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12 ampens 2010 rona N 61-®3

POCCUNCKAA ®EOEPALMA
®EQEPAJbHbIA 3AKOH
Ob OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

[TpunsT
I'ocynapcTeennoi JJymoit
24 mapra 2010 roma

Onob6pen
Coserom Denepannn
31 maprta 2010 roga

Crrcok M3MEHSIOIUX TOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N 192-D3,
ot 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
ot1 25.06.2012 N 93-@3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-D3,
o1 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-D3,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,
o1 28.12.2017 N 425-®3, ot 04.06.2018 N 140-®3, ot 28.11.2018 N 449-D3,
o1 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3)

naea 1. OBLWUME NMOJTIOXXEHUA
Cratba 1. NMpegmeT perynupoBaHusa HacTosiwero PepepanbHOro 3akoHa

1. Hacrosmmii @enepalbHblii 3aKOH PEryIMpPYeT OTHOLICHHs, BO3HHMKAIOUIME B CBS3M C
oOpamieHueM - pa3pabOTKOHM, NOKIMHMYECKHMMM HCCIEIOBAaHUAMH, KIMHUUYECKUMH HCCIEeI0BaHUSAMU,
JKCIIEPTU30M, TOCYHAPCTBEHHOM pEerucrpanueii, co CTaHgapTU3aluMed M ¢ KOHTPOJEM KaudecTsa,
IIPOU3BOJCTBOM, M3IOTOBIICHHEM, XPAaHCHHEM, II€PEBO3KOM, BBO30M B Poccuiickyro Penepanuro,
BbIBO30M U3 Poccuiickoii ®Penepanny, pekiaamMon, OTIYCKOM, peald3aluel, rnepenadyei, IpuMeHEHUEM,
YHUUYTOKEHHUEM JIEKAPCTBEHHBIX CPEICTB.

(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosumii denepaibHblii 3aKOH yCTaHABJIMBAET MPUOPUTET rOCYIAPCTBEHHOTO PETyIMPOBAHMS
0€3011aCHOCTH, KauecTBa 1 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MPU UX OOpaILlCHNH.
(B pen. ®enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)
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Cratba 2. Ccepa npumMeHeHUs HacTosilwero PeagepanbHOro 3akoHa

Hacrosiuuit ®enepanpHplii 3aKOH IPUMEHSETCS K OTHOLIEHUSM, BO3HMKAIOIIMM IPH O0OpallieHun
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuun Poccuiickont @enepannu.

Cratba 3. 3akoHOAaTeNbLCTBO 06 OOpalleHUn NnekapCTBEeHHbIX CPeacTB

1. 3akoHOnIaTenbCTBO 00 OOpalieHuu JIEKAPCTBEHHBIX CPEACTB COCTOUT U3 HACTOSIIETO
@denepalibHOTO 3aKOHA, APYruxX (QenepajbHbIX 3aKOHOB M MHBIX HOPMATHUBHBIX IPAaBOBBIX aKTOB
Poccuiickoit ®enepanuu.

1.1. 3akoHOIATENBCTBO 00 OOpAIIEHUN JIEKAPCTBEHHBIX CPEJICTB B OTHOLIEHUH FOPUINYECKUX JIUIL U
WHIUBUAYAJIbHBIX  NpEeIIpUHUMATENCH,  OCYIIECTBISIONIUX  JESATENbHOCT  HAa  TEPPUTOPUU
MEXAYHApOJAHOTO METUIIMHCKOTO KiacTepa, MPUMEHSETCSl C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
®enepanbHbIM 3aKOHOM "O MEXIyHapOJIHOM MEIUIMHCKOM KIIACTEpPE M BHECEHHH HW3MEHEHUW B
OTJEJbHBIE 3aKOHOAAaTeNbHbIE akThl Poccuiickoit denepannn’.

(uacts 1.1 BBegena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. JleficTBue HacTosmiero denepalbHOTO 3aKOHA PaclpoCcTpaHsIeTcsl Ha 0OpaleHne HAapKOTUYECKUX
JIEKAPCTBEHHBIX CPEJICTB M TICHUXOTPOIHBIX JICKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH,
YCTAHOBJIEHHBIX  3aKoHOAaTeldbCTBOM  Poccuiickoii depepanun 0  HAPKOTHYECKHX  CPENCTBAX,
TICUXOTPOITHBIX BEIIECTBAaX U 00 UX MPEKypCcopax.

3. JletictBue Hacrosmiero @enepaqbHOrO 3aKOHA  pacHmpocTpaHseTcs Ha  oOparieHue
paanodapMaleBTHYECKUX JIEKAPCTBEHHBIX CPEACTB € YyYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHoJarenscTBOM Poccuiickoit denepanuu B o0nactu o0ecrieueHus: paualiuoHHON 0e30MacHOCTH.

4. Ecnu MexayHapoaHbIM 1oToBopoM Poccuiickoit @enepaniuyd yCTaHOBJIECHBI MHBIC MPaBUiIa, YEM
T€, KOTOpble TMpeAycMOTpeHbl HactosiuM DefepanbHbIM — 3aKOHOM, MPUMEHSAIOTCS —IMpaBuia
MEXAYHapOAHOTO JOTOBOPA.

5. B Poccuiickoii denepaiui B COOTBETCTBUM C MEXAYHApOIAHBIMU AoroBopamMu Poccuiickoi
Oenepanii U (WIM) Ha OCHOBE NPHUHIMIA B3aUMHOCTH TPU3HAIOTCS PE3yIbTaThl KIMHUYECKHX
WCCIAEAOBAaHUN JIGKAPCTBEHHBIX TIPEMapaTroB JUIs MEIUIIMHCKOTO IPUMEHEHHsI, IPOBEACHHBIX 3a
npeaenamu tepputopun Poccuiickoit denepanum.

Ctatbs 4. OCHOBHbIE NOHATUS, UCNOSNb3yeMble B HacTosiweM PeaepanbHOM 3aKOHe

Z[J'ISI LIeJIeH HaCTOSIIEro q)ezlepam,Horo 3daKOHa UCIHOJIB3YHOTCA CICAYIOMINC OCHOBHBIC ITOHATHA:

1) JICKApCTBCHHBIC CpCACTBA - BCIICCTBA WK HUX KOM6HH3.I_IHI/I, BCTYIIAOIMIUEC B KOHTAKT C
OpraHu3MOM 4YCJIOBCKAa HJIM KUBOTHOI'O, IMPOHUKANOOIME B OpraHbl, TKAHU OpraHu3Ma 4YCJIOBCKa WA
JKUBOTHOT'O, MPUMCHACMBIC JJId HpO(I)I/IJ'IaKTI/IKI/I, JAUAarHOCTHUKH (33. HUCKIIOYCHHUEM BCIICCTB HIIM HX
KOM6I/IHaI_[I/II\/'I, HC KOHTAaKTHUPYIOHIUX C OPraHU3MOM YCJIOBCKAa HIIN KHUBOTHOT O), JICUYCHUA 3a6OJ'IeBaHI/I$[,
pea6I/IJ'II/ITaL[I/II/I, IJI1 COXpaHCHUA, NPCAOTBPAIICHUA WJIIA MPCPbIBAHUS 6CpCMeHHOCTI/I U TOJIYUYCHHBIC M3
KpOBH, IIa3MbI KPOBU, U3 OPIraHOB, TKaHEeHu opranuisma 4€JIOBCKa UJIN KUBOTHOTO, paCTCHHﬁ, MHHCPAJIOB
MCTOAAaMU CHUHTE3a HJIM C NPHUMCHCHUCM Ouoyloruyeckux TexHogorumi. K JICKAPCTBCHHBIM CPCACTBaAM
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OTHOCSTCS (hapMaIleBTUYECKHE CyOCTAaHIIMH U JIEKapCTBEHHBIE MIPEeNapaThl;

2) dapmaneBTHYECKas CyOCTaHIMSI - JICKQPCTBEHHOE CPEJICTBO B BHJIE OJIHOTO WJIM HECKOJIBKUX
oOmagaromux (HpapMaKoIOTHIECKOW aKTUBHOCTBIO ACHCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT TPHUPOJIBI
MPOUCXOXKICHUS, KOTOpPOE TMpeIHa3HAuYeHO /ISl TPOU3BOJCTBA, M3TOTOBICHHUSA JIEKAPCTBEHHBIX
MpenaparoB u onpeaesseT ux 3pPeKTUBHOCTS;

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

3) BCIIOMOT'aTCIIBHBIC BCIIICCTBA - BE€OICCTBA HCOPraHNn4I€CKOro U OpraHN4YCCKOIro
MMPOUCXOKIACHUA, UCITOJIB3YEMBIC B IIPOLUCCCC IMPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX NPCIIapaToB
I IpUuAaHus UM H€06XOI[I/IMI>IX (bHSI/IKO-XI/IMI/I‘IeCKI/IX CBOI\/JICTB;

4) nexkapcTBEHHbIE IIpenapaTbl - JIEKAPCTBEHHbIE CpPEACTBA B BUJE JIEKAPCTBEHHBIX (opM,
IpUMEHseMble NIl NPOQUIAKTUKY, JUATHOCTUKH, JIedyeHHs 3a0oJieBaHUs, peaduIuTanuu, s
COXpaHEHHs, IPEIOTBPALLCHHS WU MPEPbIBAHUS OEPEMEHHOCTH;

5) mekapcTBeHHas Gopma - COCTOSIHHE JICKAPCTBEHHOTO IperapaTa, COOTBETCTBYIOIIEE CITOCOOaM
€ro BBEJCHHS U IPUMEHEHHS M 00eCIeYNBaIOIIee JOCTIKEHHE HE00X0TUMOTO JieueOHOTO ddeKTa;

5.1) mo3upoBKa - cojiepKaHNe OTHOTO HIIM HECKOJIbKHX JCHCTBYIONIUX BEIIESCTB B KOJMYCCTBCHHOM
BBIpQ)KCHUU HA EIWHUIYYy J03bl, WIH CIUHHIy 00beMa, WJIM EIHHHIy MacChl B COOTBETCTBUH C
JeKapCcTBEHHOH (opMoli 7uOO JUIsi HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (OPM  KOJHYECTBO
BBICBOOOX/Ia€MOT0 U3 JIEKAPCTBEHHOU ()OPMBI JICHCTBYIOIIETO BEIIECTBA 3a CIUHHILY BPEMCHU;

(. 5.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) mepeyeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIHMX JIEKAPCTBEHHBIX IPENapaToB - €XKEro/HO
yTBepxkaaembiil [IpaButensctBoM Poccuiickoit denepaniu nepeyeHb JICKAPCTBEHHBIX MPENapaToB s
MEJUIIMHCKOTO IPUMEHEHUs1, 00eCreUNBAIOIINX IPUOPUTETHBIE MOTPEOHOCTH 3/IPAaBOOXPAHEHHS B LIETISAX
MpoQUIAKTUKY U JiedeHHsl 3a00JIeBaHU, B TOM YHUCIIE MPeodsaaoliuX B CTPYKTYpe 3a00J1€Ba€MOCTH B
Poccuiickoit dexnepanuy;

6.1) opdanHbie JeKapCTBEHHBIE Mpenaparbl - JEKapCTBEHHBIE IpernapaThl, MpeAHa3HAuYCeHHBIC
UCKJTIOYUTENBHO JUISl JUArHOCTHKU WIIM IaTOT€HETHYECKOro JIeYeHHs (JIeUeHHUs, HAIPaBJICHHOTO Ha
MEXaHU3M pa3BUTHS 3a00J1€BaHUs) peaKuX (opdaHHBIX) 3a00JICBaHU;

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

6.2) Ouosornyeckue JEKapCTBEHHBbIC MperapaThl - JIEKApCTBEHHBIC MperapaThl, ACHCTBYIOIIEe
BEILIECTBO KOTOPBIX MPOU3BEICHO WIIM BBIJICIICHO M3 OMOJIOTMYECKOrO0 MCTOYHUKA WM JIJIS ONpPEIeICHUs
CBOWMCTB M KadyecTBa KOTOPHIX HEOOXOIMMa KOMOWHAIMS OHOJIOTMYECKMX W (PU3UKO-XUMHYECKHX
MeTos0B. K Ononmorndyeckum JE€KapCTBEHHBIM IpernapaTtaM OTHOCATCS HWMMYHOOHUOJIOTHUECKHE
JIEKApCTBEHHBIE TIPEMapathl, JICKAPCTBEHHBbIE INPENapaThl, MOJYYEHHbIE W3 KpPOBHU, IUIa3Mbl KpPOBH
YeloBeKa M JKUBOTHBIX (32 HCKIIOYEHHEM IENbHON KpOBH), OHMOTEXHOJOTHYECKHE JIEKapCTBEHHBIE
npenaparsl, FTeHOTepareBTUUECKHE JIEKAPCTBEHHBIE MpEnapaThl;

(m. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

7) I/IMMyH06I/IOJ'IOI‘I/I‘-ICCKI/IC JICKAPCTBCHHBLIC npenaparbl - JICKApCTBCHHBIC mpemnaparsl,
npeaAHa3HAYCHHBIC JIA (I)OpMI/IpOBaHI/ISI AKTUBHOI'O HJIM MMACCHUBHOTO HMMMYHUTCTA 0o JAUArHoCTUKH
HaiIn4yus HUMMYHHUTCTA N JUArHOCTHUKH CHeLII/I(bI/IquKOFO Ipuo 6peTCHHOFO N3MCHCHUA
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MMMYHOJIOTHYECKOTO  OTBETa Ha  auieprusupyroomue BemecrBa. K UMMyHOOHOJIOTHYECKUM
JICKApCTBCHHBIM npemnaparam OTHOCATCA BAaKIIMHEI, AHATOKCHUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOIJIOOYJIMHBI U aJUIEPTE€HbI;

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

7.1) OHOTEXHOJOTHYECKHE JIEKAPCTBEHHBIE TPENaparsl - JIEKapCTBEHHBIE MPEMapaThl, MPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BAHUEM OMOTEXHOJOTHYECKHUX ITPOLIECCOB U METOJ0B (B TOM YHCIIE
JHK-pexoMOMHAHTHOW TEXHOJIOTHH, TEXHOJOTUH KOHTPOJIHPYEMOW 3KCIPECCHH T'€HOB, KOIUPYIOIINX
OMOJIOTMYECKH aKTHUBHbIE O€NKM B TMpPOKapHOTaX M DJYKapHOTaX, BKJIIOYas HW3MEHEHHBIE KIETKU
MJIEKOTIUTAIONINX ), THOPHIOMHOTO METO/1a U METO1a MOHOKJIOHAJIbHBIX aHTUTEIL;

(m. 7.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) reHOTepaneBTHYECKHE JIEKapCTBEHHBIE IMpernaparbl - JIGKAPCTBEHHBbIE  IIpenaparsl,
(dapmaiieBTHUeCKas CyOCTaHIUS KOTOPBIX SIBISIETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHUCIOTON WU
BKJIIOUaeT B ce0d pEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, TIO3BOJISIOLIYIO OCYLIECTBIISITD
peryaupoBaHue, pernapaiuto, 3aMeHy, 100aBIeHHEe WIN YAaJIeHNe TeHETUYECKOH 0CIe10BaTeIbHOCTH;
(. 7.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKAapCTBEHHBIC CPEJICTBA - JIEKAPCTBEHHBIC Tpenaparsl U (apMaleBTHIEeCKUe
cyOcTaHIIUM, COJAEpX aIlue HAPKOTUYECKHE CpEACTBAa M BKIIOYEHHBIE B [lepedyeHbh HAPKOTHUYECKUX
CpPEACTB, MCUXOTPOIMHBIX BEIIECTB W HX MPEKYpCOPOB, MOJJICKANMX KOHTpoiw B Poccuiickoi
®denepani, B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickoit ®enepanuu, MeEXIyHApPOIHBIMU
noroBopamu Poccuiickoit @enepannu, B ToM yncie EAMHON KOHBEHIIMEH O HAPKOTUYECKUX CPEACTBaX
1961 roxa;

9) MCUXOTPOIHBIE JEKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIC Mpemaparhl U (apMaleBTHUYCCKUE
cyOCTaHIIMM, COJAEpIXaIlhe ICUXOTPOIHBIC BEIIECTBA M BKJIIOYCHHBIC B IlepedeHp HApKOTHYECKUX
CPEICTB, TICHUXOTPOIHBIX BEIIECTB M HX IMPEKypCOPOB, MOMJISKAIMUX KOHTPOJ0 B Poccuiickoit
denepanun, B COOTBETCTBHHM C 3aKoHoAaTelbcTBOM Poccuiickoit denmeparuu, MeEXIyHAPOIHBIMU
noroBopamu Poccuiickoit denepannu, B ToM yucie KoHBeHIMEH O MCUXOTPOMHBIX BemiecTBax 1971
roja;

10) pammodapmarieBTHYECKUE JIEKAPCTBEHHBIC CPEJICTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIE
coJiepKaT B TOTOBOM JUIsl UCHOJIB30BaHUS (popMe OJMH PATUOHYKIH]I HIM HECKOJIbKO PaJMOHYKIIHIIOB
(paIMoaKTUBHBIX U30TOTIOB);

11) pedepeHTHBIN JIeKapCTBEHHBIA IpermapaT - JEKapCTBEHHBIH Impernapar, KOTOPbIA BIIEPBbIC
3aperucTpupoBal B Poccuiickoii ®Deneparuu, kadectBo, 3()(PEKTHBHOCT M 0E30MaCHOCTH KOTOPOIO
JIOKa3aHbl HAa OCHOBAHHMU pPE3yIbTaTOB JOKIMHUYECKHX HCCIEIOBAHUIN JIGKAPCTBCHHBIX CPEICTB U
KIMHUYECKMX HMCCICOBAHUN  JIEKAPCTBEHHBIX IPENAaparoB, TPOBEICHHBIX B COOTBETCTBHH C
TpeOoBaHussMu yacted 6 w 7 cratem 18 Hactosmiero ®enepalbHOTO 3aKOHa B OTHONICHHUU
JICKApCTBEHHBIX CPEJICTB JJISI MEIUITUHCKOTO IPUMEHEHHUS TMO0 B COOTBETCTBHH C TPEOOBAHUSIMH CTaThU
12 wnacrosimero denepaibHOrO0 3aKOHa B OTHOIICHHWU JICKAPCTBEHHBIX CPEICTB JUIS BETEPHHAPHOTO
NPUMEHEHHsI, W KOTOPBIA HCHOJB3YeTCsl IS OICHKH OWOKBHBAJICHTHOCTH WJIM TEParieBTUYCCKOMN
SKBUBAJICHTHOCTH, KauecTBa, 3(p(PEeKTHBHOCTH U 0€30MaCHOCTH BOCIIPOM3BEICHHOTO WITH OHOAHAJIOTOBOTO
(Omomomo6HOT0) JIEKapCTBEHHOTO MpenapaTta;

(B pen. @enepanbHbix 3ak0HOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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12) BoCHpOM3BENCHHBIN JEKApPCTBEHHBIN Mpenapar - JIEKapCTBEHHBIN Ipenapar, KOTOPbI HUMeeT
TaKOM ’K€ KAa4eCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOIIMX BEIIECTB B TAKOM K€
JeKapcTBeHHON (opme, uTO M pedepeHTHBIN JIEKapCTBEHHBIA Ipernapar, U OHMO’KBUBAICHTHOCTHh HITU
TEpareBTHYECKasi  SKBHUBAICHTHOCTh  KOTOPOTO  pedepeHTHOMY  JIEKAPCTBEHHOMY  IIperapary
MIOATBEPK/IEHA COOTBETCTBYIOLIMMU UCCIIEJOBAaHUAMY;

(n. 12 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

12.1) TepameBTHMYECKass SKBUBAJIEHTHOCTb - JOCTW)KEHHE KIMHUYECKH COMOCTaBUMOIO
TepaneBTHUecKoro »3(@exra npu NPUMEHEHUU JIEKapCTBEHHBIX IMIPErnapaToB IS MEIULUHCKOTO
MIPUMEHEHHUS ISl OHOM M TOMH K€ IPyIIbl OOJBbHBIX IO OJJHUM UM TEM K€ MOKa3aHUSIM K IPUMEHEHHUIO;

(m. 12.1 BBeaeH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.2) 6uoananorobiii (OMONOAOOHBIN) JIEKAPCTBEHHBIN Mpenapar (0roaHanor) - OHOJOTrHYECKH
JIEKapCTBEHHBIN IIpernapar, CXOXHUH M0 NapaMeTpaM KauecTBa, I(PQPEKTUBHOCTH M O€30IacCHOCTH C
pedepeHTHBIM OHOJOTHYECKUM JIEKApCTBEHHBIM IIpErnapaToM B TaKOW K€ JIeKapCTBEHHOW Qopme u

MMEIOIINHA NICHTUYHBINA CIT0cO0 BBEICHUS;
(. 12.2 BBeaen PenepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHSEMBbIH JIEKAPCTBEHHBIN IpernapaT - JIEKApCTBEHHBIH Npemnapar ¢ JI0Ka3aHHOM
TEpaneBTHUYECKON HKBHUBAJEHTHOCTHIO WM OHMOAKBHUBAJIEHTHOCTHIO B OTHOIIEHHH pPEePEPEHTHOTO
JIEKapCTBEHHOI'O IpernapaTa, MMEIOIIAN JKBUBAJICHTHBIE €My Ka4€CTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN
COCTaB JIEWCTBYIOIUX BELIECTB, COCTaB BCIIOMOIATENIbHBIX BELIECTB, JEKAPCTBEHHYIO (OpPMY U CIIOCOO
BBCJICHUS;

(m. 12.3 BBeaen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

13) nekapcTBEHHOE PACTUTENBHOE CHIPHE - CBEXKHME WJIM BBICYIICHHBIE PACTEHUs JIMOO MX YacTH,
UCIOJIb3yeMble ISl MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB OPraHU3AlMSIMH - T[POU3BOAUTEISIMHU
JIEKaPCTBEHHBIX CPEJICTB HJIM U3TOTOBJICHMSI JIEKAPCTBEHHBIX IMPENapaToB alTEYHBIMU OPraHU3alUsSMU,
BETEPUHAPHBIMU AaNTEYHBIMU OpPraHU3AUSAMHU, WHIUBUAYAIbHBIMU MPEeANPUHUMATEISIMHU, UMEIOIIUMU
JTUIEH3UI0 Ha (apMalleBTUUECKYIO IeATEIbHOCTb;

14) nexkapCTBEHHBIM pPACTUTENBHBIN Ipemapar - JIGKApPCTBEHHBIM Ipemnapar, MPOU3BEICHHBIA WIIN
W3TOTOBJICHHBIA M3 OJJHOTO BUJA JEKAPCTBEHHOTO PACTUTEIBHOTO CBHIPhSl HJIM HECKOJBKUX BHJIOB TaKOTO
CBIPBS U pean3yeMblil B pachhacOBaHHOM BUJIE BO BTOPUYHOM (IOTPEOUTENHCKOI) YITAKOBKE;

15) romeonaTuyecKuii JIeKapCTBEHHBIM Mpenapar - JeKapCTBEHHBIN Iperapar, MPou3BeACHHbBIN WIn
W3TOTOBIICHHBIH W3  (papManeBTUYECKON CyOcTaHIMM Wi  (apMaleBTUYECKUX CYOCTaHIMKA B
COOTBETCTBUHU C TPeOOBaHUAMHU OOMIMX (hapMAKOIEHHBIX CTaTeH K rOMEOMATHYECKHM JIEKAPCTBEHHBIM
mpernapaTaM HWJIH B COOTBETCTBHM C TpeOOBaHUSAMH (apMakoIled CTpaHbl IHPOM3BOIAMTEIS TaKOIO
JIEKapCTBEHHOTO Mpernapara;

(m. 15 B pen. ®enepansHoro 3akoHa oT 22.12.2014 N 429-03)

16) MexxayHapOJHOE HEMaTeHTOBAaHHOE HAUMEHOBAHHE JIEKAPCTBEHHOTO CPE/ICTBA - HAMMEHOBAHHE
JEeMCTBYIONIEr0  BemecTBa  (GapMaleBTUYECKOW  CyOCTaHIIMM, pPEKOMEHJOBaHHOe  BcemupHoii
OopraHu3aluen 31paBoOOXpaHEeHUS;

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

17) TOProBO€ HAUMCHOBAHHC JICKAPCTBCHHOI'O CpPCACTBA - HAUMCHOBAHHUC JICKAPCTBCHHOI'O
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CpEICTBa, NIPHUCBOEHHOE €ro pa3pabOTUUMKOM, JAEp)KaTeleM WM BJaJeiblLEM pPETUCTPALMOHHOIO

YIIOCTOBEPEHUS JIEKapCTBEHHOT O IIpenapara;
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HAaMMEHOBAaHUE JIEKAPCTBEHHOIO  Ipernapara - HauMEHOBaHUE
JIEKapCTBEHHOI'O IpernapaTa, HE MMEIOLIEr0 MEXKIyHapOJHOTO HEMAaTeHTOBAaHHOIO HAaMMEHOBAaHMS, WU
KOMOMHAIIMH JICKAPCTBEHHBIX IPENapaToB, HCIOJIb3yeMOE B LEISIX OOBEIMHEHHS WX B TPYIILY MOJ
€IMHbIM HaMEHOBAaHUEM UCXOJs U3 OJMHAKOBOI'O COCTaBa JEMCTBYIOUINX BELIECTB;

(n. 17.1 BBeaen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) oOmiast papmakoneiiHas cTaThs - JOKYMEHT, YTBEPKJACHHbBIN YIOJIHOMOUYEHHBIM (pesiepaabHbIM
OpraHoM HCIOJIHUTEIFHON BJIACTH M COJEpPKAIUN TMEepevYeHb MOoKazareseld KauecTBa W (M) METOJIOB
KOHTPOJISI KadeCTBAa KOHKPETHOW JIEKAapCTBEHHOW (POPMBI, JEKAPCTBEHHOTO PACTUTEIHLHOTO CHIPhS,
OTIMCaHUsl OMOJIOTUYECKUX, OMOXUMUYECKUX, MUKPOOHOJIOTHIECKUX, (DU3UKO-XUMUYECKUX, (PU3HUECKHX,
XUMUYECKUX M JAPYTHX METOJI0OB aHaln3a JIEKapCTBEHHOTO CPEJACTBA, a TakkKe TpeOoBaHUS K
WCTIONb3YeMBbIM B IENAX TPOBEJACHUS JAHHOTO aHajlu3a pEeakTUBaM, TUTPOBAHHBIM pPaCcTBOpaM,
WHJIUKATOpaM;

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

19) dapmakomneiiHas cTaThsi - JTOKYMEHT, YTBEPXACHHBIA YIIOJHOMOYEHHBIM (heaepaabHbIM
OpraHOM HCIOJHUTENIBHOM BIACTU U COJEPKALIUNA NepedeHb MoKa3aTeaed KauecTBa U METOI0B KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOT'O CPEJCTBA;

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

19.1) cranmapTHbIe 00pa3Ilbl - BEIIECTBA, TTOCPEJACTBOM CPAaBHEHHS ¢ KOTOPBIMHU OCYIIECTBIISACTCS
KOHTPOJIb Ka4deCcTBa HCCICAYEMBIX JICKAPCTBEHHBIX CPEJICTB C IMOMOINBIO (PH3UKO-XHMHUYECKHX U
OMOJIOTUYECKUX METOJIOB B IEINSAX TOATBEPIKICHHUS COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM
HOPMATHBHOM JIOKYMEHTAIIUHU, YCTAHOBJICHHBIM TIPH OCYIIECTBICHUU TOCYAapPCTBEHHOW PETUCTpAIUHU, U
KOTOpBIE TPHUMEHSIOTCS U KAJIMOPOBKH CTaHIAPTHBIX OOPa3IOB IMPOU3BOIMTENS JIEKAPCTBEHHBIX
CPE/CTB, HCIIOJB3YEMbIX Ui KOHTPOJS KadecTBa M HMHBIX IeJeld Tpu OOpamieHHH JIeKapCTBEHHBIX
CpEJ/CTB;

(. 19.1 BBeaen denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakomneiHbli CTaHAAPTHBIM o0Opasen] - CTaHAAPTHBIA O0Opa3el, NPOU3BEICHHBIH B

COOTBETCTBUH C hapMaKONEHHON CTaTheH;
(m. 19.2 BBeaen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTUBHaA HAOOKyYMCHTAUUA - JOKYMCHT, conepxcaumﬁ INEPCUCHb OIPCACIIACMBIX 110
pe3yibTaTaM COOTBCTCTBYIOIIUX OJKCIICPTU3 IoKa3aTejie KadecTBa JICKAPCTBCHHOI'O CpPCACTBa IJIA
MCIUIUHCKOI'O MPUMEHCHHUA, MCTOAOB KOHTPOJIA €TI0 Ka4CCTBa U YCTaHOBJ'IeHHHﬁ €T0 IIPOU3BOAUTCIICM

21) HOpMATHUBHBIN JOKYMEHT - TOKYMEHT, COJEp KAIIUi IepedeHb OnpeensieMbIX N0 pe3yabTaTaM
COOTBETCTBYIOLIMX OJKCIEPTH3 TOKa3aTened KadecTBa M (WIM) METOAOB KOHTPOJIS KayecTBa
JIeKapCTBEHHON (OpMBI, ONMUCAHUA OMOJOIMYECKHX, OMOXUMHUYECKUX, MUKPOOMOIOTUYECKHUX, (PU3HKO-
XUMUYECKUX, (PU3NYECKUX, XMUMHUYECKUX U JPYIMX METOJIOB aHaJM3a JICKApCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO IMPUMEHEHMs, TPEOOBaHMS K HCIOJb3yeMbIM B IIENAX MPOBEACHUS JAHHOTO aHalIM3a
peaKkTHBaM, THTPOBAHHBIM PAaCTBOPaM, HHIUKATOPaM U YCTaHOBJIEHHBIN €T0 MMPOU3BOIUTEIIEM;
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21.1) oOwmii TEXHUYECKUH IOKYMEHT - KOMIUICKT JIOKYMEHTOB M MaTEepHAaJOB, COCTOSIIUI H3
HECKOJIbKMX  pa3lesioB -  JIOKYMEHTalluud  aJMHMHHUCTPaTHUBHOIO  XapakTepa, XUMHUYECKO,
(dapMaIreBTHUECKOH U OHMOJIOTHYECKON JOKYMEHTAIMH, (HapMaKOJOTHICCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAlMH, KIMHUYECKOM JOKYMEHTAllMM M MPEACTaBIsAEMbIl OJHOBPEMEHHO C 3asBJICHHEM O
rOCyJapCTBEHHOH perucTpanuy JEKapCTBEHHOTO Mperapara Ijisi MeIUIIMHCKOro IPUMEHEHUs B popmare,
YCTaHOBJIEHHOM YIOJTHOMOUYEHHBIM (pe/IepabHBIM OPTaHOM HCIIOJHUTEIBHOMN BIIACTH;

