPOT
HEI00pOKaYeCTBEHHOIO JIEKapCTBEHHOTO Mpernapara;

2) Bpell 3A0POBbIO IPUUMHEH BCIIEACTBHE HEAOCTOBEPHON MHGOpPMAIUK, COIEepKALICIiCsl B MHCTPYKIIUU
10 MIPUMEHEHHIO JIEKAPCTBEHHOTO MpernapaTa, U31aHHOM MPOU3BOIUTENEM JIEKaPCTBEHHOTO Tpernapara.
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2. B cnyuae, ecnu Bpen 310pOBbIO TpaKIaH NMPUYUMHEH BCIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, MpHUILIEANIero B HEroAHOCTb B Pe3yibTaTe HapYLICHUS IPABUII XpPaHEHUS JICKApCTBEHHBIX CPECTB,
MIPaBUJ ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMU IpenapaTaMu, MPaBWI OTITyCKa JIEKAPCTBEHHBIX IpenapaTos,
OPaBUJI M3TOTOBJICHUS M OTIyCKa JIEKAPCTBEHHBIX IMPENaparoB, BO3MEHICHHWE Bpena OCYIICCTBIISIETCS
COOTBETCTBEHHO OpPraHM3alleld ONTOBOM TOPIOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU, allTEYHOW OpraHHU3alueH,
UHMBUAYQIBHBIM [IPEIIPUHUMATEIEM, UMEIOIUMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO JEATEIbHOCTh WU
JMILEH3UI0 Ha MEAMLUHCKYIO JesTelIbHOCTh, MEIUIMHCKON OpraHu3anuei, HMerolled JUIEeH3HI0 Ha
(apMareBTHYECKYIO JIeATENILHOCTh (ee 000CO0JIEHHBIM MOoJIpa3ienieHueM (aMOynaTtopueil, Geabamepckum u
(denpamepeKo-aKymepcKuM MyHKTaMH, [EHTPOM (OTAelieHueM) o0mieli BpaueOHON (CeMEWHOM) MpaKkTUKH),
pacIioIOKEHHBIM B CEIIbCKOM HACEJICHHOM IIYHKTE, B KOTOPOM OTCYTCTBYET alTedHas OpTraHM3anusi),
JIOTTY CTUBIIMMH TIPOJIAKY HITH OTITYCK TaKOTO JIEKAPCTBEHHOTO TIpenapara.

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

3. Bo3menenue Bpena, MPUYMHEHHOTO 30POBBIO I'paXKJaH BCIEICTBUE NMPHUMEHEHHs JIEKapCTBEHHbIX
MpenapaToB WM COBEPILEHHS MPOTUBONPABHBIX JEHCTBHI CyOBEeKTaMH OOpallleHus JIEKAPCTBEHHBIX CPECTB,
OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOAaTeNbCTBOM Poccuiickoit denepanun.

Mnasa 16. 3AKITIOMUTEJIbHbIE NMONNOXEHUA

Cratba 70. O npu3HaHuM yTpPaTUBLUMMMU CUINy OTAESNIbHbIX 3aKoHoAAaTeNbHbIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccumnckon Pepepaummn

IIpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbhubiii 3ak0H OT 22 utoHs 1998 roma N 86-d3 "O nekapcrBeHHBIX cpeactBax” (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akoH oT 2 sHBaps 2000 roma N 5-®3 "O BHeceHUM M3MEHEHHS U JOMOJHEHUN B
®enepanbHblif 3akoH "O nekapcTBeHHBIX cpeacTBax” (CoOpaHue 3akoHoaTenbcTBa Poccuiickoit denepanun,
2000, N 2, cT. 126);