(m. 21.1 BBeneH PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KauecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpeACTBa TPeOOBaHMIM
(hapmakoneHol cTaTby JIMOO B Cilydae €e OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIMHU WM HOPMAaTUBHOTO
JTOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOTO CpEACTBA - XapaKTEpUCTHKa JIEKapCTBEHHOI'O CpEJCTBa,
OCHOBaHHAasl Ha CPAaBHUTEJIBHOM aHAJIM3€ €ro 3PPEKTUBHOCTH U PUCKa IPUUMHEHUS BPEAa 3/I0pPOBBIO;

24) >(eKTUBHOCTH JIEKapCTBEHHOTO Ipenapara - XapaKTepUCTHKa CTENEHH IOJIO0KHUTEIbHOTO
BIIUSIHUSL JIGKAPCTBEHHOIO IIpernapara Ha TEYeHHUe, MPOJOJDKUTENbHOCTh 3a00JIeBaHUS WU  €ro
IIPEeJOTBpallleHNe, peaObINTAUI0, HA COXPaHEHUE, IPEeI0TBPAIlEHIE WK IIPEepbIBaHNE OEPEMEHHOCTH;

25) cepusl JIeKapCTBEHHOTO CPECTBA - KOJMYECTBO JIEKAPCTBEHHOTO CPENCTBA, MPOM3BEICHHOE B
pe3ybTaTe OJJHOTO TEXHOJIOTHYECKOTO ITUKIIA €ro MPOU3BOIUTEICM;

26) perucTpanmoHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOTO TIpemnapara - J0KyMEHT, TOATBEPKIAI0NINN
(bakT rocy1lapcTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpernapara;

26.1) neprkarenb WM BIAJEIel PerHCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Tpenapara -
pa3pabdOTYMK JIEKAPCTBEHHOTO CPENCTBA, IPOW3BOJUTENH JICKAPCTBEHHBIX CpPEACTB WM HHOE
IOPHIINYECKOE JINIO, OOJajmaroiiee MpaBoOM BIAJICHHUS PETHCTPAIMOHHBIM YIOCTOBEPEHHEM, KOTOPHIC
HECYT OTBETCTBEHHOCTb 32 KauecTBO, 3(p(HEeKTUBHOCTH M 0€301MaCHOCTD JIEKAPCTBEHHOTO MIperapara;

(1. 26.1 BBeaen denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

27) perucTpalMoOHHbI HOMEp - KOJI0OBO€ 0003HAaYEeHUE, TPUCBOCHHOE JIEKAPCTBEHHOMY IpernapaTy
IIPH €r0 rOCyIapCTBEHHOM PEruCTpallnu;

28) oOpamieHue JIGKAPCTBEHHBIX CPEACTB - pa3paboTKa, JAOKIMHUYECKHE MCCICIOBAHHUS,
KJIMHUYECKHE HUCCIIC0BAaHUS, SKCIIEPTU3a, TOCYIaPCTBEHHAsS] PETUCTPAIlHs, CTAaHIAPTU3AIUS U KOHTPOJIb
Ka4yecTBa, MPOU3BOJICTBO, M3TOTOBJICHUE, XPaHEHUE, TIEPeBO3Ka, BBO3 B Poccuiickyro denepaliinio, BEIBO3
u3 Poccuiickoit ®enepanuu, pekiama, OTIYCK, pealu3aius, repejaada, NMPUMEHEHHE, YHHUYTOXCHHE
JICKaPCTBCHHBIX CPEJICTB;

(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-D3)

29) Cy6’LeKTBI 06paH_IeHI/I$I JICKApCTBCHHBIX CpPCACTB - (1)I/I3I/I‘leCKI/Ie Juima, B TOM YHCIIC
HHAUBUAYAJIBHBIC MNPCANIPUHHUMATCIIN, U HOPHANYCCKUC JIMIA, OCYIICCTBJANOMIUC ACATCIIBHOCTL IIPpHU
O6paH_IeHI/II/I JICKAPCTBCHHBIX CPCACTB,

30) pa3pa60TqI/H< JICKAPCTBCHHOI'O CpCACTBA - OpraHu3anus, 06J1a;[a}0u1as{ IpaBaMiu Ha pPC3YyJIbTAThI
JOKIIMHUYCCKUX HCCIe0BaHUH JICKAPCTBCHHOT'O CpCacTBa, KIMHHUYCCKHUX HCCIIeOBaHUH
JICKApCTBCHHOTI'O IIpCIiapaTta u (I/IJ'II/I) Ha TCXHOJIOTHUIO IMTPOU3BOJACTBA JICKAPCTBCHHOT'O CPCACTBA,
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(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

31) mpou3BOACTBO JICKAPCTBEHHBIX CPEACTB - JEATEIBHOCTH IO IPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEICTB OPTaHU3ANMSIMH - IPOW3BOJUTEISIMU JICKAPCTBEHHBIX CPEJCTB HA OJHON CTaIuH, HECKOJIBKUX
WJIM BCEX CTAJIUSAX TEXHOJIOTHMYECKOTO TPOIIecca, a TAKXKE 10 XPAHCHHUIO M PeaTH3aliyl MPOU3BEACHHBIX
JIEKapPCTBCHHBIX CPEJICTB;

31.1) mpou3BOACTBEHHAS TJIOMIAIKA - TEPPUTOPHATBLHO 000COOICHHBI KOMILIEKC IMPOU3BOIUTEIIS
JIEKApCTBEHHBIX CPEJCTB, TPEJAHA3HAYCHHBIA JUIS BBINIOJHEHHWS BCETO TIpoIecca IPOHU3BOJCTBA
JIEKApCTBEHHBIX CPECTB WM €r0 ONPEICTICHHON CTaIny;

(m. 31.1 BBeaen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) mpou3BOJUTENb JIEKAPCTBEHHBIX CPEACTB - OpraHU3alUs, OCYLIECTBIISIONIAsl MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU C TpeOOBaHUSAMHU HacTosero denepasbHOro 3aK0Ha;

33) ¢dapmareBTHUECKAs ACATEIBHOCTD - JIEATEIBHOCTh, BKIIIOYAlOIasi B ce0s ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU  CPEJICTBAMHU, MX XpaHEHHE, TNEepeBO3KYy U (WJIM) PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU TIpenaparaMu, HUX OTIYCK, XpaHEHHE, MEePEeBO3KY, HM3TOTOBJIEHUE JIEKAPCTBEHHBIX
MpenapaTos;

34) opraHuzanms  ONTOBOW  TOPTrOBIM  JICKAPCTBEHHBIMH  CPEJICTBAMH -  OpTraHH3aIus,
OCYILIECTBJISIIONIAsl ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMH CpPEICTBAMHU, UX XpaHEHHUE, IEPEBO3KY B
COOTBETCTBUU C TpeboBaHUsAMU HacTosmero denepanbHOro 3aKoHa;

35) anTeyHas opraHuzanMs - OpraHu3als, CTPYKTYPHOE TMOJpa3JCIiCHHEe MEIUIMHCKON
OpraHu3aliy, OCYIIECTBISAIONINE PO3HUYHYIO TOPIrOBIIIO JIEKAPCTBEHHBIMHU MpernaparaMu, XpaHEHHE,
MEePEeBO3KY, M3rOTOBJICHHE M OTIYCK JIEKAPCTBEHHBIX IMpEnaparoB A METUIIMHCKOrO MpPUMEHEHHS B
COOTBETCTBUU C TpeboBaHUsAMU HacTosmiero deaepaibHOro 3aKOHa;

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

36) BerepuHapHas anTeyHas OpraHu3alus - OpraHu3alus, CTPYKTypHOE MOJApa3/elieHue
BETEPUHAPHON OpraHU3aIUy, OCYIIECTBISAIONINE POZHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMH Mpenaparamu,
XpaHEHHUe, HU3TOTOBJICHUE M OTIIYCK JIEKAPCTBEHHBIX MpENaparoB IJisi BETEPUHAPHOIO MPUMEHEHHUS B
COOTBETCTBUU C TpeboBaHUAMU HacTosmiero deaepanbHOro 3aKOHA;

37) dpanpcudunupoBaHHOE JTEKAPCTBEHHOE CPENICTBO - JIGKAPCTBEHHOE CPEJCTBO, COMPOBOXKIAEMOE
JI0’KHOM MH(OpPMaIHel 0 ero cocTaBe U (WIK) IPOU3BOAUTEIIE;

38) HemoOpokayecTBEHHOE JICKAPCTBEHHOE CpPEICTBO - JICKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIEE TpeOOBaHUSIM (hapMaKOMEeHHON cTaThu TUOO B cliydyae €e OTCYTCTBHs TpeOOBaHUSM
HOPMAaTUBHOM TOKYMEHTAIIMU I HOPMAaTUBHOTO IOKYMEHTA;

39) xoHTpadaKTHOE JTEKAPCTBEHHOE CPE/ICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOAIIEecs] B 000poTe
C HapyLIEHUEM T'PAKJIAHCKOTO 3aKOHOIaTENbCTBA;

40) JAOKIIMHHUYCCKOC HUCCICIOBAHUC JICKApCTBCHHOT' O cpeacrsa - 6I/IOJ'IOFI/I‘ICCKI/IG,
MI/IKpO6I/IOHOFI/I‘-ICCKI/IC, HUMMYHOJIOTHYCCKHUE, TOKCHKOJIOTHYCCKUC, (bapMaKOJ'IOFI/IquKI/IC, (I)I/I3I/I‘-ICCKI/Ie,
XUMHUYCCKHUEC U JPYTUC UCCICAOBAHUA JICKAPCTBECHHOTO CPEACTBA IMYTCM NPUMCHCHUA HAYYHBIX MCTOZOB
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OLCHOK B LCJIAX NOJYUYCHHUA NOKA3ATCIbLCTB 6630HaCHOCTI/I, KaduecTBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPpCTBCHHOT'O
CpEICTBa;

4]1) KIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOI'O IIpenapara - H3Yy4YE€HHE IUarHOCTHYECKHUX,
Ne4eOHBIX, MPO(UITAKTUYECKHX, (HApMaKOJIOTUIECKUX CBOMCTB JIGKAPCTBEHHOIO Ipernapara B Ipolecce
€ro MPUMEHEHHUS y YeJOBEKa, >XMBOTHOTO, B TOM YHCJIE MPOIECCOB BCACBHIBAHUS, pPACHpPEACICHHUS,
HU3MCHCHUSA W BBIBCACHHA, ITIYTEM IMPHUMCHCHUA HAYYHBIX MCTOAOB ONCHOK B HCIAX IIOJTYYCHUS
J0Ka3aTeIbCTB 0€30MacHOCTH, KadecTBa U 3(P(EKTHBHOCTH JIEKAPCTBEHHOTO Ipenapara, JaHHBIX O
HCKCIATCIbHBIX PCaKOUAX OpraHu3dMa UYCJIOBCKA, XHUBOTHOIO Ha MPHUMCEHCHUC JICKAPCTBCHHOI'O
npernapata U 00 3¢deKxre ero B3aUMOAEWUCTBUSA C JPYIMMH JIEKAPCTBEHHBIMHU IpenaparaMu U (WJH)
IMUIICBBIMUA IIPOAYKTAMH, KOpPMaMHU;

42) MHOTOILIEHTPOBOE KIMHHYECKOE MCCIIECOBAHUE JICKAPCTBEHHOTO Tpernapara i MEIUIIMHCKOTO
MPUMEHEHUSI - KJIMHUYECKOE HCCIEOBaHUE JICKApCTBEHHOTO TIpenapara Uil  METUIIMHCKOTO
MIPUMEHEHHUS], TIPOBOIUMOE pa3pabOTUMKOM JIEKapCTBEHHOTO Mpernapara B JIByX M 0ojiee MEIUIIMHCKHUX
OpraHU3aIUAX 110 €AMHOMY ITPOTOKOIY KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara;

43) MexayHapoIHOE MHOTOIICHTPOBOE KIMHUYECKOE HCCIIEIOBAHHE JIEKAPCTBEHHOTO Mperapara
JUIS  MEJIUIMHCKOTO TPUMCHECHHS - KIMHHUYECKOE WCCIICIOBAaHUE JIGKAPCTBEHHOTO TIperapara Jyis
MEUIIMHCKOTO MPUMEHEHHS, TPOBOJAUMOE Pa3pabOTYMKOM JICKApPCTBEHHOTO Ipernapara B pPa3IUIHBIX
CTpaHax Mo €AMHOMY IIPOTOKOJY KIMHUYECKOTO UCCIIEI0BAaHUS JIEKapCTBEHHOTO Mpenapara;

44) MOCTPErucCTpallMOHHOE KIMHUYECKOE HCCIeOBaHUE JIEKApCTBEHHOTO Ipernapara Juis
MEJUIIMHCKOTO TMPUMEHEHHs] - KIMHHUYECKOe MCCIE0BaHUE JIEKAPCTBEHHOTO Ipernapara Juis
MEJUIIMHCKOTO TMPUMEHEHUSs, TPOBOAMMOE MPOU3BOIUTENIEM JIEKAPCTBEHHOTO Mpernapara, rpakIaHCKU
000pOT KOTOPOTO OCYILECTBISIETCS MOCE TOCYAapCTBEHHOW perucTpanuu, B LEISX JOMOJIHUTEIBHOTO
cbopa JaHHBIX 0 ero 6e30macHOCTH U AIPPEKTUBHOCTH, PACIIMPEHUS TOKa3aHUN K MPUMEHEHHUIO JTaHHOTO
JIEKapCTBEHHOT'O IpernapaTa, a TAaKXKe BbISIBJICHUS HEXKeTaTeNIbHBIX PEaKIIHMii MallueHTOB Ha €ro JAeHCTBUE;

45) wuccnenoBaHre OMOIKBHUBAJICHTHOCTH JICKAPCTBEHHOTO TIperapara - BHJ KIMHUYECKOTO
WCCIIIOBaHUS JICKAPCTBEHHOTO Tpernapara, MPOBEJACHUE KOTOPOTO OCYIIECTBIISICTCS JJIS ONPEIeIICHUs
CKOPOCTH BCAaChIBaHUS W BBIBEIICHHS OJIHOTO HJIM HECKOJBKUX 00Jamarommx (apMakoJIOTHIecKOn
aKTHBHOCTBHIO JICHCTBYIOIIMX BEHIECTB, KOJIMYECTBA JICKAPCTBEHHOTO TIpernapara, JIOCTUTAIOMIETO
CHCTEMHOTI'0 KPOBOTOKA, M PE3yJbTaThl KOTOPOTO IO3BOJIAIOT CIENaTh BBIBOJ O OMOIKBUBAJICHTHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOT'O TIpernapaTta B ONPEIEICHHBIX JICKApCTBEHHOH (popMe U J03UPOBKE,
COOTBETCTBYIOIINX (POPME H JO3UPOBKE PehepeHTHOIO JIEKAPCTBEHHOTO MIperapara;

(1. 45 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

46) HCCIICOJOBAHUC TepaHeBTquCKOﬁ OKBUBAJICHTHOCTHU JICKAPCTBCHHBLIX IIpCIapaTroB - BHI
KIIMHUYCCKOTO HUCCICAOBAaHUA JICKAPCTBCHHBIX NPEMapaToB, NPOBECACHUC KOTOPOTO OCYIICCTBIACTCA IJIA
BBISBJICHUS OJMHAKOBBIX CBOMCTB JICKAPCTBCHHBIX IIPEIIApaTOB onpeﬂeneHHoﬁ HeKapCTBeHHOﬁ (I)OpMLI, a
TaKkK€ HaJWu4usg OJUHAKOBBIX MOKa3aTeneu 0e30MmacHOCTH | 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHBIX
npenapaTroB, OAUHAKOBLIX KIIMHUYCCKUX 3(1)(1)6KTOB IIprU UX TPUMCHCHUU

47) MMPOTOKOJI KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara - HTOKYMCHT, B KOTOPOM
ONpCACIIAOTCA LCIIH, (I)OpMBI OpraHu3anu U METOHOJIOTrUs MPOBCACHUSA KIMHHUYCCKOTO HCCICIOBAHUA,
CTaTUCTHYCCKUE MCETO/JbI 06pa60T1<1/1 PE3YJIbTATOB TAaKOTO HCCICAOBAHUA W MCEPLI IO 00eCIIeYeHHIO
0e30IMacHOCTH (I)I/I3I/I‘-ICCKI/IX Jian, Y4aCTBYHOIIMX B KIIMHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOTO
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npernapara;

48) Oporiropa UCCIeA0BaTeNs - CBOJHOE U3JI0KEHUE PE3yJIbTaTOB JOKIMHUYESCKOTO MCCIICIOBAHUS
JICKApCTBEHHOTO CpPEACTBA M KIMHHYECKOTO HCCIENOBAaHMS JICKQPCTBEHHOTO TIpemapara s
MCIUIHUHCKOI'0 NPUMCHCHUA

49) uHPOPMALMOHHBIN JTUCTOK MAIlUEHTA - IOKYMEHT, B KOTOPOM COJIEpPIKATCs B IOCTYITHOH (hopme
CBEJCHUSI, Kacarolllecss MPOBOJAMMOTO KIMHUYECKOIO MCCIEIO0BAHUS JIEKAPCTBEHHOTO IMpernapara, U B
MUCBbMEHHOM (hopMe HOOPOBOJIBHOE COIIaCHE MAlMEHTa Ha y4acTHe B KIMHMYECKOM HCCIIEIOBaHUU
JIEKapCTBEHHOI'O Ipernapara MOociIe€ O3HAKOMIICHHA € OCOOCHHOCTSIMM KIMHMYECKOIO HCCIEIOBAHHUA,
MMEIOLMMU 3HaYeHHE I BBIPAKEHUS TAKOTO COTJIacHs;

50) moGouHoe [EeHCTBHE - peakluus OpraHu3Ma, BO3HUKINIAS B CBS3M C TMPUMEHEHHEM
JIEKApCTBEHHOTO TMpenapara B J03aX, PEKOMEHAYEMBIX B HHCTPYKIIUU TIO €ro NPUMEHEHUIO, s
poUIAKTUKH, TUATHOCTHKH, JICUCHUS 3a00JI€BaHUS WU I PEaOMIIHTAIINH;

50.1) HexenaTenpHas peaklUMsl - HENpeaHaMepeHHas HeONIarompusTHas peakiust OpraHu3Ma,
KOTOpasi MOKET ObITh CBsI3aHa C MPUMEHEHHEM JIEKaPCTBEHHOI'O IIperapara;
(. 50.1 BBenen @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Hass HeXeJaTelbHas PEaKIHs - HEKENaTeNbHAs pPeaklus OpraHu3Ma, CBs3aHHAs C
MPUMEHEHHEM JIEKapCTBEHHOTO TMperapara, MpUBEIIIas K CMEPTH, BPOXKICHHBIM aHOMAIHSM WIIH
MOPOKAM PAa3BHTHUs JIMOO TPEICTABISIONIasE COOOW Yrpo3y JKW3HH, TPeOYIOas TOCHHUTAIH3AIUN HITH
MpUBEIIAs K CTOMKON yTpaTe TPYJA0CTIOCOOHOCTH 1 (MJIM ) MHBAJIMIHOCTH;

52) HemnpenBHICHHAs HEXeJAaTelIbHAs PEAaKIUs - HEKENATeNbHAs Peakus OpraHu3Ma, KOTopas
CBsi3aHA C TNPUMEHEHHEM JICKapCTBEHHOTO Iperapara B J03aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KJIMHHYECKOTO HCCIICJOBaHUs, OpOIIope WCCIeIoBaTes, WM C IMPUMEHEHHEM JICKapCTBEHHOTO
mpernapara B J103aX, PEKOMEHIYEMBIX B HMHCTPYKIHH [0 €ro MNPHUMEHEHHWIO JUIS MPO(UIaKTUKH,
JMAarHOCTHKH, JICYCHUs 3a00JICBAaHUS WM MEIUIIMHCKON PeadHINTAlMU MAIMEeHTa, H CYIHOCTh, TSDKECTh
WIH HCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM INIpernapare, coJepiKalieics: B
MPOTOKOJIE €ro KIMHHYECKOTO WCCIECNIOBAHM, OpOIIIOpEe HCCIENOBATENI WM B HMHCTPYKIIMH IO
MIPUMEHEHHIO JICKAPCTBEHHOTO Mpernapara;

(. 52 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

52.1) dapmakoHang30p - BUA ACSITEIBHOCTH MO MOHUTOPUHTY 3((EeKTHBHOCTH U 0€30MacHOCTU
JIEKapCTBEHHBIX  MpENapaToB, HaNpaBlIEHHBIH HAa  BBIIBICHHE, OLEHKY U  MpPeJOTBpallCHHE
HeXKeJlaTeNIbHbBIX MMOCIIECTBUI IPUMEHEHHSI JIEKAPCTBEHHBIX MTPENapaToB;

(m. 52.1 BBeaeHn PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mmaH ympaBieHHs PHCKaMH - TOAPOOHOE OMHCAaHHE MEPOINpHUATHH Mo (apmMakoHAA30pY,
HaIlpaBJICHHBIX HA BBIABJIICHHE, OLEHKY U MPEIOTBpAEHUE WIM MUHUMHU3ALMIO PUCKOB, CBA3AHHBIX C
JIeKapCTBEHHBIMU TIperapaTaMu, BKIIto4Yasi OleHKY 3(pPEeKTUBHOCTH JaHHBIX MEPOTIPUSTHI;

(. 52.2 BBeaeH DenepalbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JEKapCTBEHHBIH NpenapaT - MEIUIMHCKUNA JOKYMEHT YCTAHOBJIEHHOW (OpMBI,
CoJiep/Kallluii Ha3HAu€HHE JIEKapCTBEHHOTO IpernapaTta JUlsi MEJUIMHCKOrO NPUMEHEHUs, BbIJAHHBIN
MEIULIMHCKUM pabOTHHKOM B LEJISIX OTIYCKa JIGKAPCTBEHHOIO Iperapara WM €ro W3rOTOBJIEHUS U
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OTITyCKa Ha OyMa)KHOM HOCHUTEJIE WJIM C COTJIACHsI MAallMeHTa UM ero 3aKOHHOTO MPEICTaBUTENs B (hopMe
AIIEKTPOHHOTO JIOKYMEHTA, TOANMCAHHOTO C WCIOJb30BAHUEM YCHJICHHOW KBaIH(DPUIIMPOBAHHOM
AJIEKTPOHHOW MOJNUCH MEAMLIMHCKOIO pabOTHUKA, JUOO JIOKYMEHT YCTaHOBJIEHHOW (hOopMbl,
coJiep KAl Ha3HAYCHHE JICKApPCTBEHHOTO Ipernapara Uil BETEPUHAPHOTO NPUMEHEHHs, BBIJAHHBIN
BCTCPHUHAPHBIM pa6OTHI/IKOM B HCJIKIX OTIIYCKa JICKAPCTBCHHOI'O IIpfriapata WM €ro HU3rOTOBJICHUSA H
OTITycKa Ha OyMa)KHOM HOCHUTEJIE;

(. 53 B pen. @eaepanpuoro 3akona ot 29.07.2017 N 242-D3)

54) TpeOoBaHMEe MEAMIIMHCKOW OpraHu3alliy, BETEPUHAPHON oOpraHu3almuyd - JOKYMEHT
YCTaHOBJIEHHOW (POPMBI, KOTOPBIN BBINMKMCAH MEIUIIMHCKUM HJIM BETEPUHAPHBIM PAOOTHUKOM, UMEIOIINM
Ha 3TO MpaBO, U COJECPKHUT B NUCBMEHHOW (opMe yKa3aHHE alTeyHON opraHu3aluuu 00 OTIyCcKe
JIEKapCTBEHHOI'0 Ipenapara MM O €ro M3rOTOBJIEHHMM M 00 OTIycKe Uil oOecledeHHs JIeueOHOro
rpolecca B MEIMLMHCKON OpraHu3alyy, BETEpUHApHON OpraHu3aliy;

55) KOMIUIEKCHasi OIleHKa JIEKApPCTBEHHOTO Tperapara - OIGHKa 3aperHCTPUPOBAHHOTO
JISKapCTBCHHOTO TIperiapara, BKIJaromas B ce0s aHam3 WHOOPMAIMY O CPaBHUTEIIBHON KITMHHYECKOM
3P PEeKTHBHOCTH M 0€30TIACHOCTH JIEKAPCTBEHHOTO TpenapaTa, OI[eHKY SJKOHOMHUYECKUX MOCIIEICTBUI €To
IMPUMCHCHUA, H3YUYCHHUC JOITOJIHHUTCIBHBIX HOCJ'IG)]CTBI/II\/’I MNPUMCECHCHUA JICKAPCTBCHHOI'O0 IIpcriapara B
oeIAX MPUHATUA peIHeHI/Iﬁ O BO3MOXHOCTHU BKIIOYCHHA JICKAPCTBCHHOTO IIp€riapara B IMCPCUCHDb
KHU3HCHHO HCO6XO}1I/IMLIX U BaKHEUIITHNX JICKAPCTBCHHBIX IMPEIIapaToB, HOPMATHUBHBIC IMPABOBLIC AKTHI U
WHBIC JIOKYMEHTHI, OTIPEACIISIOIINE MOPSIOK OKa3aHUs MEIUIIMHCKON MOMOIIH, WITH UCKITFOUEHHS €ro W3
YKa3aHHBIX MIEPEYHS, aKTOB U JJOKYMEHTOB;

(. 55 BBenmen dDenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

56) cucreMa MOHUTOPUHIA JIBIKEHHUS JICKQpPCTBEHHBIX MpEnapaTtoB s MEIUIUHCKOTO
npUMeHeHusl - (QenepanbHas rocydapcTBEHHAs HH(POpPMAIMOHHAs CHCTEMa MOHMTOPUHIA JBUKCHUS
JIEKapCTBEHHBIX IMIPENaparoB Mjs MEIUIIMHCKOrO0 TMPUMEHEHHS OT MPOU3BOAMUTENS [0 KOHEYHOTO
MOTpEeOUTENss C HCIOJIb30BAHUEM B OTHOILIEGHUM JIEKAPCTBEHHBIX IMPENapaToB s METUIIMHCKOTO
MIPUMEHEHHUSI CPEICTB UACHTH(PUKAIUY.

(. 56 BBenen DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Magea 2. NONHOMO4U1A ®EAEPAJIbHLIX OPTAHOB VICHOHHVITEﬂbI:IOVI 5
BINNACTW, OPFAHOB UCNOJIHUTENIbHOU BJTIACTU CYBBEKTOB POCCUUNCKOU
®EAEPALIMN NPU OBPALLEHUU NEKAPCTBEHHbLIX CPELACTB

Cratba 5. lNMonHomouusa eapepanbHbIX OPraHOB MCNONHUTENLHOW BIacTU npu
obGpalleHMn nekapcTBeHHbIX CpeacTB

K monromouunsm (I)e,[[epaJ'ILHLIX OpraHOB HUCIIOJIHUTEIIPHOM BJIACTH npu O6paH_leHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) nposenenne B Poccuiickoit ®enepauuu eaUHON TOCYJApCTBEHHON MOJUTUKM B 00JacTu
oOecrieueHus JeKapCTBEHHBIMU IpenapaTamMu rpaxkaad B Poccuiickoii @eneparum;
(B pen. denepanpHOrO 3aK0oHa OT 22.12.2014 N 429-D3)

2) yrBepxkjaeHHe oOmMUX (apMaKoNMEeWHbIX CTaTei, (apMakoNMeWHBIX CTaTed, W3JaHHE
rocynapcTBeHHOU (hapmakoren, Co3aHne U BeACHHE peecTpa papMakoneHHbIX CTaHIapTHRIX 00Pa3IoB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

www.consultant.ru Crpannna 12 u3 127
HajIe:KHAsl IPAaBOBas MOAJEPKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Denepanbusblii 3akoH o1 12.04.2010 N 61-03
(pexn. or 06.06.2019)
"O6 oOpalIeHNH JICKAPCTBEHHBIX CPEACTB"

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jara coxpanenus: 20.06.2019

3) ocyiecTBIEHUE TOCYIAPCTBEHHOTO KOHTPOJS (Ham30pa) B cdepe oOpalieHus JIeKapCTBEHHBIX
CpEACTB;
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

4) MUIIeH3WPOBaHKE TIPOU3BOCTBA JICKAPCTBEHHBIX CPEJICTB U (DapMaIieBTHUECKON JICATSIHBHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickon denepanuu;

5) opraHuzanmsi SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ITUYECKOW SKCIEPTHU3bI BO3MOKHOCTH
MPOBEACHUS KIMHUYECKOTO MCCIIEA0OBaHUS JIEKAPCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHUS,
OKCIICPTU3BL JOKYMCHTOB, MNpEACTABJIICHHBIX  JIA ONPCACIICHUA BO3MOKHOCTU pacCMaTpuBaTb
JIEKAPCTBEHHBIM MpernapaTr il MEAUIUHCKOTO IPUMEHEHHs NPU TOCYJAapCTBEHHOM DPETHCTpalUu B
KauecTBe Op(aHHOTO JIEKAPCTBEHHOT'O IIpenapara;

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

5.1) opraHu3anus NpPOBEACHUS KOMIUIEKCHOM OIICHKM JIEKapCTBEHHOTO Ipernapara B HENsIX
MPUHATHSL PELIEHU O BO3MOXHOCTH BKJIFOYEHUS JIEKAPCTBEHHOI'O IpErapara B IEPEYEHb XKU3HEHHO
HEOOXOJIMMBIX M Ba)XHEHIINX JEKapCTBEHHBIX MpENnapaTroB, HOPMATHUBHBIC IPaBOBbIE aKThl U HHBIE
JOKYMEHTBI, OIpPENEISIONINE NOPANOK OKa3aHHWA MEAMIMHCKOM IMOMOINM WM HCKIIOYEHHS €ro W3
YKa3aHHBIX [IEPEYHs, aKTOB U JOKYMEHTOB;

(m. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) BbIlaya pa3pelieHuil Ha MPOBEJICHNE KIMHUYECKUX UCCIIEIOBAaHUN JIEKapCTBEHHBIX IIPENaparosB,
BEJICHUE PEeecTpa BBIAAHHBIX pa3pellieHUui Ha MPOBeIeHNE KIMHUYECKUX HCCIIEOBAHUM JIEKapCTBEHHBIX
MpenapaTos;

7) TOCymapcTBEHHAas pErucTpalusi JIEKapCTBEHHBIX MPernapaToB, BEICHHE TIOCYIapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPE/CTB;

8) opranmzanus u (WiK) MPOBEICHUE HHCIIEKTUPOBAHUS CyObEKTOB 00PAIICHNSI JICKAPCTBEHHBIX CPEIICTB
Ha COOTBETCTBHE MPAaBUIIaM HaJIJICKAIIEH JJaAOOPaTOPHON MPAKTUKH, IPABHIIAM HaJIeKaIIeH
KJIMHHYECKOW NIPAaKTUKH, IPaBUJIaM HAJUICKAIICH TPAKTUKNA XPAHESHUS U TEPEBO3KH JICKAPCTBEHHBIX
MperapaToB, MPaBUIaM HAJICKAIICH AUCTPUOBIOTOPCKOM MPAKTHKH, TPABHIIAM HAJISKAIICH alTeYHON
MPAKTUKH;

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

8.1) opranuzanus u (WIKM) MPOBEICHHE MHCIIEKTUPOBAHHS CYOBEKTOB OOpaleHHs JIEKapCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHHSAM IPABHWJI HaJICXKAIEH MMPOM3BOJICTBCHHON MPAKTHKH, BbIJadya
3aKIIOYCHUH O COOTBETCTBUHU IPOU3BOAMUTENSA JIEKAPCTBEHHBIX CPEJICTB TPEeOOBAHUSIM  TPABHII
HaJUIe)KAIIeH MPOU3BOJICTBEHHON MTPAKTHKH;

(m. 8.1 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

8.2) ycraHOBIEHHE TOpsAKAa BEICHHS M BEICHHWE TOCYJapCTBEHHOTO peecTpa 3aKIIUYeHUN o
COOTBETCTBUU  TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TMpaBHI  HaJUIexarlen
MIPOU3BOJICTBEHHOMN MPaKTUKH;

(m. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

9) rocyaapCrBCHHass  peructpanus IMpPCACIbHBIX  OTIYCKHBIX  IICH HpOHSBOIIHTCJ'ICﬁ Ha
JICKApCTBCHHBIC IMIPCIIapaTbl, BKJIKOYCHHBLIC B IICPCUCHL KU3HCHHO HCOGXOI[I/IMBIX U BaXHEHIIHNX
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JICKApCTBCHHBIX IMpPCHaparoB, W BCACHUC TOCYAAPCTBCHHOI'O peeCTpa MNPCACIIbHBIX OTIYCKHBIX IICH
HpOI/I?;BOIII/ITeJIeﬁ Ha JICKApCTBCHHBIC NpPCHapaTbl, BKIIFOYCHHBIC B IICPCUYCHDb JKXU3HCHHO HCO6XOIII/IMBIX n
BAKHEWILINX JICKAPCTBEHHBIX IIPENapaToB;

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

9.1) cormacoBaHue MPOEKTOB PEHICHUI OPraHOB MCIIOJIHUTEIBHON BJIACTU CYOBbEKTOB Poccuiickoit
Oenepanun 00 yCTaHOBICHMH W (WIM) W3MEHEHUM TMPEACIBHBIX DPa3MEpPOB OMNTOBBIX HAI0aBOK U
MPEETbHBIX Pa3MEpPOB PO3HUYHBIX HAT0aBOK K (DaKTHYCCKHUM OTIYCKHBIM IICHAM, YCTAHOBJICHHBIM
MIPOU3BOIUTENSIMU  JIEKAPCTBEHHBIX TIPEMapaToB, Ha JIEKAPCTBEHHBIC IMperapaThl, BKIIOUEHHBIE B
MepevYeHb )KU3HEHHO HEOOXO0IMMBIX M BKHEHIIINX JICKaPCTBEHHBIX MPENapaTos;

(. 9.1 BBenen ®enepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) ycraHOBIIEHHE MOPsIIKa BBO3a JIEKAPCTBEHHBIX CpelCcTB B Poccuiickyto ®denepanuio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB n3 Poccuiickoit denepanmu;
(. 10 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

10.1) BpI1aua, yCTAaHOBJIEHUE MOPSJIKA BbIIAYM U (POPMBI TOKYMEHTa, KOTOPBIN MOATBEPKIAET, YTO
MIPOM3BOJICTBO JIEKAPCTBEHHOIO IpernapaTa OCYIIECTBICHO B COOTBETCTBUU C TPEeOOBAHUSIMHU MPABUII
HaJuiexKalled MpPOU3BOJACTBEHHON MpaKTHUKU, W TMOJIEKHUT NPEACTABICHHUIO 1O TpPeOOBAHUIO
YIOJITHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIHN Ipenapar;

(m. 10.1 BBegen denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

10.2) BpImauya, ycTaHOBJIEHWE TMOPSAKA BbIIAYM W (HOPMBI TOKYMEHTA, COJEP)KAIIETO CBEACHHUS O
CTaAMSIX TEXHOJIOTMYECKOTO MpoIlecca MPOU3BOJCTBA JICKAPCTBEHHOTO CPEICTBA ISl MEIUIIMHCKOTO
MIPUMEHEHHSI, OCYIIECTBIIIEMbIX Ha TeppUTOpUN EBpa3HiicKoro SKOHOMHUYECKOTO COI03a;

(nm. 10.2 BBenmen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3nanue coBeTOB IO BOIPOCAM, CBSI3aHHBIM C OOpAaIlEHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecranus u cepTUdUKALUS CICIHATUCTOB;
13) yrpatun cuiry ¢ 1 centsopst 2013 roga. - @enepanbubiii 3akoH oT 02.07.2013 N 185-D3;

14) ocymectBiieHue papmakoHaa3opa;
(m. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-03)

15) yuactue B MEXIyHapOJIHOM COTPYAHUUYECTBE;

16) MOJIYHYCHHUC I10 3alpocaM YIHOJIHOMOYCHHOT'O Q)eﬂepanLHoro opraHa HCIIOJHUTEILHOM BIACTH OT
OpraHoB HUCIIOJHUTEILHON BIIACTH CY6’[>6KTOB Poccuiickoit d)ez[epaunn, a TakKXKeE OT CY6LGKTOB
O6paH_[eHI/I$I JICKAPCTBCHHBIX CPCACTB JId MCIUIHMHCKOI'O IMPUMCHCHHA I/IH(i)OpMaLII/II/I o BOIIpOCaM
YCTAHOBJICHUA U IIPUMCHCHUS [ICH HA JICKAPCTBCHHBIC ITPCIIapaThbl U HaI[6aBOI( K HUM,

17) MMPUMCHCHUC MEP OTBCTCTBCHHOCTHU 34 HAPYIICHHUEC 3aKOHOAATCIILCTBA Poccuiickoit d)ez[epaunn;

18) yrBepkJeHHE TpaBWII HauIeXkKalled 1adopaTOpHOM NPAaKTUKW, MPaBUI  HaJIeKaIlen
KJIMHUYECKOW TMPAKTUKH, MPaBUI Ha/JeKalleld MpOU3BOACTBEHHOM MPaKTHKH, MPaBWI HaJyIexaliei
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NIPAaKTUKKH  XPaHEHWsT W IIEPEBO3KM  JICKAPCTBEHHBIX  IIPENaparoB, IPaBUJl  HaJyleKallen
IUCTPUOBIOTOPCKOW TPAKTUKW, MPaBHJ HaJIeKalled anTeyHON TMPaKTHKH, NpPaBWII HaJUIexKalei
MPAaKTUKK (hapMaKOHAA30Pa JIEKAPCTBEHHBIX MPETapaToB sl MEIUIIMHCKOTO TPUMEHEHHS,

(n. 18 BBenieH DenepanbHbIM 3aKk0OHOM OT 22.12.2014 N 429-03)

19) ycranoBienue nopsaka GopMUPOBAHUS PETMCTPALIMOHHOTO JI0ChE HA JIEKAPCTBEHHBIH Mpenapar

U TpeOOBaHMIA K JOKYMEHTaM B €70 COCTAaBe;
(n. 19 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-03)

20) yTBepK/ieHHE MPaBHJI palliOHATIBHOTO BEIOOpA HAMMEHOBAHUI JIEKAPCTBEHHBIX NMPENapaToB AJis
MEJUIIMHCKOTO PUMEHEHUS,
(. 20 BBenieH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepikJieHHE NepeyHsl HAMMEHOBAaHUI JIEKapCTBEHHBIX (POPM;
(. 21 BBenen ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) ¢opMupoBaHHE peecTpa THUIOBBIX MHCTPYKUMH 1O MEIUIUMHCKOMY MPUMEHEHUIO

B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX MTPENapaToB;
(. 22 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yrBepxaeHue TpeOOBaHUI K MHCTPYKIIMU 10 MEAWIIMHCKOMY NMPHUMEHEHUIO JEKapCTBEHHBIX
MPerapaToB U K MHCTPYKIIUH 110 BETEPHHAPHOMY IIPUMEHECHHUIO JICKAPCTBEHHBIX MPEMapaToB;
(. 23 BBenen dDenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

24) npocyneOHOE 3aKpbITHE CAMTOB, coJAepkKamMKMX WHHOPMAIIMIO O POZHUYHOM TMPOJaKe
JUCTaHLIMOHHBIM CIOCOOOM, MPEUIOKEHHE O NPUOOPETECHUHM TUCTAHIIMOHHBIM CIOCOOOM, JOCTaBKE
JTUCTAHIIMOHHBIM crocoOoM U (wim) mnepenadye (U3MYECKOMY JIUIY JAUCTAHIIMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIX  MPEMapaToB, HAPKOTUYECKUX JIEKAPCTBEHHBIX IpErnaparoB M  ICUXOTPOIMHBIX
JIEKapCTBEHHBIX IPErnapaToB, 3a UCKIIOYEHUEM CllydaeB, YCTaHOBIIEHHBIX [IpaBurenscrBom Poccuiickoii
denepanuu.

(1. 24 BBenen dDenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynerantllntoc: npumeuanue.
C 29.11.2019 cr. 5 mononusercs 1. 25 (D3 ot 28.11.2018 N 449-D3).

Koncynprantllntoc: mpumedanue.

[Tonoxenust crateu 5.1 pacnpocTpaHSIOTCS Ha MOJIHOMOYHUS (hefepalbHBIX OPraHOB MCIIOIHUTEIHHON
BJIACTHU, KOTOpbIE HE TMEpeaHbl IS OCYIIECTBICHHUS OpPraHaM TOCYJapCTBEHHOW BIIACTU CYOBEKTOB
Poccuiickoit @eneparuu 1 opraHaM MECTHOTO CaMOYIPABIEHHUS COOTBETCTBYIOUIUMU (eepalbHBIMU
3aKOHAMH.

Cratba 5.1. lepemaya ocywecTBNeHUsa mnofHoMouun eaepanbHbIX OpPraHoB
MUCNOSIHUTENIbHOW BRacTu npu oOpalleHMn JfneKapCTBeHHbIX CpeacTB opraHam
UcnonHuTenbHOM BnacTm cyobektoB Poccumnckon Pepgepaumm

(BBenena denepanbHbIM 3ak0HOM OT 13.07.2015 N 233-D3)
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[TomHoMoumst (heaepanbHBIX OPTaHOB HMCIIOJHUTEIBHON BJIACTH NpU OOpALICHUM JIEKapCTBEHHBIX
CPEICTB, NPENYCMOTpEHHble HacTosuM @DenepaabHbIM 3aKOHOM, MOTYT IepelaBaThCs s
OCYILIECTBIICHHWsI ~ OpraHaM  HWCHOJHHUTENBbHOW  BiIacth  cyObekroB  Poccuiickoir  Deneparyu
nocraHosieHusMu [IpaBurensctBa Poccniickoit denepanuu B nopsake, ycraHoBIeHHOM dDenepalbHbIM
3aKOHOM OT 6 okTs0ps 1999 rona N 184-®3 "OO6 o0mux NpUHLKIIAX OPraHU3alMM 3aKOHOJATENIbHbIX
(IpeacTaBUTENBHBIX) U HCIOJHUTENIBHBIX OPraHOB IOCYIAapCTBEHHOW BiacTH cyObekToB Poccuiickoit
Oenepanun".

Crtatba 6. NlonHOMO4YMA OpraHOB UCMNOSIHUTENILHOW BrlactTn cybbekta Poccunckon
Pepepaumm npu odpaLleHNM NeKapCTBEHHbIX CPpeacTB

K mnonHOMOUYMSM OpraHoB HCHIOJIHHUTENBHOW Biactu cyobekta Poccuiickoit ®enepanuu npu
00pallleHNH JIEKAPCTBEHHBIX CPEICTB OTHOCSTCS:

1) pa3paboTka 1 peanusaiysi peruoHaJIbHBIX MPOTrpaMM 00eCIIeYeHHsI HACEeJIeHUS JIEKapCTBEHHBIMU
npenapaTamu;

2) yCTaHOBJICHUE TPENICTBHBIX Pa3MEpPOB ONTOBBIX HA0ABOK W MPEACTBHBIX Pa3MEPOB POSHUYHBIX
HaI0aBOK K (DAKTUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM TIPOW3BOJUTEIISIMH JIEKAPCTBEHHBIX
MpenapaToB, Ha JIGKAPCTBEHHBIC Ipemaparhl, BKIIOYCHHBIE B TEPEUYCHb KU3HEHHO HEOOXOIUMBIX M
BAKHEWIIINX JICKAPCTBEHHBIX [TPENapaTos;

3) OCYIIECTBJIGHHE PETHOHAIBHOTO TOCYAapCTBEHHOTO KOHTPOJS 3a IPHUMEHEHHEM IIeH Ha
JICKApCTBEHHBIE TMpEraparhbl, BKIIOYECHHBIC B TIEpEYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX
JICKApCTBEHHBIX IPEMapaToB, OpraHU3alMsIM{A ONTOBOM TOPTOBJIM, AaNTEYHBIMH OPTraHHU3ALUSIMH,
WH/IMBHYTbHBIMH TIPEIIPUHIMATEISIMA, IMCIOIIIMMH JIMIIEH3UIO Ha (hapMaIleBTHUECKYIO JICSITEIbHOCTh;
(B pen. denepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) mpuHsATHE perieHUs 00 WCIOJIb30BAaHWU HA TeppuTOpuu cyOobekTa Poccmiickoit denepammu
Hapsi1y ¢ pelenTaMy Ha JeKapCTBEHHbIE Mpenapathl, 0(hoOpMICHHBIMU Ha OyMa)KHOM HOCHUTEIIE, PELIENTOB
Ha JIEKapCTBEHHBIE MpernapaThl, CHGOPMUPOBAHHBIX B (DOPME JIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBeien denepanbHbIM 3aK0OHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOTIEA

Cratba 7. Paspabotka u u3paHue rocypnapctBeHHou dapmakoneu, pasmellueHue
AaHHbIX O HeH

1. Tlox rocynapcTBeHHOH (apmakomneeil MOHMMaeTcsi CBOJA OOMMX (hapMakONEeHHBIX cTaTed U
(bapMakoneHHbIX cTaTeH.

2. Pazpaborka oOmmx ¢apMakoneHelx cTarel W (apmakoneiHbIX cTaTel, B TOM YHCIE
¢dapmakonelHbIXx craTe Ha (apMakomnelHble CTaHAapTHble 00pa3lbl, W BKIOYEHHE UX B
rOCyJapCTBEHHYIO (DapMaKOIEe OCYLIECTBISAIOTCA B TOPSJIKE, YCTAHOBJICHHOM YHOJHOMOYEHHBIM
(benepaabHBIM OPraHOM UCTIOJHUTENILHON BIACTH.

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

3. Pazpabotka hapmakorneiiHol cTaThi Ha pedepeHTHBIN JIeKapCTBEHHBIN IpenapaT ¥ BKIIOYSHHE
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ee B TOCyIapCTBEHHYIO (PapMakorelo B TEUYEHHE CPOKa JEHCTBHS 3aIIMTHl MCKIIOYHTEIBHOTO TpaBa,
YIOCTOBEPEHHOI0 MaTeHTOM Ha pe(epeHTHBbIN JIEKapCTBEHHBIN Mpenapar, OCYIIECTBISIOTCS C COTJIacusl
ero pa3zpaboTumKa.

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

4. TocynmapcTBeHHas (apMmakores H31aeTCd  YIOJHOMOUYEHHBIM  (elepajbHbIM — OpPraHoOM
WCTIOJITHUTEIBHOM BIIACTH 33 CYET CPEACTB (ellepaibHOTo OI0PKeTa U MOJUICKHUT IEPEH3AaHusIM HE PeKe
4eM OJMH pa3 B IIATh JIET, B MEPHOJ MEXKIY KOTOPHIMH H3JAIOTCS MPUIOKEHHUS K TOCyJapCTBEHHON
(dapmakoriee, cozaepxamue oOume ¢dapmakonelHbsle ctaThu W (W) (apMakorneiHble CTaThH,
YTBEpKJICHHBIE TTOCIIE U3AaHUS WU TePEU3IaHus TOCYIapCTBEHHOH (apMaKorieu.

5. VYnonmHoMoOuYeHHBIN (enepasbHBI OpraH HWCIOJHHUTEIHHOW BJIACTH pa3MeENlaeT [aHHBIE O
rOCyJapCTBEHHOU (hapmakoriee U MPUIOKEHUAX K He Ha CBoeM o(uIMaIbHOM caiite B cetu "MuTepuner”
B YCTAaHOBJICHHOM MM TIOPSIJIKE.

Masa 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OEPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Ctatba 8. JlMueH3mpoBaHue nNpPoOM3BOACTBA JIEKAPCTBEHHbLIX CpPeaAcTtB U
c¢hapmaueBTUHECKON AEATENILHOCTHU

1. JIunieH3upoBaHUE TTPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB M (DapMaIleBTHUYECKOHN NEATETLHOCTH
OCYILECTBJISIETCS B COOTBETCTBUU C 3aKOHOIaTeNbCTBOM Poccuiickoit denepanum.

2. O0sA3aTeNnbHBIM YCIOBUEM MPEIOCTABICHUS JIMLIEH3UN Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIISIETCS MPUJIOKEHUE K 3asBJICHHUIO COMCKATelNls JMIEH3UH IEpeyuHs JIEKAPCTBEHHBIX (GOpM M (WUIIN)
BUJIOB (hapMalleBTUUECKUX CYOCTaHLIUN, KOTOpbIE MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB HaMEpeH
MIPOU3BOJIUTE.

3. B ciyyae HEOOXOAMMOCTH PACHIUPEHUS TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB 32 CUET HOBBIX
JIEKapCTBEHHBIX (OPM U BHUAOB (papMaleBTUUECKUX CYOCTaHIMI MPOU3BOIUTENb JIEKAPCTBEHHBIX
CPEICTB J0JKEH MOJYYUTh HOBYIO JIMIIEH3UIO Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB.

Cratba 9. [locymapcTBeHHbIW KOHTponb (Hag3op) B cdepe ob6paweHus
neKkapcTBEHHbIX CPeacTB
(B pen. denepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

1. F'ocynapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpaleHus JIeKapCTBEHHBIX CPEIICTB BKIIFOYACT B
ceos:

1) JIMIEH3UOHHBIN KOHTpPOJIb B C(pepe MNpOU3BOJACTBA JICKAPCTBCHHLIX CPEACTB H B C(1)epe
(l)apMaHeBTquCKOﬁ ACATCIIBHOCTH,

2) (denepanbHBI roCy1apCTBEHHBIN HA/30p B cdepe 0OpalieHus JIeKapCTBEHHBIX CPEJICTB;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBa JIEKAPCTBEHHBIX CPECTB.
(. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)
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2. JIueH3MOHHBIM KOHTPOJIb B cepe MpOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U B cdepe
(bapManeBTHUECKOW JIEATETPHOCTH OCYHIECTBISICTCS  YIOJHOMOYEHHBIMH  (heiepabHBIM — OPraHOM
WCIIOJIHUTEIBHON BJIACTH M OpraHaMH HCIIOJIHHUTEIBHOW BIIACTH CyOBeKTOB Poccuiickoit ®deneparuu
COrJIaCHO MX KOMIIETEHIIMM B IHOpsAJKe, ycTaHOBIeHHOM (DenepanbHbiM 3akoHOM OT 26 aexabps 2008
roga N 294-®3 "O 3amure npaB IOPUAWYECKUX JIUI U WHIAUBUAYAJIbHBIX IpeANpUHUMATENEH HpU
OCYILIECTBJICHUN TOCYAapCTBEHHOTO KOHTPOJS (HaA30pa) MU MYHUIMIAIBHOIO KOHTPOJIS"', C y4eToM
0COOEHHOCTEH OpraHu3aly U MPOBEICHHs TIPOBEPOK, YCTAaHOBIIEHHBIX DeiepaabHbIM 3aKOHOM OT 4 Mas
2011 roma N 99-®3 "O nuiieH3upoBaHUM OTAEIbHBIX BUIOB JESTEIBHOCTH" .

3. @enepanbHbIl TOCYIAapCTBEHHBIM Haa30p B cdepe oOpallleHus JIEKapCTBEHHBIX CPEJICTB
OCYILIECTBIISIETCSl YIIOJHOMOYEHHBIMHU (pefiepaibHbIMU OpPraHaMu HCIIOJHUTENBHOM BlacTH (Janee -
OpraHbl TOCYJapCTBEHHOI'O HaA30pa) COIVIACHO HX KOMIETEHIMHU B TMOPSJIKE, YCTaHOBICHHOM
[IpaBurensctBOoM Poccniickoit denepanum.

4. @enepalbHbIIl TOCYJapCTBEHHBIH HaI30p B cdepe oOpallleHus JEeKapCTBEHHBIX CPEJICTB
BKJIFOYAET B ceOs:

1) opranuzamuio U MpoOBEJACHUE TMPOBEPOK COOMIOACHUS CyOBEKTaMH OOpAaIeHUs JEKAPCTBEHHBIX
CPEICTB YCTaHOBJIEHHBIX HacTosmnM DenepanbHbIM 3aKOHOM U MPUHATBIMA B COOTBETCTBUU C HUM
WHBIMM HOPMaTHBHBIMHU IpaBOBBIMU akTaMu Poccuiickoit denepanuu TpeGoBaHMA K JOKIMHUYECKUM
HCCIEA0BaHUSAM JIEKAPCTBEHHBIX CPEICTB, KIIMHUYECKUM HCCIIEIOBAHUSIM JIEKAPCTBEHHBIX MPENaparos,
XpaHEHUIO0, TepeBO3Kke, BBO3Y B Poccuiickyro @enepanuio, OTIYCKY, peaju3aldd JIEKapCTBEHHBIX
CPENCTB, MPUMEHEHHIO JIEKAPCTBEHHBIX MPENAPATOB, YHUUTOKEHHUIO JIEKAPCTBEHHBIX CPENICTB, a TaKkKe
COOJIO/IEHNST  YIIOJITHOMOYCHHBIMH ~OpraHaMM  HMCIOJIHUTEIbHON BiacTH CyObekToB Poccuiickoit
@denepalii METOJUKH YCTAHOBJICHUS TpPEAETbHBIX pPa3MEpPOB OMNTOBBIX HAA0ABOK M TMPEeNIbHBIX
pa3MepoB PO3HUYHBIX Ha/0aBOK K (PaKTUYECKUM OTITYCKHBIM II€HaM, yCTaHOBJIEHHBIM MPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX I[pEnapaToB, Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIOYEHHBIE B IEPEUYEHb MKU3HEHHO
HEO0OXOIMMBIX M BaXKHEUIINX JIEKApCTBEHHBIX IIPEnaparToB (jajee - 00s3aTenbHble TpeOOBaHus);

2) opraHuzalio 1 MpoBeJeHHE TPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOSAIIUXCS B
rpakJaHCKOM 000POTE, YCTaHOBJICHHBIM TPEOOBaHUSIM K UX KaUEeCTBY;

2.1) npoBeaeHNE KOHTPOJIBHBIX 3aKYyIMOK B LIETSAX MPOBEPKU COOMIOACHUS CyOBEeKTaMu OOpalieHus
JIEKaPCTBEHHBIX CPEJICTB, OCYILECTBISIONIMMHU PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IperapaTraMu
JUIS MEIUILMHCKOTO MPUMEHEHHs, MPaBUI OTIyCKa JIEKAPCTBEHHBIX MPENapaTroB JUIsl MEAUIIMHCKOTO
npUMeHeHusT ¥ (Wiu) 3ampeta npoAaxd  (HanbCHUPHUIIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HeZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

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

3) opraHu3anuio 1 nposeaeHue hapmMakoHaA30pa,;

4) npuMeHeHre B MOpsAKe, YCTAHOBICHHOM 3aKOHOJaTeabcTBOM Poccuiickoit denepannu, Mep no
IIPECEUYEHUIO BBISBICHHBIX HapYIIEHUH 00s3aTelbHbIX TpeOOBaHUNA M (MJIM) YCTPaHEHHIO MOCIEACTBUI
TaKMX HapyIIEHWH, B TOM 4YHUCJIE TPUHATHE DPEUIEHUS O HAXOXKIEHUM JIEKAPCTBEHHBIX CPEICTB B
oOpaleHny, BeIavy NpeanucaHuil 00 ycTpaHEHUH BBISIBICHHBIX HApyLICHUH 00s3aTelbHbBIX TpeOOBaHHH
U IIPUBJICYEHNE K OTBETCTBEHHOCTH JIUL, COBEPIIMBIINX TAKHE HAPYIICHHUS.

(dactp 4 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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5. ®@epepanbHBIA TOCYNApCTBEHHBIH Ham30p B cdepe oOpaimieHus JIEKapCTBEHHBIX CPEICTB
OCYIIECTBJISIETCSL B MOPSAKE, yCTaHOBIEHHOM DesepanbHbIM 3akoHOM oT 26 aexadbps 2008 roma N 294-
@3 "O 3amure npaB IOPUAUYECKUX JHI U MUHAUBUAYAIBHBIX NPEANPUHUMATENEH NpU OCYIIECTBICHUU
rOCYIapCTBEHHOTO KOHTPOJIA (Haa30pa) M MYHHIMIIAILHOTO KOHTPOJA', C y4E€TOM OCOOCHHOCTEH,
YCTaHOBJIEHHBIX HacTosilled cratheil. IlpenBapurenpbHOe cOTjlacOBaHHME C OpraHaMH IPOKYpaTyphl
CPOKOB TIPOBEJICHHsI BHEIIAHOBOW MPOBEPKH CYOBEKTOB OOpAaIeHHUs JICKAPCTBEHHBIX CPEICTB, a TAKXKe
MPEBAPUTEIILHOE YBEAOMIICHUE FOPUAWYECKHUX JIUI, WHIUBUAYAJIbHBIX NpPEANPUHUMATEICH O Havaje
MpOBEACHUSI ATOW TMpoBepKH He Tpedyercs. OpraHbl MPOKypaTypbl H3BEMIAIOTCS O TPOBEIACHUU
BHEIUTAHOBOH TIPOBEPKU CYOBEKTOB OOpaIeHHsl JIEKAPCTBEHHBIX CPEACTB TOCPEICTBOM HAIPABICHHS
COOTBETCTBYIOIINX JOKYMEHTOB B TEUEHHE TpeX pabOuYMX JHEH ¢ MOMEHTa OKOHYAHHWS MPOBEICHHS
YKa3aHHOM BHEIUJIAHOBOU IMPOBEPKH.

(dacthb 5 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. JIOKHOCTHBIE JHMIla OpraHa TOCYJapCTBEHHOTO HaJI30pa B TOPAIKE, YCTAaHOBICHHOM
3aKoHoJIaTenbcTBOM Poccuiickoit denepannu, UMEIOT MPaBo:

1) mony4yaTh Ha OCHOBAaHMH MOTHBHPOBAHHBIX MHCHbMEHHBIX 3aIPOCOB OT CyOBEKTOB OOpaIIeHHs
JIEKApCTBEHHBIX CPEJICTB, OPTaHOB HCIIOJHUTEIBHONW BIacTH CyOBeKTOB Poccuiickoit denepanuu u
OpraHoB MECTHOTO CaMOYIpaBJCHUS JOKYMEHTHI H WHPOPMAIMIO TI0 BOMpocaM oOpamieHus
JIEKapCTBEHHBIX CPEJICTB;

2) OecrnpensTCTBEHHO IO TMPEABABICHUH CIY)KEOHOrO YIOCTOBEPEHHS U KONUM TIpHKas3a
(pacnopspkeHus) opraHa rocylapcTBEHHOIO HaJ30pa O Ha3HAUYE€HUU MPOBEPKH MOCEIIaTh MCIOJIb3yeMbIe
IOPUAMYECKUMHU  JIMIIAMH, WHAUBUAYAJIbHBIMU TMPEANPUHUMATENAMHU, SBJISIONIMMUCS —CyOBbEKTaMu
oOpallleHHsl JIeKapCTBEHHBIX CPEICTB, NMPH OCYLIECTBICHUU CBOEH NESATENbHOCTH TEPPUTOPHUH, 3aHUS,
MTOMEILIEHUS U COOPY)KEHUS B LESIX IPOBEACHHS MEPOTIPUATUI IO KOHTPOJIIO;

3) npoBoaUTH OTOOP OOpa3LOB JEKAPCTBEHHBIX CPEACTB, MpEIHA3HAYCHHBIX Ui peaau3alud U
peain3yeMbIX CYOBbEKTaMH OOpaleHus] JIEKapCTBEHHBIX CPEJCTB, s TMPOBEPKHM MX KadyecTsa,
MIPOBEJICHUS] UCCIIEOBAaHHUM, WCIBITAHUA B COOTBETCTBUM C TMpaBWwiaMu oTOopa 0OpasloB,
YCTaHOBJICHHBIMHU YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HMCIOJIHUTENIBHOM BIIACTH;

3.1) mpoBOAMTH KOHTPOJIbHBIE 3aKYNKH JIEKAPCTBEHHBIX IMpENapaToB Ui MEAUIIMHCKOIO
MPUMEHEHHs] B IIeNIAX TMPOBEPKH COONIOACHUS CYObeKTaMH OOpalieHusl JIEKapCTBEHHBIX CpPECTB,
OCYILIECTBISIOUIUMU PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMH TIperaparamMu JUisli MEAMIIMHCKOTO
MIPUMEHEHHMsI, TPABUJI OTIYCKa JIEKAPCTBEHHBIX MpPENapaToB JJIs MEAMIIMHCKOTO MPUMEHEHHS U (M)
3ampera  Opodakd  (PalbCU(UUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,  HEJOOPOKAYECTBEHHBIX
JIEKaPCTBEHHBIX CPEJICTB U KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.1 BBenen denepanbHbIM 3aKkOHOM OT 27.12.2018 N 511-D3)

4) BbIIaBaTh CyOBEKTaM OOpAallleHUs JIEKAPCTBEHHBIX CPEJCTB MNPEANUCaHHUS O MpeKpalieHHH
HapyleHU o00s13aTeNbHBIX TPeOOBaHMM M 00 YCTpaHEHMM BBIABICHHBIX HapyIIEHUH 00sf3aTebHBIX
TpeOOBaHUI;

5) HaIpaBJIATH B YIIOJIHOMOYCHHBIC OpTaHbl MATCpHUAJIbl, CBA3aHHBIC C HAPYHICHUAMHA 00s13aTENBHBIX
Tpe60BaHPII>i, JJId pCIICHU BOIIPOCOB O BO36y>K,I[CHI/II/I YrOJIOBHBIX ACJI 1TO ITPU3HAKAM HpeCTyHHeHHﬁ.