3) crateio 40 denepanbHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM MU3MEHEHHH U
JIONIOJITHEHUA B HEKOTOpBIE 3aKOHOJaTelibHble akThl Poccuiickoil ®enepaunvi B CBSI3M C NPUHATHEM
®deaepanbHOro 3akoHa "O JMIIEH3WPOBAaHUU OTACIBHBIX BHIOB JesTenbHOCTH" (CoOpaHue 3aKOHOIaTeIhCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepanpHoro 3akoHa oT 30 wroHs 2003 roga N 86-@3 "O BHeceHHUM U3MEHEHUH U
JIOTIOJIHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuu, NpU3HAHUY YTPATUBIIMMHU CUILY
OTZEIBHBIX 3aKOHOAATENBbHBIX akTOB Poccuiickoin ®enepanuu, NpeIOCTAaBICHUN OTACIBHBIX TapaHTUH
COTPYJIHUKaM OPraHOB BHYTPEHHUX JI€J, OPTaHOB IO KOHTPOJIIO 32 000OPOTOM HApKOTUYECKUX CPEACTB U
IICUXOTPOIHBIX BEIIECTB U YHpPa3IHAEMbIX (elepaJbHbIX OPraHOB HAJOrOBOM MOJUIMHU B CBA3M C
OCYILIECTBJIECHMEM Mep IO  COBEpLIEHCTBOBaHMIO  rocygapcTBeHHoro  ynpasieHus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit denepamnuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbHoro 3akoHa ot 22 aBrycra 2004 roga N 122-®3 "O BHeCeHUM U3MEHEHUM B
3aKoHoOmarenpHble akTel Poccuiicko @enepanny W OPU3HAHUM  YTPATHUBLIMMHU CHJIy HEKOTOPBIX
3aKOHO/IaTeNbHbIX akTOB Pocculickoii deneparuu B ¢Bs3u ¢ npuHATHEM DenepanbHbIX 3aK0HOB "O BHECEHHH
W3MEHEHUH U jnonojHeHuid B denepanbHblii 3akoH "OO0 0OIMX MPUHIIMAIIAX OPTaHU3AIMH 3aKOHOATEIbHBIX
(MpeacTaBUTENbHBIX) W HWCHOJHUTENBHBIX OpPraHOB TOCYJAapCTBEHHOM BiacTh CcyOBeKkToB Poccuiickoit
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

Oeneparuu" 1 "OO6 00IKX TIPUHIKIIAX OPTAaHU3AIMHA MECTHOTO camoynpaBieHus B Poccuiickoit ®eneparyn”
(Cobpanue 3axononarensctBa Poccuiickoit @enepanmu, 2004, N 35, cr. 3607);

6) crateio 28 denepanbHoro 3akona ot 18 mekabps 2006 roga N 231-d3 "O BBeneHuu B JIEHCTBUE
yacTu uyeTBepTor ['paxmanckoro konaekca Poccuiickoit ®enepanuu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BCTynneHMe B CUJNly HacTosALero d)enepaanoro 3aKOHa
1. Hacrosmuit denepanbHblii 3aK0H BeTynaet B cuity ¢ 1 centsiops 2010 roaa.

2. JlexapcTBeHHBIE CpEICTBA, 3APErMCTPUPOBAHHBIE [0 JHA BCTYIUIEHMS B CHIJIy HACTOSIIETrO
@denepallbHOTO 3aKOHA, MOJJIEKAT BKIIOUYEHHIO B TOCY/IApPCTBEHHBIE PEECTPhl JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B 4actu | cratbu 33 Hactosmero @PenepajsbHOro 3aKOHAa CBEJEHUH 00 3THX
JIEKapCTBEHHBIX CpPEICTBaX 0€3 TMPOXO0XIEHUS BHOBb IPOLEAYpPbl TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX MTPENApPaTOB.

3. TocynapcTBeHHass perucTpanus JIEKapCTBEHHBIX IpENapaToB, 3a HCKIIOYEHUEM JIEKAPCTBEHHBIX
MpenapaToB Ui MEAMIIMHCKOTO TPUMEHEHHS, MPEICTABIECHHBIX Ha YKA3aHHYIO PETHCTPAlUI0 10 JIHA
BCTYIUICHUSI B CWIy HacTosimero demepasbHOrO0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUM C HACTOSIIAM
denepanbHBIM 3aKOHOM Ha OCHOBaHUH JIOKYMEHTOB M JIAHHBIX, IIPEJICTABIICHHBIX JI0 JHS BCTYIUICHUS B CHITY
HacTosuiero denepanbHOro 3aKoHa.

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHas perucTpaunus JEKapCTBEHHBIX MPENnaparoB JUIsl MEAMLIMHCKOIO MPUMEHEHUS,
MIPE/ICTAaBICHHBIX HAa TOCYAAPCTBEHHYIO PETUCTPALIUIO IO THS BCTYIUIEHUS B CUITy HacTosuero denepaibHOro
3aKOHA, W TOCYJapCTBEHHAsl pErucTpaius JIEKapCTBEHHBIX MpPENapaToB JUIsi MEIWLUHCKOIO MPUMEHEHUS,
NPEACTABICHHBIX HA OSKCHEPTHU3y JIEKAPCTBEHHBIX CPEJICTB [0 [HSA BCTYIUIGHHS B CHIy HAaCTOSIIETO
@denepanbHOrO 3aKOHAa B ILEJSIX HUX MMOCIEAYIOLIEH TOCYJapCTBEHHOM PErucTpaluy, OCYIIECTBIAIOTCS Ha
OCHOBaHUM JOKYMEHTOB U JaHHBIX, IPEACTABIEHHBIX A0 JHS BCTYIUIEHUS B CHITy HacTosuero denepaabHoro
3aKOHA, a TAKXKE 3asBJICHUSA O TOCYAAPCTBEHHONW PETUCTPALUU JIEKAPCTBEHHOIO IIpenapara, IpeiIcTaBIeHHOIO
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHU C
HacTosuM DeepanbHbBIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (pe/iepalibHbIi OpraH UCIIOJHUTEIBHON BIACTH A0 1
mapta 2011 roma, ©0e3 TpeOoBaHHMS yIUIaThl TOCYJAPCTBEHHOW TOIUIMHBI, MPEIyCMOTPEHHON
3aKoHonarenbcTBOM Poccuiickoit depeparuu o Haorax u coopax.

(uactp 3.1 B pen. denepanbroro 3akoHa ot 29.11.2010 N 313-D3)

3.2. [loaTBepkIeHUE TOCYNaPCTBEHHON PErHUCTPALMK JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
MIPUMEHEHHUS, TIPEICTABICHHBIX ISl TIOATBEP)KACHUS TOCYJAPCTBEHHON PErucTpaiuu 10 AHS BCTYIUICHUS B
cuity HacTosmero deaepanbHOTO 3aKOHA, U TIOJITBEPKACHUE TOCYIAPCTBEHHON PETUCTPaIliU JICKAPCTBEHHBIX
IpenapaToB JUIsl MEAULIMHCKOTO NMPUMEHEHHUS, MPEACTABICHHBIX Ha DKCHEPTU3Y JEKApPCTBEHHBIX CPEJICTB JI0
THS BCTYIUIEHUS B CHIIy HacTosmiero denepanbHOro 3aKOHA B LENSAX MOCIEIYIOMIEr0 MOATBEPKIACHHS HX
rOCYJapCTBEHHOM PErucTpaluu, OCyIIECTBISIIOTCS HA OCHOBAaHUU JIOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX
0 JTHA BCTYIUIEHUs B Ccuily Hactosmero denepajbHOr0 3aKOHA, a TaKXKE 3asBJICHHUS O MOATBEPXKICHUU
rOCy/IapCTBEHHOW  pErucTpaluy  JIEKapCTBEHHOIO  Ipenapara, MpeACTaBIEHHOTO  MPOU3BOJUTENIEM
JIEKapCTBEHHBIX MPENapaToB WIH YIOJHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTosuuM DenepanbHbIM
3aKOHOM B YIIOJTHOMOYEHHBIN (enepanbHbId OpraH HCIOTHUTENIbHOW BiacTu g0 1 mapra 2011 roma, 6e3
TpeOOBaHUS YIMIaThl TOCYAApCTBEHHOW MONUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu 0 HaJOrax U coopax.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