7. BLI60pO‘-IHBII71 KOHTPOJIb Ka4€CTBa JICKAPCTBCHHBIX CPEACTB OCYHICCTBIIACTCA YIIOJIHOMOYCHHBIM
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(bellepaJIBHBIM OopraHom HCIIOJIHUTEILHOM BIACTH B YCTaHOBJICHHOM MM HOPAAKE U BKIIKOYACT B ceOs:

1) oOpaboTKy cBelcHHIA, B 00s3aTEILHOM MOPSIAKE MPEAOCTABISEMBIX CYOBEKTaMU OOpalleHUs
JIEKApCTBEHHBIX CPEJICTB, O CEPHSX, MAPTHUAX JIEKAPCTBEHHBIX CPEJCTB, MOCTYMAOMIUX B TPAKIAHCKUN
obopot B Poccuiickoit denepanmu;

2) otOop 00pa3IoB JEKAPCTBEHHBIX CPEICTB y CYOBEKTOB OOpaIleHus JIEKaPCTBCHHBIX CPEICTB B
oeax MNpoBCACHUS HCHOBITAaHUH HAa UX COOTBETCTBHE Tpe6OBaHI/I$[M HOpMaTHBHOﬁ JOKYMCHTAallUN HJIA
HOPMAaTUBHBIX TOKYMCHTOB;

3) mpuHSATHE NO pe3yJabTaTaM MPOBEACHHBIX MCHBITAHUN pEUICHUS O AajJbHEHIIEeM Ipa)JIaHCKOM
000pOTE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CPENICTBA;

4) mpuHATHE YNOJHOMOYEHHBIM (QeepalbHbIM OpPraHOM HCIOJIHUTEIbHONW BJIACTU PELICHUS O
TIepPEBOJIE JICKAPCTBEHHOTO CPEJICTBA HA MOCEPHUIHBIN BHIOOPOYHBIA KOHTPOJIb Ka4eCTBa JICKAPCTBEHHBIX
Cp€ACTB B Cliyda€ IOBTOPHOTO BBIABJIICHUSA HCECOOTBCTCTBUA Kade€CTBa JICKAPCTBCHHOI'O CpPEACTBA
YCTaHOBJIEHHBIM TpeOOBaHHMAM M (IpU HEOOXOIMMOCTH) O TpPOBEpKE CyObeKkTa OOpalieHus
JICKApCTBECHHBIX CPEACTB. PaCXOJII)I, CBA3aHHBIC C IMMPOBCACHHUEM HOCCprIHOFO BI)I60p0‘IH01"0 KOHTPOJIA
KayecTBa JIEKAPCTBEHHBIX CPEACTB, OIUIAYMBAIOTCS MPOM3BOAMTENEM JIEKAPCTBEHHOIO CPENCTBA JIMOO
JiepKaTesieM WM BIaJeNbleM PEruCTPAlMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Iperapara.

(dactp 7 BBenena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Maea 5. PASPABOTKA, AOKITMHNYECKUE UCCIIEAOBAHUA
JNNEKAPCTBEHHbLIX CPEACTB, A TAKXE KIIMHUWYECKUE UCCIIEQOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka nekapCTBeHHbIX CpeacTB

1. Pa3paboTka JleKapCTBEHHBIX CpEICTB BKJIIOYaeT B ce0s MOMCK HOBBIX (PapMaKOIOrHUeCKU
aKTUBHBIX BEIIECTB, MOCJIENYIOIlee H3YYeHHE UX JIEKAPCTBEHHBIX CBOMCTB, JOKIMHUYECKUE
UCCIIeIOBaHUs, pa3pabOTKy TEXHOJIOTHM MPOU3BOJCTBA (hapMalleBTHUECKUX CYOCTaHIIMM, pa3paboTKy
COCTaBOB U TEXHOJIOTUI POU3BOACTBA JIEKAPCTBEHHBIX MPENApaTOB.

2. ®uHaHCOBOE OOecIeueHUE Pa3padOTKU JIEKAPCTBEHHBIX CPEIICTB OCYIIECTBIISCTCS 3a CUET:
1) cpeactB denepanbHOTO OIOIKETA;
2) cpencTB pa3padOTUYUKOB JICKAPCTBEHHBIX CPEJICTB;

3) CpCACTB HpOI/I3BOI[I/ITeJ'IeI71 JICKApCTBCHHBIX CpCACTB npu BBITIOJTHCHHUHU HAay4YHO-
HCCICIOBATCIILCKUX pa60T o JoroBopy MCEXKAy paBpa6OT‘{I/IKOM JICKApCTBCHHBIX CpPCACTB U
MMPOU3BOAUTCIIEM JICKAPCTBCHHBIX CPCICTB;

4) HHBIX HC 3alIPpCHICHHLIX 3aKOHOAATCIILCTBOM Poccuiickoit CDe,uepauI/H/I HCTOYHHUKOB.

3. HpaBa pa3pa60Ttn/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAOTCA I'PAKJAHCKUM 3aKOHOAATCILCTBOM.

Ctatba 11. [JoknuHM4YecKOoe wuccrnegoBaHME JeKapCTBEHHOro cpepcrtea Ans
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Me4aULUMHCKOro npnMmeHeHus

1. JIOKJIMHUYECKOE HCCACIOBAHKME JICKAPCTBEHHOIO CPEJICTBA JUIA MEIMIIMHCKOTO HPUMEHEHHUS
MMpOBOAWUTCA NIYTEM IMNPUMCHCHHA HAYYHBIX MCETOAOB OICHOK B MHOCIAX IOJYUCHUA OOKA3aTCILCTB
0e30MmacHOCTH, KauecTBa 1 AP HEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA.

2. JIOKJIIMHUYECKOE MCCIEA0BAHUE JIEKAPCTBEHHOTO CPEJICTBA JJISi MEIUIMHCKOTO IMPUMEHEHMUS
MIPOBOJIUTCSI B COOTBETCTBUHM C TPABWIAMHU HaJyIekameil 1abopaTOpHOM MPAaKTHKH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (heZiepalbHBIM OPTaHOM HCIIOJHUTEIbHON BIACTH.

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

3. Jlng opraHu3anuy ¥ IpOBEACHUs JOKINHUYECKOTO UCCIIEOBAHNUS JIEKAPCTBEHHOIO CPEICTBA AJIs
MEJUIIMHCKOTO TPHUMEHEHUsl pa3pabOTUYMKHM JIEKAPCTBEHHBIX CPEJICTB MOTYT IpHUBJIEKaTh Hay4yHO-
UCCIIEI0BATENIbCKUE OpPraHU3aliK, 00pa30oBaTEIbHBIE OPraHU3alMK BBICIIETO OOpa30BaHUsS, UMEIOIIUE
HEOOXOIMMYI0  MaTepHUaJbHO-TEXHUUYECKYI0 0a3y U  KBaJU(UIMPOBAHHBIX  CIEHUAINCTOB B
COOTBETCTBYIOLIEH 00JaCTH HCCIIEI0BaHHUS.

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

4. JIOKIIMHUYECKOE HCCIe0BAHUE JIEKAPCTBEHHOTO CPEJCTBA JJS METUIIMHCKOTO MPUMEHEHUS
MIPOBOJUTCST MO YTBEPKACHHOMY pPa3pabOTUMKOM JIEKAPCTBEHHOTO CPEACTBA IUIAHY C BEACHHEM
IIPOTOKOJIA 3TOrO HCCIIEAOBAHUS M COCTAaBJIEHHEM OTYETa, B KOTOPOM COJAEPIKATCS PE3yJbTaThl 3TOTO
UCCIICIOBAaHUSI M 3aKIIOYEHHE O BO3MOXHOCTH IPOBEACHHMS  KIMHMYECKOTO  MCCIIEOBAaHUS
JIEKapCTBEHHOT'O MpenapaTa Uil MeIUIMHCKOTO IPUMEHEHUS.

5. TlpoBenenne nmpoBepoK COOIOICHUS TIPABUII HaJIeXKalel 1a00paTOpHON MPAKTHKU U MPABOBBIX
HOPM HCIIOJIb30BAaHUS KUBOTHBIX MPH MPOBEICHUU AOKIMHUYECKHX HCCIEAOBAHUM JIEKapCTBEHHBIX
CPEICTB AJIsi MEAMIIMHCKOTO MPUMEHEHHS OCYIIECTBIIETCS YIMOJIHOMOUYEHHBIM (peliepaabHbIM OpraHOM

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

6. Pe3ynbraThl JOKIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO CPEACTBA YIS MEAMIIMHCKOIO
MIPUMEHEHHs] MOTYT OBITh IPEACTaBICHBl B YIOJHOMOYEHHBIN (eepaabHblii OpraH HCHOIHUTEIbHOM
BJIACTH B YCTAHOBJICHHOM MOPAJIKE B LEJSIX TOCYJapCTBEHHON PErUCTpalliy JIEKapCTBEHHOTO Mpernapara.

Cratba 12. [oknuHU4YecKOoe wuccrnenoBaHMe JeKapCTBEHHOro cpepcrtea w
KIIMHUYECKOe MuccrnefoBaHWe JeKapCTBEHHOro npenapata Ans  BeTepUHaApHOro
NnpUMeHeHunsA

1. HOKJ'II/IHI/I‘{CCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CpPCACTBA JIs1 BCTCPUHAPHOIO IIPUMCHCHUA
IpoBOAUTCA NIYTEM IMNPUMCHCHHA HAYYHBIX MCETOHNOB OICHOK B MHNCIAX IOJYUCHUA HOOKA3aTCIbLCTB
6630HaCHOCTI/I, KadycCTBa U Bq)q)eKTHBHOCTH JICKAPCTBCHHOI'O CPEACTBA, B TOM YHUCJIC OIIPCACIICHUA CPOKaA
€Tr0 BBIBCACHUSA U3 OPraHu3Ma JXUBOTHOTO, B LICIIAX obecneueHrs 0€30IaCHOCTH MNPpOAYKIUHN JKUBOTHOTO
MPOUCXOKACHUA TTOCIIC TPUMCHCHUA COOTBCTCTBYIOIICTO JICKAPCTBECHHOI'O IIpCI1iapara.

2. HOKJ'II/IHI/I‘-ICCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'0 CPEACTBA W KIIMHHUYCCKOC HUCCICAOBAHUC
JICKApCTBCHHOT'O IIpfliapaTta AJid BCTCPUHAPHOI'O0 IPHUMCHCHUA, HUCCIICAOBAHUC OMOSKBHBAJICHTHOCTHU
YKa3aHHOI'0 JICKaApCTBCHHOI'O IIpCriapara MpoBOAATCA B COOTBCTCTBHUU C IMPpaBHUJIAMH, YTBCPKIACHHBIMU
YIIOJITHOMOYCHHBIM (I)C,[IepaJIBHBIM OpraHom HCIIOJIHUTEIILHOM BIIACTH.
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3. JIOKIMHHUYECKOE MCCIEA0BAaHUE JIEKApCTBEHHOIO CpPEACTBA M KIMHMUYECKOE MCCIIEOBAHUE
JIEKapCTBEHHOI'O IIpernapaTa /sl BETEPUHAPHOIO NPUMEHEHHUS NPOBOAATCA 10 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CpEACTBA IUIAHY C BEICHHEM NPOTOKOJIOB 3THUX HCCIEIOBAHUNA U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPKATCA PE3YAbTaThl ITUX HCCIEA0BAHUMN.

4. Jlna opraHu3aliy U MPOBENEHUS JTOKIMHUYECKOIO MCCIEI0BaHUS JIEKAPCTBEHHOIO CPEACTBA U
KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO MpenapaTa /sl BETepUHApHOro MPUMEHEHUS pa3paboTuuK
JIEKapCTBEHHOI'O CPEACTBA MOYKET IPUBJIEKATh OPraHU3allid, UMEIOUIMEe HEOOXOAMMYI0 MAaTepHalIbHO-
TEXHUUYECKYI0 0a3y U KBaJTM(ULIMPOBAHHBIX CIIELUAINCTOB B COOTBETCTBYIOLIEH 001aCTH UCCIIEJOBAHMUS.

5. KnuHudeckne HCCIEeOBaHMS JIEKAPCTBEHHBIX IIPENapaTroB JIi BETEPUHAPHOIO INPUMEHEHUS
MIPOBOJATCS B BETEPUHAPHBIX OpraHU3alUsAX M B OpPraHU3alUsAX, OCYIIECTBISIOUINX pa3BeACHUE,
BBIpAILMBAaHUE U COJAEPKAHUE KUBOTHBIX, B LEISX:

1) ycraHOBJIEHHSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPETIapaToOB 3/10POBBIMH KUBOTHBIMU;

2) mnoxbopa ONTHUMAJbHBIX JO3HPOBOK JIEKAPCTBEHHBIX IIpPErmapaToB M Kypca JI€UEHHUS Ha
KOHKPETHOM IpyIIe dUBOTHBIX C ONpeAeICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHs 6e30macHOCTU U 3(()EKTUBHOCTH JIEKApCTBEHHOTO Ipernapara, peiHa3Haue€HHOro
IUISL JICYCHNUS OTIPENICNICHHBIX 3a00JI€BaHM KUBOTHBIX, WIN 3((PEKTHBHOCTH JEKapCTBEHHOTO IIperapaTa
1915 TPO(MITAKTHKY 3a00JI€BaHUH 3710pPOBBIX JKHUBOTHBIX;

4) w3ydyeHHsT BO3MOXKHOCTEH paCHIUpPEHHUs TOKA3aHWK K TMPUMEHEHUIO 3aperUCTPUPOBAHHOTO
JIEKapCTBEHHOT'O MperapaTa U BBISBJICHHS paHee HEU3BECTHBIX MOOOYHBIX JEHCTBHI.

6. KinHMYeckoe HcCclieloBaHuEe JICKAPCTBEHHOrO IMpernapara g BETEPUHAPHOTO MPUMEHEHUS
OCYILIECTBIISICTCS 32 CUET CPEJCTB pa3pabOTUMKa JIEKapCTBEHHOTO CPECTBA.

7. OtyeTsl © pe3yiabTaTaxX AOKIMHHYECKOI'O HCCICAO0OBaHUA JICKAPCTBEHHOI'0O CpEACTBa U
KIIMHUYCCKOTO  HMCCICOOBAaHUA  JICKAPCTBCHHOI'O  IIp€riapara A4  BCTCPUHAPHOIO  IIPHUMCHCHHA
COCTaBJIIANOTCA p33pa60T‘II/IKOM JICKAPCTBEHHOT'O Cp€AacCTBa C Y4YCTOM 3aKII0YCHUH OpFaHHSaHHfI,
IIPUHHUMAaBIINX Y4aCTHEC B OpraHu3alvi U IMIPOBCIACHHUU 3TUX HCCHCHOBaHHﬁ.

8. KOHTpOJIb 3a IIPOBCACHUCM JOKIMHHYCCKHUX HUCCIEOBAaHUI JICKAPCTBCHHLIX CpPCACTB U
KIIMHHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAaPCTBCHHLIX  IIpCIapaTtoB  JII  BCTCPUHAPHOI'O IMIPUMCHCHU A
OCYIICCTBJIACTCA YIIOJTHOMOYCHHBIM Q)ez[epaanLIM OpraHomM HCITOJIHUTEJILHOM BJIACTH.

Magea 6. OCYLLECTBNIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN
NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. locyaapcTBeHHasa perucrpauumsa nekapcTBeHHbIX NpenapaTtoB
(B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-03)

1. B Poccuiickoit denepanun JOMyCKarOTCs MPOU3BOACTBO, U3TOTOBIEHUE, XPAHEHUE, NIEPEBO3KA,
BBO3 B Poccuiickyro ®enepanuto, BeiBo3 u3 Poccuiickonn @enepannu, pekiiaMma, OTIIYCK, pealn3anus,
nepeaada, NPUMEHEHUE, YHUYTOXKEHHE JIEKAPCTBEHHBIX IIPENApaTroB, €CIM OHU 3apEeruCTPUPOBAHBI
COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM MCIIOJTHUTEIBHOM BIACTH.
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(uactpb 1 B pea. @enepanbuoro 3akoHa ot 13.07.2015 N 241-03)
2. l'ocymapcTBEHHOM perucTpanuu mnoajexar:

1) Bce JiekapCTBEHHBIE Iperaparbl, BIIEpBbIE MOJUIEXkKallle BBOLY B oOpaieHue B Poccuiickoit
Oenepauuu;

2) neKapCTBEHHbIE Ipenaparbl, 3apErUCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHBIE B JAPYrHX
JIEKapCTBEHHBIX (POPMaxX B COOTBETCTBMM C MEPEYHEM HAUMEHOBAHUMU JIEKapCTBEHHBIX (OpPM, B HOBOM
JO3UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHUYECKON 3HAYMMOCTHU U 3(PPEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocynapcTBeHHasl perucTpanys JIEKApCTBEHHBIX IPENapaToB OCYHIECTBISETCSA MO pe3yabTaTaM
SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEJICTB, a TIOCYIapCTBEHHas perucrpanus oppaHHBIX JIEKapCTBEHHBIX
MIpernapaToB OCYHIECTBISETCA IO pe3ylbTaTaM »d3KCIEPTU3bl JIOKYMEHTOB, MpPEACTaBICHHBIX IS
onpezieNieHus] BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar i MEAULIUHCKOTO IPUMEHEHUS
IPU  OCYILECTBICHUH TOCYJapCTBEHHOW perucrpaluy B KadecTBe Op¢aHHOrO JIEKAPCTBEHHOIO
mpernapara, 4 o pe3yJibTaTaM 3KCIEepPTU3bI JIEKAPCTBEHHBIX CPEJCTB.

4. T'ocynapcTBeHHasi peruCcTpalus JeKapCTBEHHOTO Mpernapara OCyIIeCTBIISETCS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (peiepaibHbIM OPTraHOM HCHOJIHHUTENBHOM BJIAcTH B CPOK, HE MPEBBIIMIAIOMIUN CTa
miecTUIecITH pabouux JTHEH co JTHS MPUHSATHS COOTBETCTBYIOLIErO 3asBJIEHUS O TOCYAapCTBEHHOMN
perucTpaiuu JIEKapCTBEHHOro mpemnapara. B yka3aHHbBIN CpPOK BKJIIOYAETCS BpeMs, HEOOXOIUMOE IS
MTOBTOPHOTO TPOBEJIEHHUS SKCIEPTU3bl JIEKAPCTBEHHOIO CPEICTBA B COOTBETCTBHM CO CTaTbed 25
Hactosiero denepanpHoro 3akoHa. Cpok rocyIapCTBEHHOW PETUCTpPAllMU JIEKApCTBEHHOTO Ipenapara
UCYHCISETCS CO JIHSA TMPHUHIATHS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (penepaabHbIM OpraHoM
WCIIOJIHUTENBHOM  BJIACTH  COOTBETCTBYIOLIETO  3asBJICEHUSI O TOCYJAapCTBEHHOW  pErucTpaiuu
JIEKapCTBEHHOTO IIperapara ¢ MPWIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB IO J€Hb BbLIA4H
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOT'O IpenapaTa. BpeMs, HeoOxoaumoe JUisl HarpaBJeHUs
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHoOM HCIIOJHUTEIBHOW BIJIACTH 3alpoca O MpeICTaBJICHUU
HEO0OXOIMMBIX MAaTepPHAJIOB U MPEJCTABIICHUS 3asSBUTEIEM OTBETA HA JAHHBIN 3alpoC B COOTBETCTBUU CO
cratbsiMu 16, 19 u 23 nacrosimero denepanbHOTO 3aKOHA, HE YYUTHIBAETCS MPU HCUYHUCICHUU CpPOKa
roCy/IapCTBEHHOW PETUCTPAallUU JIEKApCTBEHHOTO Mpenapara.

5. T'ocynapcTBEHHOM perucTpalyy He IOAJIekKAT:

1) JICKAPCTBCHHLIC IIpCIIapaTbl, HM3TOTOBJICHHBLIC AaIlITCUHBIMH OpraHU3allUAMH, BCTCPHUHAPHBIMH
AIlITCUHBIMHA OpraHu3allusAMU, WHAUBUAYAJIbHBIMU MPCANIPUHUMATCIIIMU, KOTOPBIC UMCIOT JIMIICH3UIO Ha
(l)apMaLleBTI/I‘-ICCKyIO ACATCIIbBHOCTD, II0 PCHCITAM Ha JICKAPCTBCHHBIC TIPCIIapaTbl U Tpe60BaHI/I${M
MCIHUIMHCKHUX OpFaHI/I3aHHI>'I, BCTCPUHAPHBIX OpFaHI/I3aI_[I/II\/’I;

2) nekapcTBEHHBIE Mpenaparthl, NpuoOpeTeHHbIe (U3NYECKUMHU JIMIaMHU 3a npeaenamu Poccuiickoii
denepauyy U npeIHa3HaYCHHbIE AJIS JIMYHOTO UCIIOJIb30BAHNS;

3) JICKApCTBCHHBIC MTPCIIapaThl, BBO3UMBIC B POCCHﬁCKYIO (De;[epaumo JJIsI OKa3aHUS MEOUILIMHCKOM
IIOMOIIIA IO XKU3HCHHBIM IMOKAa3aHUAM KOHKPCTHOI'O IMallMCHTAa Ha OCHOBAHHWU PA3PCHICHUSA, BBIAAHHOTO
YIIOJIHOMOYCHHBIM (I)C,[IepaJIBHBIM OpraHom HCIIOJIHUTEILHOM BJIaCTH,
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4) nexapCTBEHHbIE CpEICTBa, BBO3MMbIe B Poccuiickyro denepaiio Ha OCHOBAHHWU BBIAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HMCIOJHUTEIBHOM BJIACTU Pa3pelIeHUs] U TpeIHa3HAYCHHBIC
JUIsT TIPOBEACHUS KIMHUYECKHX MCCIECIOBAHUN JIGKAPCTBEHHBIX IMpenapaTtoB W (WiIM) NPOBEICHUS
SKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEIACTB  JUISl  OCYUIECTBIICHUS TOCYAapCTBEHHOM  pErucrpauvu
JIEKapCTBEHHBIX MPEMAPATOB;

5) dbapmareBTHYCCKHE CyOCTAHIINH,

6) pamuodapmaleBTUUECKHE JIEKaPCTBEHHBIE NperapaThl, M3rOTOBJICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHW3aIUsAX B TOPSIKE, YCTAHOBIIEHHOM YITOJTHOMOYECHHBIM (elepalbHBIM OPraHOM
WCTIOJIHUTEIIBHOM BJIACTH;

7) nekapCcTBEHHBIE MTpenapaThl, IPOU3BOAUMBIC IS SKCTIOPTA.
6. He nomyckaercs rocyaapCTBEHHasi pErucTpanus:

1) nexapCTBEHHBIX MpENapaTroB, OTIMYAIOLUIUXCA JPYr OT Jpyra KayeCTBEHHBIM COCTaBOM
JNENCTBYIOLIMX BEUIECTB, N0JI OAMHAKOBBIM TOPIrOBBIM HANMEHOBAHUEM;;

2) OJHOTO JIEKApCTBEHHOTO Iperapara, MpeACTaBICHHOTO Ha TOCYAapCTBEHHYIO PETHCTPALUIO B
OTHOIIEHWH OJHOTO W TOTO JK€ Jep)KaTellsl WM BIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI
JICKApCTBEHHOTO TIpernapara B BUJIC NBYX M 0oJjiee JIEKAPCTBEHHBIX TPENapaToB MOJ Pa3IHIHBIMU
TOPrOBBIMH HAMMEHOBAHUSIMH.

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

7. Tlo 3ampocy (B diekTpoHHOUW (opme wiM Ha OyMaXKHOM HOCHUTENE) CyOBheKTa OOpalieHus
JIEKapCTBEHHBIX  CPEIACTB  COOTBETCTBYIOIIMM  YIMOJHOMOYEHHBIM  (efepalbHbIM  OpraHoM
UCIIOJIHUTENBHOM  BJAcTHU, OCYIIECTBISIOUIMM TOCYJapCTBEHHYIO PETHUCTPAlUIO  JIEKAPCTBEHHBIX
[IpernapaToB, B yCTAHOBJICHHOM UM IOPSJIKE OCYIIECTBIIAETCS HAyYHOE KOHCYJIBTHPOBAHUE IO BOIIPOCAM,
CBSA3aHHBIM C  MPOBEICHHEM JOKIMHUYECKUX  HUCCIICJOBAaHHM, KIMHUYECKUX  HCCIeI0BaHUN
JIEKapCTBEHHBIX IPENapaToB, OSKCIEPTH3bl KAauyecTBA JIEKAPCTBEHHBIX CPEICTB, IPPEKTUBHOCTU U
0€30MacCHOCTH, C OCYIIECTBICHHEM TOCYJapCTBEHHON pPETrUCTpalliy JIEKAPCTBEHHBIX IIperaparos.
KoHcynbTHpoBaHUEe OCYIIECTBISETCS C MpUBICYEHHEM (ellepaabHBIX TOCYIApPCTBEHHBIX OOKETHBIX
YUPEKICHHM, MOJBEAOMCTBEHHBIX JaHHOMY (eJepalbHOMY OpraHy HCIOJHUTEIBHON BIIACTH M HE
YYaCTBYIOIIMX B OpPraHU3allMU TPOBEICHMS SKCIEPTH3bl KauecTBa JIEKAPCTBEHHBIX CPEJCTB B LEIX
OCYILIECTBIICHUSI HMX TOCYJapCTBEHHOW pErHCTpallil B COOTBETCTBMM CO cTaTheld 16 HacTosIero
@denepallbHOTO 3aKOHA, B BUJIE OTBETA B MUCbMEHHOU (popMe ymoTHOMOYEHHOTO (peaepaabHOro opraHa
WCIOJIHUTENBHON BJacTH Ha 3ampoc. PasMep B3uMaeMmMod C 3asBUTENs IUIaThl OMNpeNensercs B
COOTBETCTBUU C 3aKoHOAaTeldbcTBOM Poccuiickoii ®expepanuui 00 oOpraHu3anUd MPEAOCTaBICHUS
TrOCYIapCTBEHHBIX M MYHHIMOAIbHbIX ychayr. HMudopmaius o0 OCYIIECTBICHHH HAY4YHOTO
KOHCYJIbTHUPOBAHHUSA, B TOM 4YHCIIE CTaThH, 0030pbI, CIPaBOYHBIC MaTepHaibl M MHas WHbopMmaius o0
OCYILIECTBIICHUH HAYYHOTO KOHCYJIbTHPOBAHUS, pa3MeIlaeTcsl Ha OPUIIMATIEHOM CaliTe YIOJIHOMOUYEHHOTO
(denepanbHOrO OpraHa HCHOJIHUTENbHOW BiIacTH B cetH "MHTepHeT" ¢ cOOMIOJeHHEM OTrpaHUYCHUI,
YCTaHOBJICHHBIX ~ 3aKOHOJATENbCTBOM O  TMEPCOHANBbHBIX  JAaHHBIX, KOMMeEpYecKoh u  (WJH)
roCyJIapCTBEHHOM TalHE.

8. Focy;[apCTBeHHaﬂ peructpanuvsa JICKAPCTBCHHBIX MPCIApaTOB, KOTOPBIC IMPECAHA3ZHAYCHBI JIA
INPUMCHCHHUA B YCIIOBHAX BOCHHBIX ﬂeﬁCTBHﬁ, tIpe3BI:I‘-IaI‘/’IHI>IX CHTyaHHﬁ, HpO(i)I/IHaKTI/IKI/I 1 JICUCHUA
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3a00JICBaHMI U TOPAKEHUH, MOTYUYCHHBIX B PE3yJabTaTe BO3JCHCTBUS HEOIArOMPHUSTHBIX XUMHUYECKUX,
OMOJIOTUYECKHUX, pPATUAIlMOHHBIX (DAKTOPOB, W pa3paboTaHbl MO 3aJaHUI0 (enepaabHBIX OpPraHoOB
WCTIOJTHUTEIBHOM BJIACTH, YIOJHOMOYEHHBIX B 00J1aCTH 0OOPOHBI CTPaHBI U 0€30IIaCHOCTH TOCyIapCTBa,
OCYILECTBJISIETCS B MOPsAJKE, ycTaHOBIEHHOM [IpaBuTensctBom Poccuiickoit Denepanum.

Ctatbs 14. NMpUHUMNbI 3KCNEePTU3bl NIEKAapPCTBEHHbIX CpeacTB
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. 3KCH€pTI/I3a JICKAPCTBCHHEBIX CPCACTB OCHOBLIBACTCA HaA IMPHUHIMIIAX 3aKOHHOCTH, CO6J’II—O]1€HI/I$[
npaB Hu CBO6OI[ YCJIOBCKAa W TIpaxJaHWHa, IIpaB OPUAXYCCKOro JiMOa, HCE3aBUCHUMOCTH OKCIICPTaA,
O6’B€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U TIMOJIHOTBL HCCJI@I[OBaHPlﬁ, MMPOBOAMMBIX C HCIHOJB30BAHUCM
COBPEMCHHBIX JIOCTI/I)KGHI/Iﬁ HayKU MW TCEXHUKH, OTBCTCTBCHHOCTHU q)ez[epam)Horo TOCYAapCTBCHHOTI'O
6IO)I)KGTHOFO YUYPCKACHUA IO IPOBCACHHUIO OKCIICPTHU3BI JICKAPCTBCHHBIX CPCACTB H ISKCIICPTOB 3a
IMPOBCACHUC U KaYCCTBO SKCIICPTHU3EI.

2. DKcnepTr3a JeKapCTBEHHBIX MIPenapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHS BKIIOYAeT B ceOsl:

1) sKkcmepTH3y AOKYMEHTOB, TPEICTABICHHBIX I OMPEACIICHUs BO3MOXHOCTH pPAacCMaTpUBAThH
JICKapCTBEHHBIM TpenapaTr Uisi MEIUIMHCKOrO MPUMEHEHHUS IMPU OCYIIECTBIECHWH TOCYAapCTBEHHOU
pEerucTpaiyu B KayecTBe OpPaHHOTO JICKAPCTBEHHOTO Tperapara;

2) BKCHEePTU3Y MPEATI0KEHHBIX METOJ0B KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO CPEJICTBA U KayecTBa
MIPEJICTaBICHHBIX 00pa3lloB JIEKapCTBEHHOI'O CpPEACTBA C MCIOJIb30BAaHHEM O3THUX METOJOB (Hanee -
JKCIIEPTH3a KaueCTBA JIEKaPCTBEHHOI'O CPEJICTBA);

3) oKcmepTH3y OTHOIIEHHUS OKHUIAeMOW TMOJb3bl K BO3MOXXKHOMY PHUCKY MpPHUMEHEHUs
JIEKapCTBEHHOI'O Ipernapara.

3. 3KCH€pTH3a JICKApPCTBCHHBIX IIp€riapaToB AJIAd BECTCPHUHAPHOI'O NPHUMCEHCHUSA BKIHOYACT B cels
OKCIIEPTU3Y KaAdYCCTBA JICKAPCTBCHHOI'O CPEACTBA M OKCICPTHU3Y OTHOIICHUA OH(HH&CMOﬁ IIOJIB3BbI K
BO3MOXHOMY PUCKY IIPUMCHCHU JICKAPCTBCHHOT'O IIpEIiapara.

Cratba 15. ®depepanbHoe rocyaapcTBeHHoe OMKeTHOe YyuypexaeHue no
npoBeAeHUI0 3KCNEepPTU3bI NIeKapCTBEHHbIX CPeaAcTB

DKcnepTH3a JIGKAPCTBEHHBIX CPEACTB MPOBOAUTCS (eiepanibHbIM TOCYAapCTBEHHBIM OOIKETHBIM
YUPEKJICHHEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (pefepaabHOro opraHa MCHOJHUTENIHLHOM BIACTH,
CO3JaHHBIM MJisi 00eCledYeHHs] HCIIOJHEHUS MOJIHOMOYUI 3TOro (eaepanbHOrO OpraHa MO BbIAaue
paspelleHuil Ha MPOBEACHUE KIMHUYECKUX MCCIEIO0BAHUN JIEKAPCTBEHHBIX IpenapaTtoB W (WIH) IO
rOCyJapCTBEHHOM perucTpaliu JeKapcTBEHHbIX NPEenapaToB (Jlajnee - SKCIEPTHOE YUPEKJICHHE).

CtaTtba 16. OpraHusaumsa npoBeAeHUA IKCNEpPTU3bI NIeKapCTBEHHbIX CpeacTB
(B pen. denepanpHOrO 3aKoHa 0T 22.12.2014 N 429-D3)

1. 9KCHCpTH3a JICKAPCTBCHHBIX CPECACTB IMPOBOAUTCS KOMHCCHEMN OKCHICPTOB IKCICPTHOT'O
YUYpCKACHUA, Ha3HA4YEHHOH ero PYKOBOIUTCIICM, HAa OCHOBAHHU 3aJaHUd Ha MPOBCACHUC ISKCIICPTU3BL
JICKAPCTBCHHOT'O CpCACTBA, BBIAAHHOIO YIIOJHOMOYCHHBIM (be,[[epaHLHLIM OopraHomMm HCIIOJIHUTEILHOMI
BJIaCTH. PyKOBOI[I/ITCJ'IL OKCIICPTHOTO YUPCIKACHUA obecrieunBacT HauIe)Kaee nNpoBCACHUC SKCIICPTU3BI
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JICKApCTBEHHBIX CPEJCTB B COOTBETCTBHM C 3aJaHUEM, BBIIAaHHBIM YIOJHOMOYEHHBIM (erepaabHbIM
OpPraHOM HCIIOJHUTEJIBHOU BIACTH, U OPTaHU3YET MOATOTOBKY CBOJHOTO 3aKJIIOYEHUs 3TOM Komuccuu. B
COCTaB ATOM KOMHUCCHH IO PELIEHUIO PYKOBOAMUTENS IKCIEPTHOTO YUPEKIEHHUSI MOTYT ObITh BKJIIOUEHBI B
KayecTBE 3KCIIEPTOB JUIla, HE paOdOTAIOLINE B JAHHOM SKCIIEPTHOM YUPEXKACHUHU, €CIIU UX CHEelHaIbHbIE
3HaHUS HEOOXOJMMBI JJIsi IPOBEICHHUS OJKCIEPTU3bl U TaKue OHKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUYPEKICHUH.

2. DKCmepToM MO MPOBEACHHUIO AKCIEPTU3BI JIEKAPCTBEHHBIX CPEJACTB SBISETCS aTTECTOBAHHBIN
PabOTHUK HSKCHEPTHOTO YUYPEKICHHS, KOTOPBIM HMMEET BBICIIEE MEAMIIMHCKOE, (hapMaieBTHYECKOE,
OHMOJIOTHYECKOe, BETCpUHAPHOE HITM XUMUYIECKOEe 00pa30BaHUE W MPOBOUT IKCIIEPTH3Y JICKAPCTBEHHBIX
CPEJIICTB B TIOPSIJIKE MCTIOJHEHHUS CBOMX JIOJHDKHOCTHBIX 00s3aHHOCTEH (7ayiee - SKCIepT).

3. Ilpu npoBeneHNN SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB IKCIEPT HE MOKET HAXOJUTHCS B KaKOM-
100 3aBUCUMOCTH OT JIMIAa, HA3HAUYMBIIETO 3Ty SKCIEPTU3Y, pa3paboTuuKa JIEKApCTBEHHOTO CPEICTBA
WM IpYTUX 3aUHTEPECOBAHHBIX B pe3yJIbTaTax dKCIEPTU3bI JIUIL.

4. Tlpu mpoBeneHWM SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JOIMYCKAeTCs HCTPeOOBaTh y
3asMBUTENST JMOO WHBIX JIMI] MaTepualibl, HEOOXOAMMBIC JUJIsi TPOBENEHUS SKCHepTusbl. B ciydae
HEJIOCTATOYHOCTH TIPEACTABICHHBIX OKCIEPTy MaTEPHAIOB I Jauyd 3aKIIOUEHHUs JKCIEPT CTaBUT
BONIPOC O TPEJICTaBICHUH €My HEOOXOJIMMBIX MAaTepuajoB Iepel PYKOBOAMUTEIEM HSKCIIEPTHOIO
YUpeXJIeHUs, KOTOPBI 00paliaercss ¢ COOTBETCTBYIOIIUM 3allpOCOM B YIIOJTHOMOYEHHBIN (enepanbHblii
OpraH HCIIOJIHUTEIbHONW BJACTH, BBIIABIIMN 3aJaHHE HA MPOBEICHHE SKCIEPTHU3bl JIEKAPCTBEHHOI'O
cpencTBa. YKa3zaHHbBIN (heepabHBI OpraH UCIOJHUTEILHOM BIACTH B TEUCHHUE MATH pabOUYuX THEH CO
JIHSI TIOCTYIUICHHUS 3alpoca PYKOBOJAUTENSI SKCIEPTHOTO YUPEXKJIECHUS HAMpaBlseT 3asBUTENO 3alpoc O
MIpe/ICTaBICHUH HEOOXOAUMBIX MaTepuasioB. J[aHHBIN 3ampOC MOKET ObITh MepeaH yIMOJTHOMOUYEHHOMY
MIPEICTAaBUTEINIO 3aABUTENS JIMUHO TOJ PACIHMCKY, HAIIPABJIEH IO MOYTE 3aKa3HbIM NMUCbMOM WM TepeiaH
B DJIEKTPOHHON (opMe Mo TeIEKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciiyuae HampaBieHUS JaHHOTO
3ampoca Mo MoYTe 3aKa3HbIM MUCHbMOM OH CUUTAETCS MOJYYEHHBIM MO MCTEUEHUU HIECTU JTHEH C JaThbl
HaIpPaBJICHUs 3aKa3HOTO MHUChMa.

(dactb 4 B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asBuUTENb 0053aH MPEICTABUTh OTBET HA 3aIllPOC YIIOJIHOMOYEHHOTO (eIepaibHOTO OpraHa
WCIOJIHUTENBHOM BJIACTU B CPOK, HE MPEBBIMIAIONINN JeBSHOCTA paboUYMuX AHEH CO AHS €ro MOJTY4YEeHHS.
Yo 1HOMOYEHHBIN (heepalIbHbId OpraH MCIIOJHUTEIILHOW BJIACTH, BBIJABIININ 3a/JlaHHE Ha TPOBEICHUE
AKCHEPTU3Bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUYEHHE ISITM pabouux JHEH CO [HS TOCTYIUICHUS OT
3asiBUTEIII OTBETAa HA JIAHHBIM 3ampoc HAMpaBlseT TaKOW OTBET B SKCIEPTHOE yupexkjaeHue. B ciyuae
HETIPEACTABJICHUS II0 MCTCUCHHUM JEBSHOCTa pabOoYMX JHEW 3asBUTEIIEM OTBETa Ha JAHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (pe/iepaabHblii OpraH WCIOJHUTEIBHONW BIACTH, BBIIABIINM 3a/laHue Ha MPOBEJICHHE
AKCMEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE MATH PabOuYMX JHEH HaIlpaBisieT B JKCIEPTHOE
YUpEeXKJCHHE YBEIOMIICHHE O HENpPEICTaBICHUM 3asBUTEIIEM OTBETa Ha 3alpoC YKAa3aHHOTO OpraHa.
Bpemsi co aHA HampaBlieHHS 3ampoca SKCIEPTHOTO YUPEKIEHHUS B YIOJTHOMOYEHHBIM (enepanbHbIi
OpraH HMCHOJHUTEIBHON BJIACTU /IO JIHA MOJYYEHHs SKCIIEPTHBIM YUYpPEXKICHUEM OTBETa HA 3alpoC WU
YBEIOMIIEHHSI O HEINpPEACTABICHUM OTBETAa HA 3allpoC HE YYMUTHIBACTCS MPU HCUUCICHUM CpPOKa
MPOBEACHUS HKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA.

(uacts 4.1 BBeaena ®@enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. Ecni B coCTaBe PETUCTPALMOHHOTO JOChE HA JIEKAPCTBEHHBIM Mpenapar AJii MEIULUHCKOTO
MPUMEHEHUSI COJEPKUTCS TpenycMoTpeHHast crtatbed 18, wacteio 1.1 cratem 30 u crarbeir 34
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Hacrosimero denepasbHOTO 3aKOHA KOMHUS PEIICHUS YIOJIHOMOYEHHOTo (herepanpHOrO oOpraHa
WCTIOJITHUTEIBHOW BJIACTH O TMPOBEICHUW HMHCIEKTHPOBAHUS TPOU3BOIMTENS JIEKAPCTBEHHBIX CPEJCTB,
OKCIEPTY 10 O(GOPMIICHHS DPE3YJIbTaTOB 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA MPEAOCTABISETCS B
MOpSAZIKE W Ha YCJOBHSAX, KOTOpBIE MPEAYCMOTpeHBI dacTsMu 4 u 4.3 HACTOSAIIeH CTaTbH, KOIUS
3aKIIOYEHUSI O COOTBETCTBUU TPOU3BOJMTENS JICKAPCTBEHHBIX CPEACTB TpPEOOBAaHUSAM  IPABHII
Ha/IJIeKAIIed MPOU3BOJCTBEHHON IPAKTHKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (elepalbHbIM OpPraHoM
HCIIOJTHUTEJIBHON BIIACTH.

(uactsp 4.2 BBeaeHa PenepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.3. 3agBurens 005f3aH MPEICTAaBUTh B YIMOJIHOMOYEHHBIM (elepaabHblii OpraH HCIOIHUTEIbHON
BJIACTH KOIMMIO 3aKIIOYEHHUS O COOTBETCTBUM IMPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBaHUSIM
MpaBWJI HaAJEXKallleld MPOU3BOJCTBEHHOW MPAKTUKU B CPOK, HE MPEBBIMIAIONIUN CTa BOCBMUJIECSITH
pabounx AHEH cO AHS MOJIy4EHHs 3ampoca O €€ IPEJOCTABICHUHU. YTOJHOMOYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIAcTH, BBIJABLIMM 33JaHHE Ha IPOBEJIEHUE SKCIEPTU3bl JIEKAPCTBEHHOIO
CpeICTBa, B TEUEHHUE MATU pabouMXx JHEH CO JHSA MOCTYIUIEHHMsI OT 3asBHUTENS KOIMUHU 3aKIIOUEHHUS O
COOTBETCTBUU  IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHMSM MpPaBUI  HaJJexalen
MIPOM3BOJICTBEHHON MPAaKTUKH, HAMpaBJISET €€ B dKCIIEPTHOE ydupexaeHue. B ciydyae HenmpeacTaBieHUs
3asiBUTENIEM B yKa3aHHBIA CPOK KOMHHU 3aKIIOYEHHUS O COOTBETCTBMM IPOM3BOIMUTENS JIEKAPCTBEHHBIX
CpPEeICTB TpeOOBaHMSIM MpaBWJI HAJJIEXalled MPOU3BOJACTBEHHON MPAKTUKU  YIMOJHOMOYEHHBIH
(denepanbHbIl OpraH HUCHOJHUTENbHOM BJIAcTH, BBIAABIIMKM 3aJaHUE€ HA MPOBEAECHUE SKCIEPTHU3BI
JIEKapCTBEHHOTO CPEACTBA, B TEYEHHUE IISATH pabOuMX AHEH HaNpaBisieT B SKCIEPTHOE YUpexICHUE
YBEAOMIICHHUE O HENPEICTaBICHUM 3asBUTEJIEM KOIMU 3aKIIOYEHUS O COOTBETCTBMM IPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEACTB TPEeOOBAaHUSAM IpaBUJI HAJJIEKalled MPOU3BOJACTBEHHOM NMpPAaKTHKU. Bpems co
IIHS HAalpaBJICHUS 3allpoca HKCIEPTHOTO YYPEXKJEHUs B YIOJIHOMOYEHHBIH (QelepanbHblil oprax
UCIOJIHUTENIBHOM BJIACTH JO [JHS IOJIy4EHHUS DKCIIEPTHBIM YUPEKICHHUEM KOIHMH 3aKIIOYCHHS O
COOTBETCTBUU  INPOMU3BOJMUTENS JICKAPCTBEHHBIX CPEACTB  TPeOOBaHUSAM MpaBWJl  Hajlexkaei
IIPOU3BOJCTBEHHOW IIPAKTUKM WM YBEJOMJIEHUS O €€ HENPEACTAaBICHUU HE YYUTHIBACTCA IIPU
WCYMCIICHUH CPOKA IPOBEACHUS DKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA.

(dactp 4.3 BBeneHa ®enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. Dkcmepr mOpu MNPOBEACHUU TOPYUYEHHOH €My PYKOBOAMUTEIEM OJKCHEPTHOTO YUPEKICHHS
AKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA 00sI3aH:

1) MMpOBECTU IIOJIHOC HCCICAOBAHUC TIPCACTABJIICHHBIX CMY O6’LCKTOB, MaTCpruajIoB, J4aTb
000CHOBAaHHOE U OOBEKTHUBHOE 3aKIIOUYEHHE II0 IIOCTABICHHBIM nepca HUM BOIIpoCaM HJIU
MOTHUBHUPOBAHHOC 3aKJIFOYCHUC O HCBO3MOXHOCTU IIPOBCACHHA HM OKCICPTHU3LI JICKAPCTBCHHOI'O
CpeacTBa, €CJIM IIOCTABJICHHBIC BOIIPOCHI BBIXOOAT 3a MPCACIIbl CIICHUAJIBbHBIX 3HAHHUI QKCIIEpTa, 00BEKTHI
HUCCIEOBAHUN U MaTCpHrajibl HCIIPUTOAHBI MJIM HCAOCTATOYHBI JJIA IIPOBCACHUA HUCCIICIOBAHUM U Jauu
3aKIIIOYCHHUS JTH00 COBpeMeHHHﬁ YPOBCHBb PA3BUTHA HAYKH HE IMO3BOJIICT OTBETHTHL HA INOCTABJICHHBIC
BOIIPOCHI;

2) HC pasrjiamarb CBCACHHA, KOTOPBIC CTAJIM €MY U3BCCTHBI B CBA3U C NPOBCACHUCM 3KCIICPTU3bI
JICKAPCTBCHHOT'O CPEACTBA, a TAKKE CBCACHUS, COCTABIIAONIUC IOCYAAPCTBCHHYHO, KOMMCPUYCCKYIO HJIA
HHYIO OXpaHACMYIO 3aKOHOM TaﬁHy;

3) 00eCIeYnTh COXPaHHOCTD NMPCACTABJICHHBIX 00BEKTOB HCCIIeAOBaHUM 1 MaTCpurajioB.

6. DKCHepT HE BIpaBE:
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1) mpoBOAUTH 3KCIEPTU3Y JICKAPCTBEHHOTO CPEJCTBA MO OOpAIEHHIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii WM GU3NIECKUX JIHII;

2) caMOCTOATENbHO COOMPATh MaTEpUaIbl 1Jis IPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA;
3) IpOBOAMTH HKCIEPTU3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAYECTBE HETOCYJapCTBEHHOIO dKCIIEPTA.

7. B cimydae HEOOXOOMMOCTH OKCHEPT BIPaBE XOJATaliCTBOBATh IEpel PYKOBOIUTEIEM
AKCHEPTHOTO YUPEKIACHUSI O MIPUBJICUEHUH K MPOBEICHUIO IKCIIEPTU3bI JIEKAPCTBEHHOT'O CPECTBA IPYTUX
9KCIEPTOB.

8. Kaxplil sKcrepT, BXOIAIIUI B COCTAaB KOMUCCHUHU DKCIEPTOB, KOTOPOW MOPYUYEHO MPOBEICHUE
JKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHMO M CaMOCTOSITENIBHO IIPOBOJUT HCCIEIOBAHUS,
OIIEHUBAET PE3YJIbTATHI, MOJYyYECHHBIE UM JIMYHO M APYTUMH DKCIIEpTaMu, U (POPMYIUPYET BBIBOIBI
OTHOCHUTEJILHO MOCTABJICHHBIX BOMPOCOB B MPEAEIIAX CBOUX CIEIUAIbHBIX 3HAHUH.

9. Pe3ymbTaThl KCHEPTH3bI JIEKAPCTBEHHOTO CPEACTBA O(DOPMIISIOTCS 3aKITIOYCHHUEM KOMHCCHHU
OKCIICPTOB. B 3akmroueHnn KOMHCCHH OKCIICPTOB YKA3bIBAKOTCA TIICPCUCHDb HCCHC}IOB&HI/Iﬁ, 00BeM
MPOBCACHHBIX KAXKIbIM 3KCIIEPTOM HCCHG)IOBaHI/Iﬁ, YCTAaHOBJICHHBIC KXXJIbIM U3 HUX (baKTI)I U CACJIAaHHBIC
B pE3YJIbTATC I/ICCJ'ICJIOBaHI/Iﬁ BBIBOIBI. SKCHepT, MHCHHUEC KOTOPOI0 HE COBIMAAACT C PCIICHUEM KOMUCCHUU
HKCIEPTOB, BIIpaBe BbIPA3UTh CBOE MHEHHE B MMCbMEHHOM (popMe, KOTOpoe MPUOOIAeTCs K 3aKIII0UEHHUIO
KOMHCCHUU DKCIIEPTOB.

10. DOkcmepThl, BXOASIIAE B COCTAaB KOMHCCHH, TPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBMU C 3aKOHOJaTenbcTBOM Poccuiickoit ®depepanuu 3a gady 3aKiIIOUYEHUS, COJEPHKAIIETO
HE00OCHOBaHHbBIC WK (aTbCU(PUITUPOBAHHBIC BBIBOJIBI, O YeM OHHU JAIOT MOJIHKCKY.

11. Omnpenenenuie ypoBHsI NMPoQecCHOHAIBHON MOArOTOBKU SKCIIEPTOB U aTTECTAllMsl UX Ha MPaBo
MIPOBEJICHUS] SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBIISAIOTCS IKCHEPTHO-KBATHU(UKATUOHHBIMU
KOMHUCCHUSIMU B TIOPSAKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YITOJHOMOUYEHHBIM (e/iepallbHbIM OpraHOM
UCIIOJIHUTENBHOM BJacTU. YPOBEHb NMPO(PECCHOHAIBHON MOJATOTOBKU SKCIEPTOB MOUICKHUT IEPECMOTPY
yKa3aHHBIMH KOMHCCHUSMH HE PEXKE YeM OJIMH Pa3 B MATh JIET.

12. IlpaBuna mpoBeIeHUS HSKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH AKCHEPTHU3bI
OTIIENbHBIX BHJIOB JICKAPCTBEHHBIX IMpemapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IPENaparos,
BOCIIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX IMPEMapaToB, OHOJOTHYECKUX JIEKAPCTBEHHBIX IIPENapaToB,
OMoaHAIOTOBBIX  (OMOTIOMOOHBIX) JICKAPCTBEHHBIX IpernapaToB (OMOAHAIOIOB), TOMEONATHYECKUX
JIEKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB, KOMOUHAIMI JIEKaPCTBEHHBIX
npemnapaToB), (QOpPMBI 3aKIIOYEHUH KOMHUCCHHM JKCIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM HCTIOIHUTEILHOM BIIACTH.

(uactpb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. Nogava u paccMoTpeHMe 3asiBNeHUA O rocyaapCTBEHHOW perncrpauum
neKkapcTBEHHOro npenapara AnsA BeTeEPUMHAPHOro NpuMeHeHus
(B pen. denepanpHOro 3aK0oHa OT 22.12.2014 N 429-D3)

1. I[JBI FOC}’I[B.pCTBCHHOfI perucrpanun JICKApCTBEHHOI'O0 Ipfrapara g BETCPUHAPHOT'O
MMPUMCHCHUSA pa3pa60Tq1/1K TAaKOT'0 JICKAPCTBCHHOI'O IIpCIllapaTa WKW YIOJIHOMOYCHHOC UM JpPYyroe
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IOPUJIMYECKOE JHLO (Jajlee B HACTOSIIEH CTaThbe - 3asABUTEINb) IPEICTABISAET B YHNOJHOMOYEHHBIN
(benepanbHBIl OpraH HWCHOJIHUTENBHOW BIIACTH, OCYHIECTBISIONIMNA TOCYJApCTBEHHYIO PETHUCTPAIHIO
JIEKapCTBEHHBIX MIPENapaToB JJIsi BETEPUHAPHOTO IPUMEHEHMS], B 3JIEKTPOHHOU popme niin Ha OyMaKHOM
HOCHTEJIE 3asBJICHUE O TOCYJapCTBEHHOM PETUCTPAlMU JEKapCTBEHHOIO Ipenapara Ui BETEPUHAPHOTO
MPUMEHEHHs], a TAK)KE B TIOPSIJIKE, YCTAHOBIIEHHOM COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (he/iepaibHbIM
OpraHoM HCIOJHHUTEIBHOH BIIACTH, B 3JEKTPOHHOW (popMe mim Ha OyMaKHOM HOCHTENE HEOOXOAUMBIE
JOKYMEHTBI, U3 KOTOpPBIX (OPMHPYETCS PETUCTPALMOHHOE JOChE€ Ha JIEKAPCTBEHHBIM INpenapar yis
BETEPUHAPHOTO ITPUMEHEHUS.

2. B 3asdBiieHNU O TOCYAapCTBEHHOI pErucTpalyu JEKapCcTBEHHOrO Mpenapara /i BETEpUHAPHOTO
IIPUMEHEHHUSI YKa3bIBAIOTCA:

1) HaMeHOBaHUE U aJpec 3asBUTEINS], pa3padoTYMKa U MIPOU3BOIUTENS JIEKAPCTBEHHOTO IMpenapaTa
JUIs BETEPUHAPHOTO TPUMEHEHMs] U aJpec MecTa OCYLIECTBJIIEHHS IPOU3BOJICTBA JIEKAPCTBEHHOIO
mpernapaTa JUisi BETEpUHApPHOTO MPUMEHEHUs (B Cilydyae HaJIM4yusi HECKOJIbKMX YYacCTHHMKOB Ipoliecca
MIPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaX/I0T0 U3 HUX);

2) HaMMEHOBAHHUE JIEKAPCTBEHHOTO Tperapara Jyisi BETEPUHAPHOTO MPUMEHEHHS (MEXTyHApOIHOE
HETMaTeHTOBAHHOE, WK IPYINTITUPOBOYHOE, WIIH XUMHUUYECKOE U TOPrOBOE€ HAUMEHOBAHMS );

3) mepeuyeHb NEHCTBYIOIIUX M BCIOMOTATENbHBIX BELIECTB, BXOJAAIIMX B COCTAB JIEKAPCTBEHHOTO
npernapaTta Jiisl BeTepUHApHOr0 MPUMEHEHHUS, C YKa3aHUEM KOJIMYeCTBa KaXI0ro U3 HUX;

4) nexapcTBeHHas ¢opMa, TO3UPOBKA, CHOCOOBI BBEJACHUS M TPUMEHEHHS, CPOK TOIHOCTH
JICKApCTBEHHOTO TpernapaTa Jyisi BETCpUHAPHOTO TIPUMECHEHUS;

5) bapmakoTeparneBTHUECKas TPYIINa;

6) HEOOXOAUMOCTh MPUMEHEHHUS YCKOPEHHOW MPOLETypbl 3KCIIEPTU3bI JEKAPCTBEHHBIX CPEACTB B
LEeJSIX TOCYJapCTBEHHON PETUCTPALIMU JIEKApCTBEHHOTO Mpernapara;

7) KOnuU TOKYyMEHTOB, IOJITBEPKIAIOIIMNX YIUIaTy TOCYJapCTBEHHON MOUUIUHBI:

a) 3a MPOBCACHUC OKCIICPTHU3bI KA4YCCTBaA JICKAPCTBCHHOI'O CPCACTBA M OSKCICPTU3bI OTHOLICHUA
0KHJIA€MOM IMOJb3bI K BO3MOJXHOMY PUCKY NPUMCHCHUS JICKAPCTBCHHOI'O IIperiapara 4JIs1 BETCPUHAPHOI'O
IIPpUMCHCHUA IIPpU €TO0 FOCY,I[&pCTBGHHOfI perucrpanunu,

6) 34 BbIAa1y pCruCTpaiuOHHOTO YAOCTOBCPCHU:A JICKAPCTBCHHOI'O IIPCIlapara,

8) HamuumMe coriacus, MPEAYCMOTPEHHOIO 4YacTbio 7 HACTOSIIEH CTaThH, €CIH C MOMEHTa
peructpanuu pedepeHTHOro JEeKapCTBEHHOTO Npernapara A BETEPUHAPHOTO MPUMEHEHUS MPOIILIO
MeHee YeM IIIeCTh JeET.