(uacts 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunstie pemieHuss 0 BHECEHUH M3MEHEHUM B JJOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALUOHHOM
JIOCb€ HA 3apETrMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM IMpenapar Juisi MEAUUMHCKOTO IPUMEHEHUS U
MPEJICTABICHHBIE 10 JHS BCTYIUICHUS B CUJy HacTosimero denepanbHOr0 3aKOoHa, M MPUHSATUE PEUIEHUS O
BHECEHHHM W3MEHEHUH B JIOKYMEHTBI, COAEPIKAIIECECs B PErUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mmpenapar g MEAUIMUHCKOIO TMPUMEHEHHUS] M TPEACTABICHHBIE Ha JKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB 10 IHS BCTYIUICHUS B CHILy HacTosero deaepaibHOTO 3aKOHA, OCYIIECTBIISIOTCS Ha
OCHOBaHMM JOKYMEHTOB U JIAHHBIX, IPEACTABICHHBIX 10 JHSA BCTYIUICHUS B CUIIy Hacrosmero denepaabHOro
3aKOHA, a TaKXe 3asBJICHUS O BHECEHWHM HM3MEHEHUW B JIOKYMEHTBI, COJEpXKAIIMECS B PETHUCTPALUOHHOM
JIOCb€ Ha  3aperuCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  Mpenapar i  MEIULMHCKOTO  NPUMEHEHMUS,
MPEJICTABICHHOTO TMPOU3BOAUTENIEM JICKAPCTBEHHBIX MPENapaToB WM YHOJHOMOYEHHBIM UM JIMIIOM B
COOTBETCTBUU ¢ HacrosmmMm DenepayibHBIM 3aKOHOM B YIIOJHOMOYEHHBIH  (enepanbHbIi  OpraH
UCTIOMHUTENbHOM Bractu 1o 1 mapra 2011 roma, 6e3 TpeOoBaHMS yIUIAThl TOCYAAPCTBEHHOW MOIUIHHBI,
MpeIyCMOTPEHHOMN 3aKOHO1aTeNbcTBOM Poccuiickoit denepanyu 0 Hajorax u coopax.