(B pen. ®enepanpHoro 3akona ot 13.07.2015 N 241-03)

3. PerucrpaninoHHOE 10CbE B LENSIX SKCIEPTU3BI JIEKAPCTBEHHOTO Ipernapara Juisi BETEpHUHAPHOTO
pUMeHEeHHs! (GOPMUPYETCS U3 CIEAYIOIUX JOKYMEHTOB:

1) KO JIMOCH3UWKU Ha MPOU3BOACTBO JICKAPCTBCHHBIX CPCICTB, BBIJJAaHHOM IMPOU3BOAUTCIIIO
PETUCTPUPYEMOTO JICKAPCTBCHHOTO Ipfrapara s BCTCPUHAPHOTO IIPHUMCHCHUA, JIA pOCCHﬁCKHX
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MPOU3BOAUTENIEH;
(n. 1 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) KOIIMA JIMOCH3WKW Ha IPOU3BOACTBO JICKAPCTBCHHBLIX CPCIACTB, BLIIIaHHOfI IMPOU3BOAUTCIIIO
(bapMareBTHUECKOW CyOCTaHIINH, BXOAICH B COCTaB PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO IPUMEHEHUS, AJI1 POCCUMCKUX IIPOU3BOIUTEIIEH;

(. 2 B pen. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2.1) xomus NOKyMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpaHbl HPOU3BOJUTENS JUIs
KOKJIOW  TMPOW3BOJCTBEHHON  IUIOMIAJKH  PETUCTPUPYEMOTro  JICKAPCTBEHHOTO  Ipemapara s
BETEPUHAPHOTO TPUMEHEHUS W TIOJATBEPXKIAIONIETO COOTBETCTBHUE MPOU3ZBOJAUTEINS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSIM MPABUI HAJICKAIICH POU3BOICTBEHHOM MPAKTHUKHU, U €T0 MEPEBOJI Ha PYCCKUM
SA3bIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaAKXKEC KOIHA 3aKIIOUYCHUA O COOTBETCTBUH
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEeOOBAHMUSIM TIPaBUJ HAJUISKAIIEH MPOU3BOJICTBEHHON
IMPAaKTUKH, BBIJAHHOTI'O YIIOJTHOMOYCHHBIM (i)ellepaJ'IBHBIM OopraHoM HCHOJIHUTEILHON BIIACTH T K&)I()IOI;'I
MIPOM3BOJICTBEHHON IUIOMIAJIKK PETHCTPUPYEMOTO JIEKAPCTBEHHOTO TIpermapara JJis BETEPUHAPHOTO
MIPUMCHCHUA, 00 KOMIHUS peICcHUA O NPOBCACHUHW HHCICKTUPOBAHUA HPOU3BOJUTEIIA JICKAPCTBCHHBIX
Cp€ACTB, MPUHATOI0 YINOJHOMOYCHHBIM (i)e,llepa.]'H)HBIM opranom HCHOJIHUTEILHON BJIACTHU JJIA KEDK)IOI)i
MIPOM3BOJICTBEHHON IUIOMIAJIKM PErUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpermapara JJis BETEPUHAPHOTO
MIPUMEHEHHUsI. YKa3aHHbIE JOKYMEHTHI TIPEICTABIISIIOTCS B CIy4ae, €CIM MPOU3BOJICTBO JEKAPCTBEHHOTO
npemnapara ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit @enepanmu;

(. 2.1 BBenen @enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komusi JOKYMEHTAa, BBIJIAaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOIUTEINS
(hapmalieBTHUECKON cyOCTaHIIMH u MOJITBEP K IAIOLIETO COOTBETCTBHUE MIPOM3BOIUTENS
(apmalieBTHUECKOM CyOCTaHIIMM, BXOASIIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOTO Ipernapara Iy
BETEPUHAPHOTO MPUMEHEHHUs, TPEOOBAaHUSAM MPaBUIJI HaAJIEXKalllel MPOU3BOJACTBEHHOW MPAKTUKHU, U €ro
MEepPeBOJl Ha PYCCKUU $3bIK, 3aBEpEHHbIC B YCTAHOBJIEHHOM IOpSJIKE, B Cllyyae, €ClIu MPOM3BOJICTBO
(hapmareBTHUeCKOM CyOCTaHIIMK OCYIIECTBIISIETCS 3a npezenaMu Poccuiickoit deneparuu;

(1. 2.2 BBenen ®enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

3) MpOeKT HOPMAaTUBHOIO JIOKYMEHTAa Ha JIEKapCTBEHHBIM MpemapaT s BeTEpPUHAPHOIO
MIPUMEHEHHS;

4) NOKYMEHT, coAep:Kallui cleAyronryo uHpopManui o (GapManeBTHYECKOW CYOCTaHLUU WM
(apmaleBTHUECKUX CYOCTAHIIUAX, BXOJSIIINX B COCTAB JIEKAPCTBEHHOIO IpernapaTa A BEeTEPUHAPHOTO
MIPUMEHCHHUS:

a) HAaMMEHOBaHHUE (papMalleBTUUYECKOM CyOCTaHIINM, €€ CTPYKTYpa, 00Ilie CBOMCTBA,

6) HaAaUMCHOBAHUC U aIp€C MTPONU3BOAUTECIIA,

B) TEXHOJIOTUA ITPOU3BOACTBA C OIMMCAHUEM cTagui MMPOU3BOACTBA U MCTOAOB KOHTPOJII Ha BCEX
CTagudaXx IMpOU3BOJACTBA;

r) uHGOpMAaLKS O TPUMECSX;

1) crienuukanys Ha (apMaleBTHUECKYIO CYOCTaHIIHIO;
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€) OIMCaHNe METOIUK KOHTPOJIS Ka4eCTBa;
) pe3yJIbTaThl aHAJIK3a CepUil (hapMalleBTHUECKOM CyOCTaHITI;

3) MepPEYCeHb CTAHAAPTHBIX 00PA3IOB MJIM BEIIECTB, UCIOJIb3YEMbIX MPU OCYIIECTBICHUU KOHTPOJIS
KayecTBa;

1) ONMCAHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPE/ICTB;
K) JJaHHbIE O CTAOUIIBHOCTH;
JI) CPOK TOJHOCTH, YCIOBUS XpaHEHUS;

5) OTUET O pE3yJabTaTax AOKIMHHUYECKOTO MCCICAOBAHUA JICKAPCTBCHHOI'O CpCACTBA IJId
BCTCPHUHAPHOTO MPUMCHCHU A,

6) oTuer O pe3yiabTaTaX KIMHUYECKOTO MCCIEIOBaHMs JIEKAPCTBEHHOIO IIpernapara Juist
BETEPUHAPHOTO NPUMEHEHHUS y KaKJI0TO BUJA KUBOTHBIX, YKA3aHHBIX B MHCTPYKIUU 110 BETEPUHAPHOMY
IIPUMEHEHHIO;

7) MPOEKT MHCTPYKIIUH 10 BETEPUHAPHOMY TPUMEHEHHIO JICKAPCTBEHHOTO TIperapara, coaepxKarieit
CIIEYIOIINE CBECHMUS:

a) HalMEHOBaHUE JIEKApCTBEHHOTO MperapaTa [l BETEPUHAPHOTO MPUMEHEHHS (MEXIyHapOIHOE
HENaTeHTOBAHHOE, UJIHM FPYNIIMPOBOYHOE, UM XUMHUYECKOE U TOProBO€ HAUMEHOBAHUS );

0) nekapcTBeHHas popma ¢ ykazaHHEM HaUMEHOBAHHMM M KOJMYECTBEHHOTO COCTaBa JECUCTBYIOIIUX
BEIIECTB M KaUeCTBEHHOTO COCTaBa BCIIOMOTATEIbHbBIX BEILIECTB;

B) OIMMCAaHKUEC BHEIIHET'O B A JICKAPCTBCHHOI'O IIpC€riapaTta AJId BETCPUHAPHOI'O IPUMCHCHUS

r) dhapMakoTepaneBTHUECKas IpyIia JIEKApCTBEHHOro Mperapara Uil BeTepUHAPHOTO MPUMEHEHUS
WJIM yKa3aHUe "TOMEONaTUYeCKUM JICKApCTBEHHBIN penapart';

n)  dapmakoguHaMUKa M (apMaKOKMHETHKa (32  HCKIOYeHHeM  (GapMaKOKMHETUKH
TOMEOIATHYECKUX JICKAPCTBCHHBIX NPENapaToB W PACTUTEIbHBIX JICKAPCTBEHHBIX IPENapaToB) WIIH
ONHMCAaHHE UMMYHOOHOJIOTMYECKIX CBOMCTB JIEKAPCTBEHHOTO TIpernapara;

e) MOKa3aHHWA OJIA IPUMCHCHHUA,
)K) MMPOTUBOIIOKA3aHUA JJII IPUMCHCHU,
3) MCPBI MPEAOCTOPOIKHOCTH IPHU IPUMCHCHUU

I/I) YKa3aHnue€ BO3MOXKHOCTU U 0COOCHHOCTEH MIPpUMCHCHUS Y 6epeMeHHHX JKUBOTHBIX, Y )KHBOTHBIX B
nepuoa JIakTaluu, y HIOTOMCTBA )KUBOTHDBIX;

K) PCKUM OO3UPOBAHUA, CIocoo BBCACHUA W INPUMCHCHUA, IMPU HCO6XOI[I/IMOCTI/I BpCEMs IIprueMa
JICKApCTBCHHOT'O Mperiapara i BETCPUHAPHOTO MPUMCHCHU A, ITPOAOJIZKUTCIIBHOCTD JICHCHUA
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J1) BO3MOXHBIE TTOOOYHbBIE JEHCTBUS, HEKENATEIbHbIC PEAKIIUU MPU MTPUMEHEHUHU JIEKAPCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO MPUMEHEHUS;

M) CUMITOMBI [I€PEI03UPOBKH, MEPHI 10 OKA3aHUIO TOMOILM IIPU NIEPET03UPOBKE;
H) B3aUMOJIEWCTBUE C IPYTMMH JIEKAPCTBEHHBIMU MpenapaTaMu U (WJIM) KopMamu;
0) ¢opMBI BBITyCKa JIGKAPCTBEHHOTO TpeTapara Jjisi BETEPHHAPHOTO MPHUMEHEHHS,

) yKazaHue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEM IEeMCTBHS JIEKApCTBEHHOIO Ipernapara s
BETEpUHAPHOI'0 IIPUMEHEHUS IIPU IIEPBOM IIPUEME HUIIH IIPU €r0 OTMEHE;

p) onucanue (Ipyu He0OXOIUMOCTH) JEMCTBHI BETEpUHAPHOTO Bpaya (BeTepuHApHOTO (enpaiiepa),
MHOTO CIleluaIncTa B 001acTi BEeTEpUHAPHUH, BIIa/Ieiblia )KUBOTHOTO MPH MPOIyCKE MpUueMa OJHOW WIIH

HECKOJIBKHX 03 JICKAPCTBCHHOT'O Ipcriaparta i1 BETCPUHAPHOTI'O IIPUMCHCHHA

C) CPOK TOAHOCTU MW YKAa3aHUC Ha 3alpeT MNPUMCHCHUA JICKAPCTBCHHOI'O Iperapara mId
BCTCPHUHAPHOT'O MPUMEHCHUA 110 UCTCUCHUU CPOKA T'OJHOCTH;

T) YCJIOBHSI XpaHEHUS;

y) yKazaHhe Ha HEOOXOJAMMOCTh XpaHEHUs JIEKApCTBEHHOTO TMpernapara s BETEpPUHAPHOIO
MIPUMEHEHUs] B MECTaX, HEAOCTYIHBIX AJIs JeTeH;

¢) ykazanme (MpU HEOOXOAMMOCTH) CIECIHMAIBHBIX MEP MPEIOCTOPOKHOCTH TPU YHUUYTOKCHUHU
HEWCIIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENapaToB sl BETEPHHAPHOTO TIPUMEHEHUS;

X) CPOKH BO3MOXXHOI'O HCIIOJB30BaHUA NPOAYKIHUH KHUBOTHOI'O IMPOHUCXOXACHHUA IIOCIIC BBCACHUA
KUBOTHOMY JICKaAPCTBCHHOTO IIpEIiapara JJIsi BETCPUHAPHOTI'O IPUMEHCHUS

11) YCJIOBUS OTITYCKa;

LI) HauMCHOBaHUA MW aApeca IMPOU3BOACTBCHHLIX INIOMIAAOK IIPOHU3BOIUTEIIA JICKAPCTBECHHOI'O
npcIiapata 4Jjisi BETCPpUHAPHOI'O IIPUMCHCHH

I_H) HanMCHOBAHHC, aApCC OpraHu3aluu, YHOHHOMO‘ICHHOﬁ JACPXKATCIICM HWJIM BJIAACIIBLEM
PEruUCTPpalUOHHOTO  YAOCTOBCPCHUS JICKADCTBCHHOI'O IIpCliapaTa Ha JIIPUHATUC HpeTeH3Hﬁ OT

MOTpeOuTEIS;

8) IIPOCKTBI MAKCTOB HepBHqHOﬁ YIIaKOBKH U BTOquHOﬁ YIIAaKOBKHU JICKAPCTBCHHOTO IIpCIiapaTa IJIsd
BCTCPHUHAPHOTO MPUMCHCHU A,

9) cnenyromue cBesleHHs O JIEKAPCTBEHHOM Ipenapare il BeTepUHApHOT0 IPUMEHEHUS:
a) OTMCaHUE U COCTaB JICKAPCTBEHHOTO MpenapaTa JJisi BETepUHAPHOTO IPUMEHEHUS;
0) onucanue (papMaleBTHUECKON pa3paboOTKy;

B) OMMMCAHUC TTpoLecCa NPOU3BOACTBA U €CTO KOHTPOJIA;
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I') OIIMCAaHUE KOHTPOJISI KPUTUYECKUX CTaJAUN ITPOU3BOJICTBA U IPOMEKYTOUHON IPOAYKLIUU;

1) HaMMEHOBaHMS M ajpeca pa3pabOT4MKa, JAepXKareis WIM BIAJelblla PETrHCTPAOHHOTO
YIIOCTOBEPEHHUsI  JICKAPCTBEHHOTO  TIpenapaTra, MPOW3BOACTBEHHBIX  IUIOMIAJOK  MPOU3BOJUTEIS
JIEKApCTBEHHOTO TpenapaTa Jyisi BETepUHAPHOTO IIPUMEHEHUS;

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) (hapmarieBTHYECKasi COBMECTHMOCTB;

) MUKPOOHOJIOrMYECKHUE XapaKTEPUCTUKH;

3) MaTepuagbHbIA OaaHC 71 MPOU3BOACTBA CEPUU FOTOBOTO MPOJIYKTa;

1) ONMCaHUE XapaKTEPUCTHK U CBOMCTB YIIaKOBOYHBIX MaT€PHAJIOB U YKYIIOPOUHBIX CPE/ICTB;
K) TOKYMEHTAJIHHOE TIOITBEPKICHHE (BaJIUIAIIHsI) TPOIIECCOB M (MJIN) MX OIEHKA,

1) TpeOOoBaHUS K KauecTBY BCIIOMOTaTeNbHbIX BellecTB (cepTUdUKaT, creuupukanus Ha
BCIIOMOTATENbHbIE BEIIECTBA U UX 000CHOBAHUE);

M) AHAIIUTUYCCKUE MCETOAUKH, HUCIOJB3YEMBIC IIPU OCYHICCTBJICHUHU KOHTPOJIA KadeCTBa
BCIIOMOT'aTCJIBHBIX BCIIICCTB,

H) JOKYMEHTaJbHOE MOATBEp)KACHUE (BaMJAIMs) aHATUTUYECKUX METOJUK, HCIOJIb3YeMbIX MpHU
OCYILIECTBJICHUH KOHTPOJISl KayecTBa BCIIOMOTATEIbHbBIX BEIIECTB;

O) I/IH(bOpMaI_[I/IH 00 HCIIOJIB30BAaHUM BCIIOMOTATEILHBIX BCIICCTB YCIOBCYCCKOTO U XHBOTHOTO
IIPOUCXOKIACHUSA,

1'[) I/IH(bOpMaI_II/IH 00 MCIOJIL30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BCIIECTB,

p) TpeOOBaHHMS K KauyeCTBY JIGKAPCTBEHHOTO IIperapara Iyl BETEPUHAPHOTO IPHUMEHEHHUSI
(ceptudukar, cnienudukanys Ha JEKapCTBEHHBIN Ipemnapar U uX 000CHOBaHUE);

C) AHAJIUTUYCCKUC MCTOAHUKH, HUCIHOJB3YCMbIC IIPU OCYIICCTBJIICHHMU KOHTPOJIA KadeCTBa
JICKAPCTBCHHOI'O IIpCIiapara AJId BETCPUHAPHOI'O IIPUMCHCHUA ]

T) AOKYMCHTAJIBHOC MNOATBCPIKACHUC (BaJ'II/II[aI_II/ISI) AHAIIUTUYCCKUX MCETOJUK, HCIIOJIb3YEMbIX IIpU
OCYIICCTBJIICHUU KOHTPOJII KA4YC€CTBA JICKAPCTBCHHOI'O ITpC€iaparta sk BETCPUHAPHOI'O IPUMCHCHU ]

Y) HAOKYMCHT, HO,Z[TBep)I(I[aIOH_II/Iﬁ Ka4ueCTBO JICKAPCTBCHHOI'O TIIp€riapara TpPEX MPOMBIINIIICHHBIX
CepI/Iﬁ (HpOTOKOJ'I aHaJIn3a nin CepTI/I(l)I/IKaT aHaHI/ISa), OJlHa CEpHd KOTOPOIo JOJIZKHA COBIAAATH C cepI/Ieﬁ
o6pa3ua JICKApCTBCHHOTI'O IIpCIiapaTa, NOAaHHOI'O0 Ha pEerucCTpaluro;

¢) xapakTepuCcTHUKa IpUMeceii;

X) NEepCUYCHb CTAHAAPTHBIX 06pa3u03, HCIIOJIB3YCMBIX TIIPU OCYHICCTBJICHUU KOHTPOJIA KadCCTBA
JICKApCTBCHHOT'O IMperiapara il BETCPUHAPHOTO MPUMCHCHU A,
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I1) TaHHBIE O CTAOMIILHOCTH JICKAPCTBEHHOTO Mpenapara Jjisi BETEPHHAPHOTO IPUMEHEHUS;

10) xommsl NMOKyMEHTa, COJIEpXamiero WHGOPMAIUI0 O HAIWYNH WIH 00 OTCYTCTBHHM (AKTOB
pEerucTpanyy JEKapCTBEHHOTO IMperapaTa Juisi BETEpUHAPHOTO NMPUMEHEHHUs 3a npenenamu Poccuiickoii
Oenepauuu;

11) cornmacue B muchMeHHOH (popme, MPerycCMOTPEHHOE YacThiO 7 HACTOSIIEH CTaThH, B Clydae
pErucTpany BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO IIpenapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomMsi JOKYMEHTa Ha PYCCKOM SI3bIK€, 3aBEPEHHOT0 B YCTAHOBJIEHHOM TOpSAKE H
MOATBEPXKIAIOLIET0 PABOMOYHOCTh 3asBICHHUSI O TOCYJApCTBEHHON perucTpanuu JeKapCTBEHHOTO
npernaparta Jiisl BETepUHAPHOI0 NPUMEHEHUs (JOBEPEHHOCTH).

4. Ilpm mnpoBeneHMM YCKOPEHHOW NPOLEAYpbl SKCIEPTU3bl JIEKAPCTBEHHOIO IIpenapara s
BETEPUHAPHOTO MPUMEHEHHsSI B LEIAX €ro TOCYJapCTBEHHOM PErMCTPAallMd MOXKET IPEACTaBIATHCS
nH(popMalus, MoIy4eHHas IPpU MPOBEIECHUHN KIMHUYECKUX HCCIeA0BAHUN JIEKapCTBEHHOTO Mpenapara u
OMyOJMKOBaHHAs B CIEUUATM3HUPOBAHHBIX IMEYATHBIX H3JAHUSAX, a TaKXke JOKYMEHTHI, coJepiKalline
pe3ynbTaThl HUCCIEAOBaHMUS OMOSKBHBAJIEHTHOCTH JIEKAPCTBEHHOIO TMpernapara Jjs BETepHHApHOTrO
MIPUMEHEHHSL.

5. Ha skcrniepTusy pa3inuyHbIX JEKapCTBEHHBIX (DOPM OJTHOTO U TOTO K€ JIEKApCTBEHHOT'O Mpenapara
JUI BETEPUHAPHOTO MPUMEHEHUs 3asBUTENb MPEACTABISAET OTACNbHBIC 3asBIICHUS U PErUCTPAIlMOHHBIC
JI0ChE Ha KaXIylo JekapcTBeHHyto hopmy. [Ipu yciaoBun o JHOBpeMEHHOM MoJgauu Ha SKCIEPTU3Y OJHOM
JIEKapCTBEHHOU (DOPMBI C pa3IMUHBIMU TO3UPOBKOM, KOHIICHTpAIMEH, 00beMOM 3assBUTEIb MPEICTABIISIET
OJIHO 3asIBJICHHE M PETUCTPALMOHHOE JI0ChE C MPUIOKEHHEM MAKETOB YIIAKOBOK Ha KaXKyIO JO3UPOBKY,
KaXKyI0 KOHIIEHTPAIIHIO, KKl 00bEM U KaXKJ10€ KOJUYECTBO /103 B YIIaKOBKE.

6. 3asBUTENb BIpaBe IMPEACTaBUTh IO COOCTBEHHON MHMIIMATUBE BMECTE C 3asBICHHEM O
rOCy/IJapCTBEHHOW pEruCcTpalliy JIEKapCTBEHHOIO Mperapara s BETEPUHAPHOTO TMPUMEHEHUS
JOKYMEHTBI, MOATBEPKAAIOIINE YIIATy rOCYJapCTBEHHOM MOLUIMHBI U yKa3aHHbIE B IyHKTE 7 4acTu 2
HacTosIIeH cTaThu. B ciiyyae ux HenmpecTaBiIeHHs] COOTBETCTBYIOIIUN YIOJIHOMOYEHHBIN (eiepanbHblIii
OpraH HCIIOJIHUTENbHON BJAacTU MpoBepseT (aKkT YIUIaThl 3asBUTEIEM TOCYAapCTBEHHOW MOILIMHBI
MOCPEJICTBOM HCIIOJIb30BaHUsl MHPOpMAIUK 00 yIuiaTe rocydapCTBEHHOU MOIUIUHBI, COIAEpIKAIIecs B
l'ocynapctBeHHON MH(POPMAIIMOHHOM CHCTEME O TOCYIAapCTBEHHBIX M MYHMIIMIIAJIbHBIX IJIaTeXKax, Ha
OCHOBAaHMUU  TPEJCTABICHHBIX  3asBUTEJIEM KOMUA  JOKYMEHTOB, MOJATBEPXKIAIONIMX  yILIaTy
roCy/1apCTBEHHOW MOIIIHHBI.

7. He nomyckaercss HCIOJIb30BaHME B KOMMEPUECKMX ILeNAX HHPOpMalLuu O pe3yibTaTax
JNOKJIIMHUYECKUX UCCIIENOBAHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HUCCIIEIOBAHUM JIEKapCTBEHHBIX
IIPENapaToB JUIsl BETEPUHAPHOIO INPHMEHEHHUs, NPEICTABICHHON 3asBUTENEM Ul TOCYAapCTBEHHOU
perucTpany JIEKapCTBEHHbIX IpenapaToB, 0e3 ero corjacus B TeueHHE MIECTH JIET C JaThl
roCyJapCTBEHHOH perucTpanuu pegepeHTHOro JeKapcTBeHHOro npenapara B Poccuiickoit denepanmu.

Cratba 18. Nopgava u paccMoTpeHue 3asiBNeHUA O rocyaapCTBEHHOW perncrpauum
NieKapCTBEHHOro npenapara Ans MeaUUUHCKOro npuMeHeHus
(B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-03)
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1. Jlns rocymapCTBEHHOM perucrpanuu JIEKApCTBEHHOIO IIpernapata s MEAMLHMHCKOIo
MPUMEHEHHs IOPUIMYECKOE JIMIO, JEHCTBYIOIIEE B COOCTBEHHBIX WHTEpECaX MM YIIOJIHOMOYEHHOE
MIPEACTABIIATh MHTEPECH APYrOro IOPUIMYECKOTO JIMIA M 3asBIAIONIEE JICKAPCTBEHHBIM Ipernapar Ha
TOCYJAPCTBEHHYIO0 PErHCTpaluio (Jajllee B HACTOALIEH CTaTbe - 3asBUTENb), IIPEACTaBIAECT B
YIOJHOMOYEHHBIN (eiepalibHbIIl OpraH MCIOJIHUTEIbHON BIACTH, OCYIIECTBIISIIOIIMM rOCY1apCTBEHHYIO
perucTparnmio JeKapCTBEHHBIX MIPENapaToB sl MEIULIMHCKOTO IPUMEHEHHUS, B AJIEKTPOHHON (hopMe U Ha
OyMa)XHOM HOCHTENIC 3asBIEHHE O TOCYJapCTBEHHOW PErMCTpAIlMM JIEKapCTBEHHOTO IpernapaTa Juis
MEJUIIMHCKOTO TPUMEHEHMs, a TakXe B TMOPSJIKE, YCTAaHOBJIECHHOM YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTENbHON BIJIACTH, B AJIEKTPOHHOW (opMe M Ha OyMa)XHOM HOCHUTENIe HEOOXOJUMBbIe
JOKYMEHTBI, M3 KOTOPBIX (OpPMHpYETCs PErucTpalliOHHOE J0Ch€ Ha JIEKApCTBEHHBIN MpemapaT ajs
MEJIUIUHCKOTO NPUMEHEHUSI.

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

2. B 3asgBieHUM 0 rocyAapCTBEHHOM perucrpainuy JeKapCTBEHHOTO Mpernapara sl MeIUIHUHCKOTO
IIPUMEHEHHUSI YKa3bIBAIOTCA:

1) HamMeHOBaHWE, aJpec 3asBUTESII W TPOW3BOAMTENS JICKAPCTBEHHOTO Ipemapara Jyis
MCIUIIUHCKOI0 NMpUMCHCHHA, CBCIACHUA 00 ux PEruCcTpaivii B Ka4€CTBEC HAJIOI'OINIATCIIbBIINKA B CTPAHEC
perucTpanuu (Il POCCUMCKUX FOPUANYECKUX JUIl - UACHTH(UKAIMOHHBIA HOMEDP HaJIOTOIIIATEIbIINKA
(MHH), nnst uHOCTpaHHBIX IOPUIMYECKUX JIUI] - CTpaHa PEerucTpalu, HANMEHOBAHUE PErUCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIA HOMEp, KOJ HaJOTOIUIATENIBIINKA B CTPaHE PErUCTpaIiy (MHKOPIOPAIINH)
WIH €0 aHaJoT) M aJIpec MeCTa OCYIIECTBIICHHS MPOM3BOJCTBA JEKAPCTBEHHOTO Tpemnapata (B cirydae
HAJIMYHMST HECKOJBKAX YYaCTHHKOB IIpoIlecca €ro IMPOW3BOJCTBA HEOOXOIMMO YKazaTh KaXKIIOTO
YYaCTHHKA B COOTBETCTBUU C OCYIIECTBIISIEMOM CTaIUeH MPOU3BOICTBA);

(n. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaMEHOBaHHUE JIEKAPCTBEHHOT'O Ipernapara Juil MEeIULUHCKOTO MPUMEHEHUs (MEXIyHapoIaHOe
HENMaTeHTOBAHHOE, UJIHM IPYIIIHUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAMMEHOBAHMS);

3) IEPCUCHb HeﬁCTBYIOIHHX M BCIIOMOTI'aTCJIBHBIX BEIICCTB, BXOJAAIIHUX B COCTaB JICKAPCTBCHHOI'O
npenapara Jjid MEAUIUHCKOTI'O IIPUMCHCHMS, ¢ YKa3aHUEM KOJIMYECTBA KaXK10I'0 U3 HUX,

4) nekapctBeHHass ¢opMma, AO3UPOBKA, CHOCOObI BBEACHHS M MPUMEHEHHUS, CPOK TOJHOCTHU
JIEKapCTBEHHOTO TpernapaTa Jilsl MEIUIIUHCKOTO MPUMEHEHHUS;

5) dapmakoTepaneBTHUECKAs TPYIINA, KOJ aHATOMO-TEPareBTUYECKO-XUMUYECKOH KIaccu(uKaImm,
peKoMeHI0BaHHOW BcemupHol opraHuzanueil 34paBOOXpaHEHMs, 3asdBlsieMble TOKa3aHUS IS
MIPUMEHEHHsI IEKAPCTBEHHOTO IIpernaparta Jisi MEIUIIMHCKOTO PUMEHEHHS;

6) OTCYTCTBUC HCO6XOI[I/IMOCTI/I MMpeaoCTaBJICHUA OT4UETa O pPE3yjibTaTaX KIMHHYECKOT'O
HCCICIJO0BaHUsA, HUCCIICOOBaAHUA OMO’KBUBAJICHTHOCTH JICKApCTBCHHOT'O IIpeliapaTa, paspCliCHHOro JIsd
MCIUIIUHCKOI'O MPUMCHCHUS B Poccuiickoit q)ez[epam/m Ooitee ABAaATH JICT, C YKa3aHUEM HOPMATUBHBIX
IIPpaBOBbBIX AKTOB, IMOATBCPKAAOIINUX JTaHHBIN CPOK IMPUMCHCHUS,

7) HeobxomauMocTh odopMIIeHHs pa3pelieHus Ha BB03 B Poccuiickyro denepannio KOHKPETHOU
MapTUM  3apPETUCTPUPOBAHHBIX W (WJIM)  HE3apeTUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
MpeAHa3HAYEHHBIX JJI1 MPOBEACHHS 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LENAX TOCYJapCTBEHHOU
perucTparmm;

www.consultant.ru Crpannna 35 u3 127
HajIe:KHAsl IPAaBOBas MOAJEPKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Denepanbusblii 3akoH o1 12.04.2010 N 61-03
(pexn. or 06.06.2019)
"O6 oOpalIeHNH JICKAPCTBEHHBIX CPEACTB"

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jara coxpanenus: 20.06.2019

8) HCO6XOI[I/IMOCTB MMPOBCACHUA OSKCIICPTU3bI JOKYMCHTOB, IMPCACTABJIICHHBIX IJId OIIPCACICHUA
BO3MOXHOCTH pacCMaTpuBaThb HeKapCTBeHHI:IfI npemnapar ajid MCEAULIUHCKOIO IMPUMCHCHUA IIPU
OCYILECTBIICHHHU TOCYAAPCTBEHHOM PErNCTpaly B KauecTBe Op(haHHOTO JEKapCTBEHHOTO IIperapara;

9) HeoOXOAMMOCTh MPUMEHEHHS YCKOPEHHOW MPOLEAYpPHl SKCIIEPTU3HI JEKAPCTBEHHBIX CPEICTB B
LEJAX TOCYJapCTBEHHON PETUCTPALMHU JIEKAPCTBEHHOTO IIPenapara;

10) xonuu JOKYMEHTOB, MOATBEPAKAAIOLINX YIIATy FOCYAAPCTBEHHOM MOIINHBL:

a) 3a TMPOBEJCHHE DKCIEPTU3bI OKYMEHTOB, MPEICTABICHHBIX IJIsi OMpPENETICHUsT BO3MOXKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIN TMpemnapaTr Uil MEIWIMHCKOTO TPUMEHEHHs] TPU OCYIIECTBICHUU
rOCYJIapCTBEHHOM PETUCTPAIIMH B Ka4eCTBE OPPaHHOTO JIEKAPCTBEHHOTO Mperapara;

0) 3a IpOBEJIEHHE SKCIEPTH3bl KauecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCHEPTH3bl OTHOLICHMS
0>KMJIa€MOM MOJIb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIPEenapara, pa3pelieHHOro JUIs
MeIUIMHCKOro npuMmeHeHusi B Poccuiickoit ®dexepanuu OoJiee ABAALATH JIET, IPU OCYLIECTBICHHUU
rOCYAapCTBEHHOM PETUCTPALINH JIEKAPCTBEHHOTO Mperapara;

B) 3a MPOBEJICHHE DKCIIEPTHU3BI KadyecTBa JICKAPCTBEHHOTO CPEACTBA M JKCIEPTHU3bI OTHOIICHUS
0’KMJIaeMOM TIOJIb3BI K BO3MOKHOMY PUCKY MIPUMEHEHUS JICKAPCTBEHHOTO TMpernapara JijIsi MEIUIIMHCKOTO
MIPUMEHEHHUS [IPH €T0 FOCYIapCTBEHHON PETUCTPALIUN;

I) 3a MPOBEAEHUE HKCIEPTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTHU3bI OTHOIICHHS
0’KHJJaeMOH TOJb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara i MeIUIUHCKOTO
MPUMEHEHHS], B OTHOIIEHUU KOTOPOTO MPOBEIEHBl MEXKIyHApPOIHbIE MHOTOLIEHTPOBBIE KIMHUYECKHE
HCCIIEIOBaHUA, 4YacTh U3 KOTOpbhIX mpoBeaeHa B Poccuiickoit depepainuu, npH OCYIIECTBICHUN
rocy/lapcTBEHHOW PETUCTpalliy JIEKApCTBEHHOTO Mpenapara;

11) HaJIN4YUEC COorjacusa IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpfriapara, IIPOU3BOACTBO KOTOPOIO
OCYIICCTBIIAICTCA 3a MpeaciaMu Poccuiickoit CDez[epaulzm, Ha IIPOBCACHUC HHCIICKTHUPOBaAHUA
IIPOU3BOJUTEIIA HA COOTBETCTBHUEC Tpe6OBaHI/I$IM IIpaBUJI Haﬂnemameﬁ HpOH3BO,HCTBCHHOI>'I IIPAKTHUKHU,

12) Hanuyue coryacusi, MpeyCMOTPEHHOTO YacThio 18 HacTosIIeH CTaThu;

13) ykazaHue BuJa JIEKapCTBEHHOTO MpernapaTa, MpeACTaBICHHOr0 Ha perucTpanuio (pedepeHTHBIH
JIEKapCTBEHHBI  Mpemapar, BOCIPOU3BEACHHBIM  JICKapCTBEHHBIM  MpemapaT, OHOJOTHYECKHIA
JIEKApCTBEHHBIM TIpenapar, OnoaHajoroBbId (OMOIOJAOOHBIN) JIEKApCTBEHHBIN Ipemnapar (OnoaHaior),
roMeonaTHYeCKU JIeKapCTBEHHBIH Mpenapar, IeKapCTBEHHBI PaCTUTEIbHBIN IIpernapar).

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

3. PeructpannoHHO€ 10Ch€ Ha JIEKaPCTBEHHBIM IMpemapaT i MEIUIIUHCKOTO TPUMEHEHUs
MperocTaBisieTcs B (hopMe 00IIero TeXHNIECKOro JOKYMEHTa.
(dactp 3 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4, Pazgen JOKYMCHTAUN aAMUHUCTPATUBHOI'O XaPAKTCPa BKIHOYACT B ceost:

1) 3asBIEHHE O TOCYAApPCTBEHHOM pErucTpaluu JIEKapCTBEHHOIO Ipernapara Uil MEAULUHCKOTO
MPUMEHEHHS B DJIEKTPOHHOM (opMe U Ha OyMaKHOM HOCHUTEIIE;
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2) KONHUI0 JIOKYMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOTO0 B YCTAHOBJIEHHOM TIOpSJIKE U
MOTBEPIKIAIOIIETO MPABOMOYHOCTh 3asBUTENISI T0JaBaTh 3asBJICHUE O TOCYIAPCTBEHHOW PErucTpaiuu
JIEKapCTBEHHOTO Mperapara st MEIUIIMHCKOTO MPUMEHEHUS (JIOBEPEHHOCTH);

3) KOIMMIO JIMOCH3WKW Ha IIPOU3BOJACTBO JICKAPCTBCHHBLIX CPCACTB HWJIM KOIHIO 3aKIOYCHHA O
COOTBETCTBHUU MMPONU3BOANTCIIA JICKAPCTBCHHBIX CpCaACTB Tpe60BaHI/I$[M IIpaBUJI Hazmen(ameﬁ
HpOH?;BOIICTBCHHOfI IMPAKTHUKHU, BbBIAAHHBIX YIIOJTHOMOYCHHBIM Q)eﬂepaanmM OpraHom HUCIIOTHUTEIbHON
BJIACTM B OTHOILIEHWU MPOU3BOACTBEHHOW MUIOIIAAKA PETUCTPUPYEMOTO JIEKAPCTBEHHOIO Ipenapara, B
ciydae, eclii IpOU3BOJICTBO JIEKAPCTBEHHOTO Ipenapara ocyuectsisiercs B Poccuiickoit denepanmuy;

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

4) KOIINIO BI)II[aHHOI\/'I YIIOJIHOMOUYCHHBIM OpraHoOM CTpaHbl IMMPOU3BOAWTECIIA JIMOCH3UKW Ha
MPOU3BOJICTBO JICKAPCTBEHHOTO TMIperapara W €€ TepeBOJl Ha PYCCKHHA S3BIK, 3aBEpPEHHBIC B
YCTaHOBJIEHHOM TOPSZKE, a TAK)KE KOMHUIO 3aKIFOYEHUSI O COOTBETCTBUH IPOHU3BOIUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHUSAM  TPaBUJ  HAJIEXKaIle  MPOW3BOJCTBEHHOW  TPAKTUKH,  BBIJAHHOTO
YIOJIHOMOYCHHBIM @enepaﬂLHmM OopraHomM HUCTIOJTHUTENBHOMN BJIACTH B OTHOIIIEHHU HpOI/ISBOHCTBeHHOI\/’I
IUIOIMAaAKU PETUCTPHUPYEMOTO JICKAPCTBCHHOI'O IIpe€riapara, WM KOIMHMIO PEIICHHA YIIOJIHOMOYCHHOTO
denepaabHOrO OpraHa MCIOJHUTENFHOW BIIACTH O TPOBEICHHH HWHCIEKTUPOBAHUS ITPOU3BOUTEIIS
JIEKapCTBEHHBIX CPEJCTB, B CIy4ae, €ClIi MPOU3BOICTBO JIEKAPCTBEHHOIO IMperapara OCyILEeCTBISETCs 3a
npeaenamu Poccniickoit denepanuu;

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

5) NPOEKT UHCTPYKLIUU O METUIIMHCKOMY IMTPUMEHEHHUIO JIEKApCTBEHHOTO Mpemnapara, coaepkauieit
CIIEYIOIINE CBECHMUS:

a) HaUMEHOBAaHUE JIEKAPCTBEHHOTO IpemapaTa (MeXIyHapoJHOE HENmaTeHTOBAaHHOE, WU
IPYNIUPOBOYHOE, UM XMMHUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nekapcTBeHHas (popma ¢ yKazaHUEM HAUMEHOBAHHM U KOJMYECTBEHHOTO COCTaBa JACWCTBYIOIIHNX
BEIIECTB U KaYECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEIECTB (MPU HEOOXOAUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTATEJIbHBIX BEIIECTB);

B) OMMCaHKE BHEIIHErO BUJIA JIEKAPCTBEHHOTO MpernapaTa s MEAULUHCKOTO TPUMEHEHUS;
r) pU3NKO-XUMHUYECKHE CBOMCTBA (U1l paarodapMaleBTHIEeCKUX JIEKaPCTBEHHBIX MPENapaToB);

1) ¢apMakoTepaneBTUYECKasi TpyIa, KOJ JIEKApCTBEHHOTO TMpemapara Ui MEIUIIMHCKOTO
MIPUMEHEHHUS [0 AHATOMO-TEPANEBTUYECKO-XUMUYECKON KIIaCCU(PHUKAIIUHU, pEKOMEHA0BaHHOW BcemupHoii
OpraHu3aiueil 31paBoOXpaHeHus], UK yKa3aHHe "TOMEONaTHYeCKUi JIeKapCTBEHHBIH mpemnapat';

e) (dapmakoguHamMuka U (apMakOKMHETHKa (32  UCKIIOYeHHEeM  (apMaKOKUHETUKU
rOMEOTIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

)K) MOKa3aHusd JJIs1 MPUMCHCHUA,
3) MMPOTHUBOIIOKA3aHUA JIsI IPUMCHCHU

1) MepbI PE0CTOPOKHOCTHU MPH NPHUMEHEHUH;
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K) YKa3aHUE€ BO3MOXHOCTH M OCOOEHHOCTEM NPUMEHEHHs JIEKApCTBEHHOIO IIpernapara Jyis
MEJUIMHCKOTO TMPUMEHEHUS OEpEeMEHHBIMU JKEHIMHAMH, JKEHUIMHAMM B IEpUOJ TIPYAHOIO
BCKapMJIMBaHUs, 1I€TbMU, B3pOCIBIMU, UIMEIOIIMMU XPOHUUECKHE 3a00JI€BaHNUS;

J) PEKUM JI0O3UPOBAHUS, CIIOCOOBI BBEACHUS U NMPUMEHEHHUs, IPU HEOOXOJUMOCTH BpeMs Ipuema
JIEKAPCTBEHHOI'0 IIpenapara i MEAMIMHCKOIO NPHUMEHEHUS, IPOJOJIKUTEIBHOCTh JICYEHHUS, B TOM
4uclle y JETE€H O U IOCIIE OJHOTO roJa;

M) BO3MOJHBIC HCKCIIATCIBbHBIC PCAKIUKW IIPHU IMPUMCHCHHUMN JICKAPCTBCHHOI'O IIperiapara IJId
MCIUIUHCKOI'O NPUMCHCHUA

H) CUMIITOMBI [1€PEI03UPOBKH, MEPHI IO OKA3aHMIO TIOMOIIY U NMEPET03UPOBKE;
0) B3aMMOJIEMCTBHE C APYTUMU JIEKApCTBEHHBIMHU IIpenapaTaMy U (WJIK) MHUILEBBIMHU MPOJAYKTaAMH;
1) GOpMBI BBITYCKa JIEKAPCTBEHHOT'O IIpenapara;

p) ykazaHue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEN JAeWCTBUS JIEKapCTBEHHOTO Ipemnapara Ijis
MCIUIHUHCKOI'0 NPpUMECHCHUSA IIPU IICPBOM IMPUEME UIIH ITPU €TI0 OTMECHE,

c) onucaHue (Ipu HEOOXOAUMOCTH) JecTBHM Bpada ((penpamiepa) v (MIK) NalMeHTa Mpy MpoIycKe
IIpreMa OJJHOM MJIM HECKOJIBKUX J103 JICKapCTBEHHOT'O MpenapaTa JUlsl MEAUIUHCKOTO IPUMEHEHNUS;

T) BO3MOXHOE€ BIMSHHUE JIEKAPCTBEHHOIO Tpenapara s MEIUIUHCKOr0 MPUMEHEHUs Ha
CIOCOOHOCTH YIPABIIATH TPAHCTIOPTHBIMU CPEACTBAMH, MEXaHU3MaMH;

y) CpOK TOJHOCTM U YKa3aHHe Ha 3alpeT NpPHUMEHEHHUs JEeKapCTBEHHOro Mpernapara Jyis
MEJUIIMHCKOTO MPUMEHEHHS 110 UCTE€YEHUH CPOKa FOTHOCTH;

&) ycnoBus XpaHEHUS;

X) YKa3aHUC Ha HCO6XO,I[I/IMOCTB XpaHC€HHA JICKAPpCTBEHHOI'O IIpfriapara i1 MCEAWIUHCKOI'O
IIPUMEHCHUA B MECTaX, HCAOCTYITHBIX JJIsA z[eTeﬁ;

I_[) YKa3aHue (HpI/I H606X0)II/IMOCTI/I) CIICHUAJIBHBIX MCEp MNPEAOCTOPOIKHOCTU IIPU YHUUYTOKCHHUU
HCHUCIIOJBb30BaAHHBIX JICKAPCTBCHHBIX IIPCIIAPATOB JJIS1 MCAUITUHCKOI'O IIPUMCHCHUA

q) YCJIOBHUS OTITYCKA;

II) HaMMEHOBaHMsI M aJpeca MPOU3BOJCTBEHHBIX IUIOIIAJOK MPOU3BOIAMUTENS JIEKAPCTBEHHOI'O
npernapara;

) HAUMEHOBAHHUE, aJpec OpraHU3alUM, YIOJHOMOUYEHHOM JAepKaTelieM WM BJaJelblEM
PETUCTPALIMOHHOIO YAOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpernapara s MEIULIMHCKOrO NPUMEHEHHUs Ha
MIPUHATHE NTPETEH3UN OT MOTPEOUTES;

6) HHCTPYKOUIO MO MCAUITUHCKOMY IMPUMCHCHUIO HUJIN KPATKYIO XapaKTCPUCTUKY JICKAPCTBCHHOI'O
npenapara, YrBEPKIACHHBIC B CTPAHC IPOU3BOJUTCIIA,
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7) IPOEKThI MAKETOB NIEPBUYHOMN YIIAKOBKH M BTOPUYHON YIIaKOBKH JIEKAPCTBEHHOTO Ipenapara Ass
MEJIMIUHCKOTO NPUMEHEHUS;

8) TPOEeKT HOPMATHUBHOW JTOKYMEHTAIlMM WJIM HOPMATHBHOTO JIOKYMEHTAa Ha JIEKApCTBEHHBIN
mpermapar sl MEIUIIMHCKOTO TPUMEHEHU S JIM00 YKa3aHHe COOTBETCTBYIONICH (hapMaKOTICHHOW CTaThH,

9) MOKYMEHT, coJepKamuii WH(GOPMAIMIO O HATMYUU WA 00 OTCYTCTBHH (DaKTOB PETUCTPAIIUU
JIEKapCTBEHHOTO Mpernapara s MEIUIMHCKOTO MPUMEHeHus 3a npeaenamu Poccuiickori @enepannu;

10) xonmuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IMOPSAJIKE W MOATBEPXKIAIONIMX (DaKT
perucTpamnuy JIEKapCTBEHHOTO TMpenapara B HHOCTPAHHBIX TOCYAapcTBaX B KayecTBe Op(aHHOTrOo
JIEKApCTBEHHOI'O MpeIapara;

11) nman ympaBiaeHHsT pUCKaMHM JUIsl OMOJIOTMYECKHX JIEKAapCTBEHHBIX IpenaparoB Jyis
MEJMIIUHCKOTO IPUMEHEHUS;

12) nmoxkymeHT o cucteme (apMakoHaa30pa JAepKaTeas WIM BIaAeiblla PErHCTPAIIHOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO TIperapara;

13) nmOKyMeHT, MOATBEP)KJAIOLIUN KadecTBO JIEKAPCTBEHHOTO IMperapara TpeX MPOMBIIIIEHHbBIX
cepuil (MPOTOKOJ aHAIN3a WK CEPTUPHUKAT aHAIN32), OJHA CEPUsT KOTOPOTO J0JDKHA COBMAIATh C CepUei
o0Opa3ma JIeKapCTBEHHOTO TMpenapara I MEIUIIMHCKOTO TNPHUMEHEHHs, MPEICTaBICHHOTO Ha
TOCYJapCTBEHHYIO PETUCTPAITHIO.

(dactpb 4 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Paznen xumuueckow, (apmManeBTHUYECKOW M OMOJOTrMYEeCKOW JOKYMEHTAIMHM BKIIIOYAaeT B ceOs
JTOKYMEHTBI, cojieprKaiiie nadopmaluio o hapMaleBTHIeCKON CyOCTaHIINH U JICKAPCTBEHHOM Ipernapare
JUTSI. MEAMIIMHCKOTO MPUMEHEHHUs, MPOIIECCe €ro MPOM3BOJCTBA M METOJIaX KOHTPOJS KayecTBa, B TOM
YHCIE:

1) Komuio JOKYMEHTAa, COJEepPKAIIETo CASAYIOUIYI0 HHPOpMAIHIO O (papMaleBTUYECKON CyOCTaHIINH
Wi GapMaleBTUYECKUX CyOCTaHIIMSIX, BXOSIINX B COCTaB JIEKapCTBEHHOTO Mpernapara:

a) HaMMEHOBaHHUE (papMalleBTUUYECKOM CyOCTaHIINM, €€ CTPYKTYpa, 00Ile CBOMCTBA,
0) HaMMEHOBAHKE U AAPEC MPOU3BOAUTEIIS;

B) TCXHOJIOTHUA ITPOU3BOJACTBA C OIIMCAHHEM craauit IMPOU3BOJACTBA U MCTOAOB KOHTPOJIA HAa BCCX
CTausX IMMPOU3BOACTBA,

T') omucaHue pa3paboTKu mpoiiecca MPOrU3BOJICTBA;

1) OMUCAaHKNe KOHTPOJISI KPUTUYECKUX CTAJANI MMPOU3BOJICTBA U MPOMEKYTOUHON TIPOAYKIINH;
€) TOKyMEHTaIbHOE MOATBEPKICHUE (BaTUAAIINS ) IPOIIECCOB U (MJIM) UX OILICHKA,

) CBOMCTBa M CTPYKTypa JEHCTBYIOIINX BEIECTB;

3) XapaKTepUCTUKA PUMECEH;
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1) crienuduKanys Ha papManeBTHIECKYI0 CyOCTaHIIMIO U ee 000CHOBAHHE;

K) QHAJIUTHYECKHE METOJMKH, UCIOJb3yeMble TIPH OCYIIECTBICHUM KOHTPOJIA KayecTBa
(dhapMaIeBTHUECKOHN CyOCTaHIUY;

J) TOKyMEHTaJbHOE IMOATBEPKACHUE (BaJMJalMsl) aHAIUTUYECKUX METOJAMK, HCIOJIb3YEMBIX MpHU
OCYILIECTBJICHUH KOHTPOJISl KayecTBa (papMalleBTUUECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHATN3a cepuil hapMaIeBTUUeCKON CyOCTaHIINY;

H) TIEpeYeHb CTaHAAPTHBIX 00pa3lloB MM BEIIECTB, UCIOJIB3YEMbIX MPU OCYIIECTBICHUN KOHTPOJIS
KauyecTBa;

0) OTHMCAHNUE XapaKTEPUCTUK U CBOMCTB YIaKOBOYHBIX MaTEPUaIOB U YKYIIOPOYHBIX CPEJICTB;
I1) JaHHbIE O CTA0OMJIBHOCTHU (papMalleBTUYECKOM CyOCTaHIINH;
P) CpPOK TOAHOCTH;

2) TOKYMEHT, COJEp KAIHH CIeIyIOINe CBEJCHUS O JIEKapCTBEHHOM IpenapaTe Ui MEAULUHCKOTO
MIPUMEHEHHUS:

a) ONMCcaHKe U COCTaB JIEKaPCTBEHHOTO Ipernapara i MEJUIIMHCKOTO IPUMEHEHHUST,

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YIaKOBKH U UHOTO);

B) TEXHOJIOTHA ITPOU3BOACTBA C OIMMCAHHUEM CTa,Z[I/Iﬁ IMPOU3BOACTBA U MCTOAOB KOHTPOJIA Ha BCEX
CTagusiaXx IMPOU3BOJACTBA,

I) ONHUCaHHe KOHTPOJS KPUTHUYECKUX CTaguil mpolecca MPOU3BOJCTBA U MPOMEKYTOUHOM
MIPOTYKIINH;

,Z[) HAaMMCHOBAHUC M aJApe€C MECTa OCYIICCTBJICHUA ITPOM3BOJACTBA JICKAPCTBCHHOI'O IIp€riapara AJIA
MCAUIHUHCKOI'O ITPHUMCHCHU (B ClIydyac HaJIM4YusA HCECKOJIbKUX YYAdCTHHUKOB IIpoLecca HNpPOU3BOACTBA
H606XOI[I/IMO YKa3aTb KaxxJa0ro 13 HI/IX);

) ¢apmaneBTUIECKasi COBMECTUMOCT;

’K) MUKPOOHOJIOTHUYECKHUE XapaKTEPUCTHKY;

3) MaTepHuanbHBINA OalaHC A TPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) ONMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MAaTEPHAIIOB M YKYTIOPOYHBIX CPE/CTB;

K) TOKYMEHTAJIbHOE TIOATBEPKACHHE (BaIKalisi) MPOIECCOB MPOU3BOICTBA U (MIJIH) UX OIICHKA;

J'I) Tpe6OBaHI/I$I K KauCCTBY BCIIOMOT'ATCIbHBIX BCHICCTB (CepTI/I(l)I/IKaT, CHCLII/I(bI/IKaL[I/IH Ha
BCIIOMOTaTCJIBHBIC BEMICCTBA U UX O6OCHOBaHI/IC);
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M) AHAIIUTUYCCKHUEC MCTOAUKH, HUCIHOJB3YCMBIC IIPU OCYHICCTBJIICHUMU KOHTPOJIA KadeCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) AOKYMCHTAJIbHOC TMOATBCPKIACHUC (BaJII/II[aIII/IFI) AHAIIMTUYCCKUX MCTOAHWK, HCIIOJIB3YCMbBIX IIPU
OCYIICCTBJICHUU KOHTPOJIA KAa4C€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

O) I/IH(i)OpMaIlI/IH 00 HCIIOJIF30BAaHUM BCIIOMOTATCILHBIX BC€IICCTB YCIOBCYCCKOTO MW XHWBOTHOTIO
IMPOUCXOKIACHUSA,

1) “HPopMaIHs 00 UCTIOIb30BAaHUH HOBBIX BCIIOMOTaTENIbHBIX BEIIECTB;

p) TpeOoBaHMS K KayecTBY JIEKAPCTBEHHOTO IIpernapaTa Uil MEAWIHUHCKOTO TNpPUMEHEHUS
(cepTudukar, cnenuuKanus Ha JEKapCTBEHHbIN Mpenapar u uX 000CHOBAaHUE);

C) AHAIIUTUYCCKUEC MCTOAHUKH, HUCIOJB3YCMBIC IIPpH OCYIICCTBJICHHUU KOHTPOJII KAa4dCCTBaA
JICKApCTBCHHOTO Mperapara i MECAUIUHCKOI'O IPUMEHCHU S ;

T) JOKYMCHTAJIbHOC MOATBCPKIACHUC (BaJ'II/IJIaHI/ISI) AHAIIUTHYCCKUX METOJUK, HCIIOJB3YEMBIX IIPHU
OCYIICCTBJIICHHNU KOHTPOJIA KAQ4Y€CTBA JICKAPCTBCHHOTO ITperiapaTta Iyl MEJUIUHCKOTI0 IPUMCHCHU

y) pe3yJIbTaThl aHATM30B CEPUH JICKAPCTBEHHOTO Mpernapara Jijisl MEJIUIIMHCKOTO TPUMECHEHUS;
() xapakTepucTrKa MpUMeCei;

X) TMepeueHb CTaHAApPTHBIX 00paslioB, MCMHOJIb3YEMbIX IMPHU OCYLIECTBICHUHM KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'O MpernapaTa Jiisl MEIUIIUHCKOTO PUMEHEHHUS;

1) IJAHHBIE O CTAOMILHOCTH JICKAPCTBEHHOTO Tperapara Jiisi MeJUIIMHCKOTO TPHUMEHEHHSL.
(dacthb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Pa3I[eJ'I (l)apMaKOHOFquCKOfI, TOKCHKOJIOTUYECKOM JOKYMCHTAlIMM BKIKOYACT B cebs OTYEeTHI O
pe3yiabTaTax NOKIMHUYCCKUX I/ICCJ'IG,I[OBaHI/Iﬁ JICKAPCTBCHHOI'O CPpE€ACTBA AJId MEAUIUHCKOI'O ITPUMCHCHMS,
B TOM 4YHUCJIC:

1) OTYCT O (bapMaKOI[I/IHaMI/I‘IeCKI/IX HCCICOOBAHHUAX,
2) OTYCT O (bapMaKOKI/IHCTI/I‘ICCKI/IX HCCIICAOBAHUSAX,

3) OTUET O TOKCHKOJIOTUYECKUX UCCIECTOBAHUSIX.
(dactp 6 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pazgen KIMHUYECKOMH JAOKYMCHTAIIUN BKIIKOYACT B cebs1 OTUeTHI O pe3yiibTaTax KIMHUYCCKUX
HCCIIeJOBaHUI JICKAPCTBCHHOTO IIpCIriapaTa JJIs1 MCAUIIUMHCKOTO IIPUMCHCHU A, B TOM YHUCJIC!

1) ordyersl 00 wuccieAOBaHUAX OMONOCTYTHOCTH M OMOPKBUBAJIEHTHOCTH, MCCIEIOBAHUSAX,
yCTaHaBIIMBAIOIINX KOPPEJSALMIO PE3yIbTAaTOB, MOJYYEHHBIX B YCIOBUSX in Vitro u in vivo;

2) OTYCTEI O (I)apMaKOKI/IHCTI/IquKI/IX HUCCICIOBAHUAX
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3) oTueThl 0 papMaKOAMHAMHUYECKUX UCCIICIOBAHUSX;
4) OTYETHI O KIMHUYECKUX UCCIICTIOBAHUAX (D (HEKTUBHOCTH U 0€30MTaCHOCTH;

5) OTUeT O NOCTPETUCTPALIUOHHOM OIIBITE MPUMEHEHUS (TIPH HATTMYUH).
(uactp 7 BBeneHa PepepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

8. TpeboBanmsi kK 00beMy HH(DOpPMAINH, MPEIOCTABIIEMON B COCTAaBE PETUCTPAIMOHHOTO JOCHE,
JUIS OTAENBHBIX BUJOB JIEKAPCTBEHHBIX MPENapaToB A MEAUIMHCKOIO MPUMEHEHHS YCTaHABIUBAIOTCS
YIOJHOMOYEHHBIM (heZiepaibHBIM OPTaHOM HCIOJHUTEIbHON BIACTH.
(uactp 8 BBeneHa DenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B OTHOILICHUHN J'IeKapCTBCHHBIX npenapaTOB, paSPGIHeHHBIX 1A MCIOUITUHCKOT O HpI/IMeHeHI/ISI B
Poccuiickoit ®enepanmu OoJsiee ABaaaTH JIeT (32 HMCKIIOYCHHUEM OMOJOTUYECKUX JIEKAPCTBEHHBIX
MpenapaTroB), JOMYCKAeTCs BKJIIOYEHHE B COCTaB pasneia (hapMakoJOTHUECKOW, TOKCHKOJOTHYECKOU
JOKYMEHTAIlMU U pa3jesia KIMHHUYECKOW JTOKYMEHTAIlMM BMECTO OTYeTa pa3padoT4MKa O pe3yibTarax
CO6CTB€HHBIX JTOKIIMHUYCCKUX I/ICCJ'IG,ZIOBaHI/Iﬁ J'IeKapCTBeHHBIX CpeHCTB U KIIMHUYCCKUX I/ICCHeJIOBaHI/Iﬁ
JIEKAapCTBEHHBIX MPENapaToB IS MEAUITMHCKOTO MPUMEHEHHUs 0030pa HAy4YHBIX PaboOT O pe3ynbTaTax
JTOKIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ J'IeKapCTBeHHI)IX Cpe)ICTB U KINHHUYCCKHUX I/ICCJ'IeJIOBaHI/Iﬁ JAaHHBIX
JIeKapCTBeHHBIX npenapaTOB, B TOM YHCJIC BKJIKOYAA OIIBIT UX HOCTpeFI/ICTpaHI/IOHHOFO HpI/IMeHeHI/IH.
(dactp 9 BBennena denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. Ilpu rocymapCTBEHHOW PErMCTpald BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MpPENapaToB s
MEJUIIMHCKOTO TPUMEHEHHUsS] JIOMYCKaeTcsi BKIIOUEHHE B COCTaB paszfena (apMakoJIOTHUYECcKOi,
TOKCHUKOJIOTHYECKOM JOKyMEHTAallud W pasfiena KIMHUYECKOM JOKyMEHTallMh BMECTO OTdeTa
pa3zpaboTunka O pe3yibTaTax COOCTBEHHBIX AOKIMHUYECKHX HCCIIEOBAHHUM JIEKapCTBEHHBIX CPE/ICTB
0030pa Hay4YHBIX PabOT O pe3yibTaTax AOKIMHUYECKHX HCCIEAOBaHUN pedepeHTHOTO JIEKapCTBEHHOTO
npenapaTa U IpeJCTaBICHUE BMECTO KIMHHYECKUX HCCIIEIOBAHUN B MOJHOM 00bEeMe, YCTAaHOBJIEHHOM
pa3zesioM KIMHUYECKOW JOKYMEHTAIlMH, OT4YeTa O pe3ylbTaTax HCCIEJOBaHHM OHMOIKBHUBAJICHTHOCTH
BOCITPOM3BE/ICHHOTO JIGKAPCTBEHHOIO TMpemnapara i MeIuIuHCKoro mnpuMeHeHus. He TtpeOyercs
MIpe/ICTaBJICHUE OT4YeTa O pe3yldbTaTax MHCCIEA0BAHUN OMOAKBUBAIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOT'O Mpenapara i MeJUIIMHCKOTO PUMEHEHUS, €CITU PETUCTPUPYIOTCS BOCIIPOU3BEACHHBIE
JIEKapCTBEHHbIE Tperaparhl s MEAULUHCKOTO IPUMEHEHUsI, KOTOPbIE:

1) npeaHa3Ha4YCHbl JIs IMMapCHTCPAIbLHOIO (HO,Z[KO)KHOFO, BHYTPUMBIIIICYHOT'O, BHYTPHUBCHHOIO,
BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTpI/IKOpOHapHOFO) BBCACHUA n
IpeaACTaBJIAOT co0oit BOJHBIC PAaCTBOPHLI;

2) npeacTaBisAOT co000M pacTBOPHI U1 NEPOPATBHOTO IPUMEHEHMS,;
3) npousBesieHb! B (hopMe MOPOILIKOB UITH JHO(UIN3ATOB JUIsS IPUTOTOBIEHUS! pACTBOPOB;
4) ABIAOTCS Ta3aMu;

5) SABJIAOTCS YHIHBIMHA WJIW TJIA3HBIMU JICKAPCTBCHHBIMU IIpCIiapaTaMu, IMPpOU3BCIACHHBIMHA B Q)opMe
BOJHBIX paCTBOPOB;

6) npeaAHa3Ha4YCHbI AJI1 MCCTHOTO MPUMCHCHUS U IPUT'OTOBJICHLI B (bopMe BOJOHBIX paCTBOPOB;
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7) mpeAcTaBisIOT co00il BOAHBIE PACTBOPHI JJISl UCHOJIB30BAaHUA B (hOpME MHTAISAIUI ¢ TOMOIIBIO
HeOynaiizepa Win B Ka4eCTBE Ha3aJIbHBIX CIIPEEB, IPHUMEHSEMBIX C TIOMOIIBIO CXOIHBIX YCTPOUCTB.
(uactp 10 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. Jlns cimydaeB, yka3aHHbIX B nyHktax 1 - 3, 5 - 7 wactm 10 HacTosmied craThw,
BOCIIPOM3BE/ICHHBIN JIEKAPCTBEHHBIM IpemnapaTr Uil MEAULHMHCKOIO MPUMEHEHMs JOJDKEH COJIepKaTh
TaKue € BCIIOMOTaTEJIbHBIC BEIIECTBA B TaKUX K€ KOJUYECTBAX, KaK U pedepeHTHBIN JIEKapCTBEHHBII
npenapaT. Ecim cocTaBel BCOMOTraTelbHBIX BEIIECTB PA3JIMYAOTCS, 3asBUTENb JOJDKEH NPEACTaBUTH
JI0Ka3aTeJIbCTBA TOTO, YTO HMCHOJIb3yEMblE€ B JaHHBIX KOHIIEHTpAIMSIX BCIOMOTAaTEIbHbIE BELIECTBA HE
BIIUSIOT Ha Oe3omacHOCTh M (Miau) 3¢ (GEKTHBHOCTH JIEKAPCTBEHHOTO Ipenapara Uisi METUIITHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTEIb HE MOXKET NMPEACTaBUTh TaKUE JOKA3aTeNIbCTBA U (WJINM) HE UMEET
JOCTyNa K COOTBETCTBYIOLIUM JIaHHBIM, OH JIOJDKEH IMPOBECTH COOTBETCTBYIOLIUE HCCIEIOBAaHUS JUIS
JIOKA3aTelIbcTBa OTCYTCTBHUSI BIMSHHS Pa3HBIX BCIIOMOTATENIbHBIX BEIIECTB WM BCIOMOTATEIbHBIX
YCTpOUCTB Ha Oe30macHOCTh W (WUiu) 3PPEKTUBHOCTH JICKAPCTBEHHOTO Mperapara sl MEAUIIMHCKOTO
MIPUMEHEHHSI B TOPSIKE, YCTAHOBIEHHOM YIOJTHOMOYEHHBIM (heepalbHBIM OPraHOM HCIIOJTHUTEIHHOM
BJIACTH.