(uactp 3.3 B pen. GenepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Beiaua paspelnieHuii Ha TPOBEICHUE KIIMHUYECKUX HCCIIeIOBAHNMN JIEKAaPCTBEHHBIX MPENapaToB AJIs
MEJIMIIMHCKOTO TIPUMEHEHHUS 10 3asBIICHUSM, TOJAHHBIM JIO JHS BCTYIUICHHS B CHJIy HACTOSIIETO
@DenepalibHOTO 3aKOHA, a TAKXKE IO 3asBJICHUSM, IOJAHHBIM TOCTE IHS BCTYIUICHUS B CHJIy HACTOSIIETO
@denepallbHOTO 3aKOHA HAa OCHOBAaHHMH JKCHEPTU3, MPOBEACHHBIX 10 AHS BCTYIJIEHUS B CHIY HACTOSIIETO
®denepanbHOrO0 3aKOHA, OCYIIECTBISIETCA B COOTBETCTBUMM ¢ HactosmmMm @DenepanbHbIM 3aKOHOM Ha
OCHOBaHUHU JIOKYMEHTOB M JAHHBIX, NPEICTABICHHBIX WM TMOJYYEHHBIX 10 JHS BCTYIUIGHUS B CHIIY
Hacrosimero DefepanbHOTO 3aKOHA, a TakKXK€ HAa OCHOBAaHMM KOMHUHU TNPEIBAPUTETHLHOTO JOTOBOpa
00s13aTEIFHOTO CTPaXOBAHUS JKWU3HH, 3/I0POBbsI MAIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM HCCIICIOBAHUU
JIEKapCTBEHHOT'O IMpenapara [Uisi MEIWLUHCKOrO NPUMEHEHHUs, WIM KOIMUU JOroBOpa 00s3aTENbHOTO
CTpaxOBaHUS KU3HU, 3/I0POBbs MAIIMEHTOB, YYAaCTBYIOIINX B KIMHUYECKOM HUCCIIEJOBAHUU JIEKAPCTBEHHOTO
mpemapata Ais MEAWIIMHCKOTO TMPUMEHEHHs, 00 TMPeICTaBICHHOW KOMUU JOroBOpa 00s3aTENIBHOTO
CTpaxOBaHHs, 3aKJIIOUYEHHOTO B COOTBETCTBHHM C THIIOBBIMH MPABWIAMHU OO0S3aTEIHHOTO CTPAaXOBAHHUS, C
yKa3aHUEM TPEeeIbHON YHCICHHOCTH TAIMEHTOB, YYAaCTBYIOIIMX B KIWHUYECKOM HCCJIEIOBAHUU
JIEKapCTBEHHOTO Tpemnapara Jjisi MEAUIIMHCKOTO MpUMEHEHHUs, 0e3 TpeOOoBaHUs YIUIaThl TOCYAapCTBECHHOU
MOIIUTHHBI, IPEAYCMOTPEHHON 3aKkoHoAaTeabcTBOM Poccuiickoit deaepanuu o Hajorax u coopax.

(uacts 3.4 B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHON BaJIIOTE [JO [JHSA BCTYIUIEHHWS B CHIIy HacTOSLIETO
CDe;[epaJIbHoro 3aKOHa NPCACIbHBIC OTIIYCKHBIC HCHBI MHOCTPAHHBIX HpOI/ISBOI[I/ITeJIef/'I Ha JICKAPCTBCHHELIC
npenaparbl, BKIIOYCHHBIC B HEPEYCHL )KU3HCHHO HGO6XOI[I/IMI>IX A Ba)KHEHIITHX JICKApCTBCHHBIX IIPCIIapaToB,
MojyIeKaT mepecuery B pyomu mo kypcy LlentpansHoro Oanka Poccuiickoit ®eneparuu Ha aarty,
ycranoBieHHyto [IpaButenbctBoMm Poccuiickoit ®@enepanuu, 0e3 mpeicTaBieHUsl 3asBICHUS O Iepecdere
IIEHBI C BHECEHHEM COOTBETCTBYIOIIUX W3MEHEHUH B FOCYAAPCTBEHHBIN peecTp MpeneiabHbIX OTIMYCKHBIX IIEH
MPOU3BOIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
BAKHEMIINX JICKAPCTBEHHBIX MPENapaToB.

(uacts 3.5 BBeneHa @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIC 10 AHS BCTYIUIEHHUS B CHIy HacTosmiero denepaabHOro 3aKoHa Mpeae/ibHbIe
OTITYCKHBIC IIEHBI POCCHUICKHX MPOM3BOJIMUTEINICH HA JICKAPCTBEHHBIC INPEIaparhl, BKIIOUCHHBIC B IIEPEUYCHb
KU3HCHHO HEOOXOIMMBIX W Ba)KHEHINUX JICKAPCTBEHHBIX MPENaparoB, MOJUICkKAT MHACKCAMU C 1 HOAOps
2010 roxa ucXosl U3 MPOTHO3UPYEMOTO YPOBHS MHQIALNHU, YCTaHOBICHHOTO DeepaibHbIM 3aKOHOM OT 2
nexadps 2009 roma N 308-D3 "O denepanbaom Oromxere Ha 2010 rox u Ha ruranoBbIi nepuox 2011 u 2012
ronoB" Ha 2011 rog.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 22.12.2020) [JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpallueHnM nekapcTBeHHbIX cpeacTs" [lata coxpaHenusi: 31.12.2020

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

(dacts 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He nomyckaroTcsl MPOM3BOACTBO M BBO3 B Poccuiickyro denepanuro
JIEKapCTBEHHBIX IIPENapaToB B YIAKOBKaX C MapKUPOBKOW, KOTOpasl Obljia HaHECeHa 10 JHs BCTYIUICHUS B
cuiny Hacrosimero ®enepaibHoro 3akoHa. Ilo ucTedeHHMHM YKa3aHHOIO CpOKa JAaHHbBIE JIEKapCTBEHHbIE
npenapaTbl MOTYT OTIYCKAaTbCS, PEaTU30BBIBATHCS, MEPENABAThCS M MPUMEHSATHCS 10 UCTEUEHMS] UX CpOKa
TOJHOCTH.

(B pen. ®enepanpHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co nmHsa BeTymueHuss B cuiy Hacrosuero ®eaepanbHoro 3akoHa u no 30 ampens 2011 ropa
BKJIFOUMTENIBHO JIOIYCKAETCs MPOBEACHUE IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB AKCIEPTAMU 3KCIEPTHOTO
YUpPEXKJEHUS 1O TMPOXOKIEHUS UMH aTTeCTallid B [OPSJIKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM
(denepaibHBIM OPraHOM UCTIOIHUTEIBHOM BIACTH.

5. Co mus BctymieHus B cwiy Hacrosmero ®denepanpHoro 3akoHa W mo 31 mekabps 2013 roma
BKJIFOUUTENIBHO OCYILECTBIIACTCS MEPEX0] K IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUJIaMy OpPTraHU3aliu TPOU3BOACTBA U KOHTPOJISL KaUeCTBa JICKAPCTBEHHBIX CPEACTB, YKA3aHHBIMU B YACTH
1 cratbu 45 Hacrosimiero denepalibHOrO0 3akKoHa, B MOJTHOM oObeMe. Cpoku mepexojia MPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJCTB K WX MPOU3BOJCTBY B COOTBETCTBHHM C KOHKPETHBIMU TpPEOOBAaHUAMH JAHHBIX
MpaBWJI, BKJIFOYAsl CPOKHM AaTTECTAIlMM YTOJHOMOYEHHBIX JIMI, YKa3aHHbIX B dacTax 6 m 7 crateum 45
Hacrtosiero deaepanbHOro 3aKkoHa, ycranaBiauBarorces [IpaBurensctBoM Poccuiickoit denepanym.

6. JInueH3un Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 sHBaps 2014 roxa, nelcTByOT
nocie 1 sHBapsa 2014 roga 1o UCTEUYEHHs] CpOKAa HUX ACHCTBUS MPHU YCIOBUU COOTBETCTBUS JIMIICH3MATa
MpaBUjiaM OpPTaHMU3aIlMU MPOU3BOJICTBA M KOHTPOJIS KaYeCTBa JIGKAPCTBEHHBIX CPEJCTB, YKa3aHHBIM B UacTu |
cratbu 45 Hactodero PeaepanbHOro 3aKOHA.

7. ®opMHUpOBaHHE TOCYAAPCTBEHHOTO 33/JlaHUs HA MPOBEIECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB
(beneparbHOMY rOCYAapCTBEHHOMY OFOJKETHOMY YUPEXKAECHHUIO M0 MPOBEJCHUIO 3KCIIEPTU3bI JIEKAPCTBEHHBIX
cpeAcTB U (UHAHCOBOE OOECHEeYeHHE BBIMOJHEHUS] 53TOr0 3a/JaHus OCYLIECTBISIOTCS B  IOPAIKE,
ycTaHOBJI€HHOM @DenepaibHbIM 3akoHOM OT 12 guBaps 1996 roma N 7-@3 "O HekoMMepuecKHux
opranu3anusax".

(uactp 7 BBeneHa denepanbHbiM 3aK0HOM 0T 29.11.2010 N 313-D3)
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