(uacth 11 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

12. IIpu rocyaapcTBEHHOM perucTpanuy KOMOWHAIUN paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpernapaToB s MEIUIMHCKOTO TPUMEHEHHsI JIOMyCKaeTcs BKIIOYEHHE B COCTaB  pasjena
(hapMaKoJIOTUYECKOM, TOKCHKOJOTHYECKOW MOKYMEHTAlMM W pasjiena KIMHUYECKOW JTOKYMEHTaluu
BMECTO OT4YeTa pa3paboTyuka O pe3yiabTaTaXx COOCTBEHHBIX JOKIMHHYECKUX HCCIICIOBAHUM
JIEKapCTBEHHBIX CPEICTB 0030pa Hay4yHBIX paboOT o0 pe3yiabTaTax JOKIMHMYECKHX HCCIeI0BaHUMN
pedepeHTHBIX JIEKApCTBEHHBIX IMpPEnapaToB, BXOJAAIIMX B COCTaB KOMOHMHAIMM JIEKaPCTBEHHBIX
MpenaparoB, U 00 OTCYTCTBUU WX B3aUMOJICHCTBUS B OJTHOM JIeKapCTBEHHOU (popme.

(qactp 12 BBenmena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha »skcmepTu3y pa3iuyHbIX JIEKapCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKapCTBEHHOTO
mpernapata A MEOUIIMHCKOTO TPUMEHEHUS 3asBUTEIb MPEJCTABISICT OTACIbHbIC 3asBICHUS H
PEruCTpaIOHHBIE 10ChE HA KAXKIYIO JIeKapcTBEeHHYIO ¢hopmy. [Ipu ycioBum o1HOBpeMEHHOH nogauu Ha
AKCIEPTU3Y OJIHOM JIEKapCTBEHHON (OPMBI C Pa3IMYHBIMH JO3UPOBKOH, KOHIEHTpalueil, o0beMoM
3asiBUTEIIb MIPEICTABIISET OJHO 3asIBJICHUE U PETUCTPALMOHHOE JJOChE C MPUIJIOKEHHEM MAKETOB YIIaKOBOK
Ha KaXIYI0 JO3UPOBKY, KOXKIYIO KOHIIEHTPAIINIO, K&K/l 00beM U KaK10€ KOJMYECTBO 103 B YIIaKOBKE.
(uacth 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Ilpu rocymapcTBEeHHOU peructpanuu op¢haHHOTO JIEKAPCTBEHHOIO Ipenapara 3asiBUTEINb
npeacTaBiseT uHpopmanuo, HeoOX0qUMYH0 Ui (GOPMHUPOBAHUS pasjieNa KIMHUYECKOH JOKYMEHTAIUH,
B 00beMe, YCTAaHOBJIEHHOM YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTEIBHOM BIACTH.

(uacts 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanvuu OMOJIOTUYECKOro JICKAPCTBCHHOTO IIpfIliapara, MNOJYYCHHOI'O U3 KPOBH,
IJ1a3Mbl  KPOBHU UYCJIOBEKA, B COCTAaBC€ PEruCTpaliuOHHOTO IO0CBC Ha JIeKapCTBeHHHﬁ npenapar s
MCIAUIUHCKOI'O MPUMCHCHUA JOJIKHBI OBITh MMpEACTaBJICHBI JOIMOJIHUTCIIBHO!

1) B pasgene JOKyMEHTallMM aJMUHUCTPAaTUBHOTO XapakTepa JOKYMEHT, COJAepKallui
uHpopMaIno 0 cyObeKTax oOpalieHHst JOHOPCKOW KpOBH U (MJIM) €€ KOMIIOHEHTOB, O TOM, I/ie Oblia
ocyllecTBlieHa JOHANMs (KpoBM M (MJIM) IUIa3Mbl KpPOBM), a TakKe JaHHbIE 00 WHQEKIMOHHBIX
3a00JIeBaHMAX, MEPEAIONIUXCS IMapeHTePaIbHBIM IyTeM, HHGopManus o CcyObeKTax oOpalleHHs
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JOHOPCKOW KpOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHMM KOTOPBIX OCYILECTBISETCS KOHTPOJb
JIOHOPCKOW KpOBU U (MJIM) €€ KOMIIOHEHTOB;

2) B pazJiesie XMMUYECKOH, (hapMareBTHUECKONW M OMOJIOrHYECKON JOKYMEHTAIINN:

a) KpUTEpUU U CHOCOOBI 0TOOPA, TPAHCHOPTUPOBAHUS U XPaHEHUsI JOHOPCKOW KpoBU U (WiIn) ee
KOMIIOHEHTOB;

0) pe3yabTaThl UCCIENOBAaHUI OTOOpPaHHBIX JTOHOPCKOW KPOBU M (WMJIM) IJIa3Mbl KPOBH U ITYJIOB Ha
Hanuuue Bo3OyauTened MHQEKIui, BKIOYas HHPOpMAIMIO 00 HCIOJIb30BAHHBIX METOAMKAX
UCCIICIOBAaHUII M B CIy4ae HCCIEIOBaHUS IIYJIOB IUIa3Mbl KPOBU pE3yJbTaThl JOKYMEHTAJIBHOIO
MOATBEPKIEHUS (BAIMJAIMH ) UCIIOJIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XapaKTEPUCTUKU YITAKOBKHU JJIs1 0TOOpa JOHOPCKOM KpOBU M (MJIM) IJIa3Mbl KPOBH,
BKJIIOUasi HH(GOPMALKIO 00 HCIOJIb30BAHHBIX PACTBOPaX aHTHKOATYJISTHTOB.
(uacth 15 BBenena denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

16. KiimHM4yeckue MCCienoBaHMs JIEKAPCTBEHHOTO Ipernapara JUuisi MEJULIUHCKOTO NPUMEHEHUS B
LeJIIX €ro TOCYJAapCTBEHHOM perucrtpauud npoBoadarcss B Poccuiickoit ®denepauuu B TOPSAKE,
yCTaHOBJIEHHOM cTathsiMu 38 - 44 wnacrosuiero ®enepanpHoro 3akoHa. OTyYeT O NPOBEACHHBIX
HCCIEA0BAHUAX BKJIKOYAETCS B COCTaB pa3jiefia KIMHUYECKON TOKYMEHTAlMU PETUCTPALMOHHOIO J10ChEe
Ha JIEKAPCTBEHHBIN Ipenapar g MEIULMHCKOrO NpuMeHeHus. /[ JekapcTBEHHBIX MpenapaTroB s
MEIMLMHCKOrO NPUMEHEHUs, B OTHOLICHWHM KOTOPBIX B PE3YJAbTAaTe€ »JKCIEPTU3Bl JTOKYMEHTOB,
MPEACTABICHHBIX [UIsl ONpPENEJCHUs BO3MOXHOCTH paccMaTpuBaTh JEKAPCTBEHHBINM Ipenapar s
MEJUIIMHCKOTO TPUMEHEHHs] B KadecTBe Op(haHHOTO JIEKApCTBEHHOIO MperapaTa, Takas BO3MOXKHOCTb
MpU3HAHA M B OTHOLIEHHWHM KOTOPBIX IIPOBEACHBI KIMHMYECKUE HCCIIEIOBAHMS, BBINOJHEHHBIE 3a
npeaenamMu Poccuiickoit denepaniii B COOTBETCTBMM C TNIPaBWJIAMHU HaJUIeKalleld J1abopaTOpHOU
MPAaKTUKU M MPAaBWIAMHM HaJUIEKALIEH KIMHUYECKOM NPAKTUKH, JOMYCKAETCS BKJIIOYEHUE B COCTaB
paszena KIMHUYECKOW JOKYMEHTAalUM BMECTO OTYeTa O Pe3yJbTarax KIMHUYECKHX MCCIIEIOBAaHUN
JIEKAPCTBEHHOIO Ipernapara sl MEAUIMHCKOTO IPUMEHEHUs, IPOBeIeHHbIX B Pocculickoit @enepannu,
OTYETa O pe3yJapTaTax KIMHUYECKUX HCCIEIOBAHMM, BBINOJHEHHBIX 3a Mpenenamu Poccuiickoin
denepanuu.

(dactp 16 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. 3asBuTenp BIpaBe MPEACTaBUTh 1O COOCTBEHHOW HWHUIIMATHBE BMECTE C 3asBICHUEM O
rOCYy/IapCTBEHHOW PETrUCTpallud JICKapCTBEHHOTO TMpernapara Juis MEIUIIMHCKOTO MPUMEHEHHUS
JOKYMEHTBI, TIOJITBEPIKIAIONINE YILIATy TOCYIapCTBEHHON MOIUIMHBI U yKa3aHHbIe B myHKTe 10 yactu 2
HacTosIIEeH cTaThu. B cilyyae ux HempeICTaBIeHHUs] COOTBETCTBYIOIIUN YIOTHOMOYEHHBIN (enepanbHblii
OpraH HCIIOJIHUTENBHON BJAcTU MPOBepseT (aKT YIUIaThl TOCYAAPCTBEHHOM MOILIMHBI 3asBUTEIEM
MOCPEJICTBOM HCIIOJIb30BaHUsI MHGOpMAIMK 00 yIulaTe rOCyJapCTBEHHOU MOIUINHBI, COJEpIKaIIeics B
lNocynapctBenHOl MH(POPMAIIMOHHOW CHCTEME O TOCYNAapCTBEHHBIX M MYHHIIMIIATBHBIX IJIaTeXkax, Ha
OCHOBaHUM  NPEJACTABICHHBIX  3afBUTEIEM  KOMUH  JOKYMEHTOB, MOATBEPKIAIOLIUX  YILIATy
roCyAapCTBEHHOM MOLIJIUHBI.

(uacts 17 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He AOIMYCKACTCA MCIIOJIb30BAHUEC B KOMMCPUCCKHUX LECIAX I/IH(I)OpMaI_II/II/I 0 pe3yibTaTax
JOKJIMHUYECKHUX HCCIIeI0BaHUM JICKAPCTBCHHBIX CPCACTB U KIIMHUYCCKUX HCCIIeI0BaHUM JICKAPCTBCHHBIX
npemnaparoB Ajid MCAUIIMHCKOTO NPHUMCHCHUA, HpCHCTaBHCHHOﬁ 3asABUTCIICEM  1JIA FOC}’,Z[&pCTBCHHOfI
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perucTpaluu JIEKapCTBEHHOro IIpernapaTra, ©O€3 €ero corjiacus B TEYEHHWE IIeCTH JET C JIaThl
roCyJIapCTBEHHOU perucTpaiuu peepeHTHOro JeKapcTBEHHOro npenapara B Poccuiickoit denepanuu.
(uactp 18 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. llepxaTenp WM Biafemel] PeruCTPallMOHHOTO YAOCTOBEPEHUs JEKApCTBEHHOTO IIpenapaTra Ha
OMOTEXHOJIOTMYECKHI WM Op(aHHBIN JIGKAPCTBEHHBIN Mpemapar 00s3aH MPeI0CTaBIIsTh Ha BO3ME3IHOM
OCHOBE 00pa3ipl peepeHTHOrO JIEKAPCTBEHHOTO IMpernapaTta 3asBUTENSIM Ul IPOBEACHUS KIMHUYECKUX
uccienoanuif. CtouMocTh 00pasna pedepeHTHOro JEKapCTBEHHOTO IIpernapaTa, BKIIOUYCHHOTO B
NepeyeHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEHIIINX JIEKApCTBEHHBIX MPENapaTroB, HE JOJKHA MPEBbIIATh
3aperuCTPUPOBAHHYIO MPENENbHYIO OTIYCKHYIO IIEHY Ha pe(epeHTHBIN JIEKApCTBEHHBIM Ipernapar Wiu
LIEHY Ha JIEKapCTBEHHBIH Npenapar B CTpaHe MPOU3BOAUTEIIS.

(uacth 19 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20. 3asBieHHE O TOCYAAPCTBEHHOM pEerucTpaliy BOCIPOU3BEICHHOTO JIEKapCTBEHHOTO Mpenapara
JUIS MEAMIIMHCKOTO MPHMEHEHHUS MOXeT ObITh IMOJaHO B YIOJHOMOYEHHbIN (QenepaabHblii Opran
WCIIOJIHUTENBHON  BJIACTH, OCYHIECTBIISIIOIIMM TOCYJAapCTBEHHYIO PETHCTpAlMI0O  JIEKapCTBEHHBIX
MpernapaToB, MO HCTEYEHHH YEThIPEX JIeT C JaThl TOCYAapCTBEHHOM perucTpanuud pedepeHTHOro
JIEKapCTBEHHOTO Mpemnapara B Poccuiickoit @enepanuu.
(uactp 20 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

21. 3asgBneHWe O TOCYJApCTBEHHOW  pETHUCTpalMi  OnoaHanoroBoro  (OMOMOJ00HOTO)
JIEKapCTBEHHOTO TIpernapara (0rnoaHagora) MoOKeT ObITh TI0IaHO B YIIOJJHOMOYCHHBIN (heepaibHbI OpraH
WCIIOJIHUTENBHON  BJIACTH, OCYHIECTBIISIIOIIMA TOCYJapCTBEHHYIO PETHCTpAlMIO  JIEKapCTBEHHBIX
MpernapaToB, IO HCTEYEHHWHW TpPeX JeT C JAaThl TOCYAApCTBEHHOM perucTpauuud pedepeHTHOro
JIEKapCTBEHHOTO Mpemnapara B Poccuiickoit @enepanuu.

(gactp 21 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. Jlepkarenab WM BJajeJiell PETHCTPAIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Iperapara
MPEACTABIISIET B YIOJHOMOYCHHBIN (enepanbHblii OpraH HCIIOTHUTEIBHOW BJIACTH, OCYIIECTBIISIONTUN
(YHKIIUM 110 KOHTPOJIIO U HAIA30py B cdepe 3apaBOOXpaHECHHs, OTUET MO pe3yibTraraM (papMakoHaa3opa
OJIMH pa3 B IIECTh MECSIEB B TEYCHHUE JIBYX JIET TMOCIIC TOCYIapCTBEHHOW PErUCTPaIliU JICKaPCTBEHHOTO
npemnapara B Poccuiickoit denepaiviu, €KEroJHO B TEUCHHUE MOCICAYIOUIMX TPEX JIET U B JdaJIbHEHIIEM
OJIMH pa3 B MATh JICT.

(uactp 22 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. lpuHATHME pelleHMA O Bblgade 3KCNepTHOMY YyYpexaeHWIo 3aAaHuAa Ha
npoBeAeHne 3KCnepTU3bl NeKapCTBEHHOro cpeacTBa
(B pen. denepanbpHOro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHnue JACCATHU pa60q1/1x JHEH co OHS IIPUHATHUSA 3asBJICHUSA O FOCyI[apCTBeHHOI\/’I perucrpanuu
JICKApCTBCHHOT'O npemnapara COOTBCTCTBYIOH_II/Iﬁ YHOHHOMOquHLIﬁ (bezlepaanHﬁ opraH
HCIIOJHUTEIBHON BJIIACTH MMPOBOAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTU U IPABUIIBHOCTU O(I)OpMJ'IeHI/IH
NpEACTAaBJICHHBIX HOKYMCHTOB PCTUCTPALIMOHHOTO J0OCHEC Ha HeKapCTBeHHLIﬁ npenapar U IMpUuHUMACT
peUICHUC O BbIJA4YC 3a/IaHUA Ha ITPOBCACHUC!

1) OKCHIECPTU3bl NOKYMCHTOB, MNPCACTABJICHHBIX IJId OIPCACIICHUA BO3MOKHOCTHU pPaCCMATPHUBATH
HCKapCTBCHHLIﬁ npenapar ajid MCIUIUHCKOIO IIPUMCHCHUA TIpU OCYHICCTBJICHUH T OCYIlapCTBCHHOﬁ
pPEerucTpalii B Ka4€CTBEC Op(l)aHHOI‘O JICKApCTBCHHOTO IIpCIiapara;
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2) OKCHCPTU3LI JICKAPCTBCHHOT'O CPCACTBA B YACTH SKCIICPTHU3bI KAUCCTBA JICKAPCTBCHHOT'O CPCACTBA
M S3KCIICPTU3bl OTHOLICHUA O)I(I/II[aeMOﬁ IMOJIB3bI K BO3MOKHOMY PHCKY IMPUMCHCHUA JICKAPCTBCHHOI'O
npemnapara il MCAUIUHCKOTO ITPUMCHCHUS

3) sKCIepTU3bl JEKAPCTBEHHOI'O CPEACTBA B YACTU HKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOIO CPEACTBA
U DKCIIEPTU3bl OTHOLICHUS OXXUIAEMOM IOJIb3bl K BO3MOKHOMY PUCKY NPHUMEHEHUS JIEKaPCTBEHHOTO
mpenapara Il MEIMIMHCKOTO IPUMEHEHHs B IIOPSJKE YCKOPEHHOM IpOLEAYpPBl 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThel 26 HacTosmero denepaibHOro 3akoHa;

4) oKcHepTu3bl JIEKAPCTBEHHOTO CpPEACTBA B OTHOUICHHM JIEKAPCTBEHHOTO IIpernapara Jjs
BETEPUHAPHOTO MPUMEHEHHUSI.

2. YNOTHOMOYEHHBIN (eepanbHbIil OpraH MUCIOJHUTEIHLHON BIIACTH YBEIOMIIET B JIEKTPOHHOM
¢dopme nnu Ha OyMa)KHOM HOCHUTENE 3asiBUTENS U SKCIIEPTHOE YUPEKIEHHE O MPUHSATOM PELICHUU O
BBIJIaY€ 33JaHUI HA IPOBEICHUE IKCIEPTU3, IPETYCMOTPEHHBIX YaCThIO | HACTOSIIEN CTaThH, U B Cllydae
HE0OX0IMMOCTH O BblJaue paspelieHus Ha BBo3 B Poccuiickyro denepaliniio KOHKpETHOM NapTuu, cepun
3aperucCTpUPOBAaHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WJIM 00 OTKa3e B
MIPOBEJACHUM NIPETYCMOTPEHHBIX SKCIEPTH3 C YKa3aHUEM IPUYUH TAKOTO OTKa3a.

3. B ciyuyae BBISIBIEHHS OTCYTCTBHMSI HJIM HEAOCTOBEPHOCTH HH(POPMAIMM, COJAEpXKalleHCcs B
MPEJCTaBICHHBIX 3asABUTENIEM JOKYMEHTAaX, YIMOJHOMOYEHHBIH (enepasbHbIi OpraH HCIOJHUTEIbHOMN
BJIACTH HAMPABJISICT 3asgBUTENIO 3ampoc 00 YTOYHEHHMM OJTol wuHGopmaruu (Jamee - 3ampoc
VIIOJTHOMOYEHHOTO (heIepaIbHOTO OpraHa HMCIOJHUTEIBHON BIIACTH), KOTOPBIA MOXET OBITh TepenaH
VIIOJTHOMOYEHHOMY TIPEICTABUTEIIO 3asBUTEIS JIMYHO IO/ PACIHCKY, HAIPaBJICH MO MOYTE 3aKa3HBIM
MUCHhMOM WJIM TIEPEJaH B DJIEKTPOHHOH (OopMe MO TEIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBsi3U. B ciyuae
HaNpaBJICHUsS 3ampoca YIOJHOMOYEHHOTO (hefepalbHOTO OpraHa HCIOJHUTEIBHON BJIACTH IO ITOYTE
3aKa3HBIM MUCHbMOM OH CYHMTAETCS TOJYYEHHBIM [0 WCTCUCHHWM HISCTH JHEW C JaThl HalpaBJICHUS
3aKa3HOT'O MHChMa.

4. 3asBuUTENb 0053aH MPEICTaBUTh OTBET HA 3alpoOC YINOJIHOMOYEHHOTO (heAepalbHOTO OpraHa
WCIIOJIHUTENBHOM BJIACTU B CPOK, HE MPEBBIMIAIONIUN JeBSHOCTA pab0oUYMX AHEH CO AHS €ro MOJY4EeHHS.
Cpok, yka3aHHbIN B yacTu | HacTosIel CTaThb, MPUOCTAHABIMBACTCS CO JHS HAIIPABJICHUS 3asBUTEIIO
3amnpoca YHOJHOMOYEHHOTO (eepaabHOro OpraHa HCIOJHUTEIBHON BJIACTU JIO JHS MOJIyYEHUS UM
COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHHEM AJI1 OTKa3a B OpraHu3alii 3KCICPTU3, MPCAYCMOTPCHHBIX YaCTbRO 1 HaCTOHH_Ieﬁ
CTaTbu, ABJICTCA IIPCACTABJIICHUC HeO6XOI[I/IMBIX It OpOBCACHUS MPEAYCMOTPCHHBIX 3SKCIICPTU3
AOKYMCHTOB B HCIIOJIHOM o0beMe HiIn HCIIPCACTABJICHUC 3aj4BUTCIICM B YCTaHOBJ'IeHHHﬁ CPOK OTBCTA Ha
3aIpocC YInoJIHOMOYCHHOI'O (bez[epanLHoro OopraHa HCITOJIHUTEIILHON BJIaCTH, a4 TAKXC IIPCACTABJICHUC
AOKYMCHTOB, HC COACPIKAIINX NUCUCPIIBIBAOIICTO IICPCUYHA HCO6XOI[I/IMBIX CBEJICHUIA.

Ctatbaa 20. 3KcnepTu3a [OKYMEHTOB, MNpeAcTaBJfIeHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEeHHbIA npenapaT AnNA  MeAULMHCKOro
NPMMEHEHUA TpPU OCYLUECTBJIEHUN TOCyAapPCTBEHHOW perucrtpauum B Ka4vecTBe
opdaHHOro fiekapcTBeHHOro npenapara

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

1. 3KCHCpTI/I3a JOKYMCHTOB, MNPCACTABJICHHLIX I OIIPCACICHUA BO3MOXHOCTH pPaCCMATPUBATH
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JICKapCTBEHHBIM mpenapar uisi MEIMIMHCKOrO NPUMEHEHUS IPU OCYILIECTBICHUHM TOCYIAapCTBEHHOM
perucTpanyu B KayecTBe Op(aHHOTO JICKAPCTBEHHOTO Ipernapara, COCTABJICHHE KOMHCCHEH JKCIEpTOB
3aKIIFOYEHUSI O BO3MOXKHOCTHM WJIM HEBO3MOYKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN Ipernapar i
MEIMIMHCKOTO TPUMEHEHUS TpU OCYIIECTBIECHUH TOCYJAPCTBEHHOW PErucTpalMd B KadyeCTBE
ophaHHOTO JIEKAPCTBEHHOT'O Tperapara M HAINpaBJICHUE JaHHOTO 3aKIIOYCHUS B YIOJHOMOYCHHBIN
(denepaybHBI OpPTraH HCIIOJHUTEIBHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE NPEBBINIAOIIANA TPUIATH
paboumx JHEH CO JAHSI MOTYYICHHSI SKCTICPTHBIM YUPESKICHUEM 3aJIJaHUS YIIOJIHOMOUYEHHOTO (eIepaibHOTO
opraHa MCTHOJHUTEIFHOM BJIACTH U B DJIEKTPOHHOW (opMe MM Ha OYMa)KHBIX HOCUTEISIX HEO0OXO0MMBIX
JOKYMEHTOB, yKa3aHHBIX B MmyHKTax 1, 2, 5, 6, 10 actu 4 w B 4Wactu 7 crarbu 18 HacTosIIero
denepanbHOTO 3aKOHAa.

2. JloxymeHTBI, coAep aliuecss B PETUCTPAIMOHHOM JIOChe Ha JIEKapCTBEHHBIM mMpernapar u
MOCTYMUBIITNE HA OyMaKHBIX HOCUTEISIX B OKCIIEPTHOE YUPEKACHHUE ISl OCYIIECTBICHUS UX IKCIIEPTU3BI
JUIsL  OTIPEJICJICHUs] BO3MOXKHOCTHM paccMaTpuUBaTh JIEKAPCTBEHHBIM TMpenapar Uil MEAUIITHCKOTO
MPUMEHEHHsI B KadecTBe Op(}aHHOTO JIEKApCTBEHHOTO Tperapara, TMOJ/JJIekaT BO3BpaTy B
YIIOJTHOMOYEHHBIA (efiepaabHbIii OpraH HCIOJHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOUCHUSIMH
COOTBETCTBYIOIIHNX IKCIIEPTH3.

Ctatba 21. PelleHMe O BO3MOXHOCTW paccMaTpuMBaTb JieKapCTBEHHbIN npenapar
npyM OCYLWEeCTBJIEHUM TFOCyAapCTBEHHOM peructpaumMm B Ka4vectBe opdaHHOro
NeKapCcTBEHHOro npenapara

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

1. B cpok, HEe IPEBBIMIAOIINKA ISTH padOUnX THEW CO JHS MOJYYCHUS 3aKITIOYCHHS, YKa3aHHOTO B
gactu | crateum 20 Hacrosmiero ®denepalbHOrO 3aKOHA, YIOJTHOMOYEHHBIN (enepalbHbId OpraH
WCIIOJIHUTENBHON BJIACTH OCYHIECTBIIIET OLIEHKY IOJYYEHHOTO 3aKJIIOYEHHUS JIs OMpENEeeHUs ero
COOTBETCTBUSl 33JaHUI0 Ha MPOBEJICHUE COOTBETCTBYIOLIEH AKCHEPTHU3bl U YBEAOMIISICT 3asBUTENS B
ANIEKTPOHHOU (opme umu Ha OyMaKHOM HOCUTENE O pe3ylbTarax MPOBEICHHOW SKCIEPTU3Bl C
MIPUJIOKEHUEM KOTHH AKCIEPTHOTO 3aKI04YeHHsl (C coXpaHeHHeM KOH(GUACHIINATIbHOCTH HHPOPMAIMH O
COCTaBe 3KCIEPTHOM KOMHUCCHUHU) U O BO3MOKHOCTH HJIM HEBO3MOXKHOCTH PacCMaTPHUBATh JIEKAPCTBEHHBIH
mnpemnapaTr A MEAULHUHCKOTO MPUMEHEHHUs IpU OCYILECTBICHUH TOCYAApCTBEHHOI perucrpaivu B
KauecTBe Op(haHHOTO JIEKAPCTBEHHOIO Mperapara.

2. Ilpu BbIHECEHMM KOMHCCHEH OKCIIEPTOB 3aKJIIOUEHHUS O BO3MOXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar i MEIUIMHCKOTO NPUMEHEHHUS MpPU OCYILECTBICHHH TOCYAapCTBEHHOM
perucTpaiyu B kKauecTBe op(paHHOT0 JIEKApCTBEHHOTO Mpenapara ynoJHOMOUYEHHBIH (efepanbHblil opran
WCIOJIHUTENBHON BIIACTH B CPOK, HE MPEBBIIAIONIUN MATH pabOYuX JHEH CcO NHS MOJIY4YEeHHUS JaHHOTO
3aKJIIOUEHUS, MPUHUMAET pElIeHWE O BbAAYe 3a/laHus Ha MPOBEICHHE OKCIEPTHU3bl KauyecTBa
JIEKAPCTBEHHOTO CPEACTBA W HKCIEPTU3bl OTHOILIECHUS OKHMJIA€MOM TMOJb3bl K BO3MOKHOMY PHUCKY
MIPUMEHEHHUsI JIEKAPCTBEHHOTO Mpernapara Ui MEIUUUHCKOTO MNPUMEHEHUS B MOPSAKE YCKOPEHHOM
MPOLIEAYPhl SKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU CO CTaTbeld 26 HACTOSILETO
®denepanbHOTO 3aKOHA.

3.B CJIyqac IpUHATUA PCIICHUA O HCBO3MOKHOCTH paCcCMaTpUBATH J'IeKapCTBeHHHﬁ npenapar aJis
MCIHUIIMHCKOI'O MMPUMCHCHU nmpu TOCY,Z[&pCTBCHHOfI peructpanunu B Ka4yCCTBC Op(l)aHHOl" (8}
JICKApCTBCHHOT'O  IIpfrapara yHOJIHOMO‘-ICHHBIﬁ (beﬂepaHBHLIﬁ opran HCIIOJIHUTEIbHOM  BJIACTH
MMpeKpalmacT nmpoucaypy FOCYIlapCTBCHHOﬁ PEerucTpanmu JICKapCTBCHHOI'O IIpCriapara. 3asaBUTEIb BIIpaBC
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0o0paTUTBhCSI B PETUCTPUPYIOIIUI OpraH C 3asBICHHEM O TOCYJApCTBEHHOW PETUCTPAllMHM YKa3aHHOTO
JIEKapCTBEHHOI'O IIpernapaTa B COOTBETCTBUU €O cTaThell 18 HacTosmero denepanbHOro 3aKOHa.

Cratba 22. YTpatuna cuny ¢ 1 vions 2015 roaa. - PeagepanbHbIM 3aKoH oT 22.12.2014
N 429-®3.

Ctatba 23. JOKcnepTu3a KayecTBa JIeKapCTBEHHOro cpeacTBa W 3KcnepTusa
OTHOLUEHUA OXWMAAEMOMW MNONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro
npenapara Ans MeAULUHCKOro npuMeHeHus

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

1. DxcnepTu3a KauecTBa JEKapCTBEHHOTO CPEACTBA U 3KCIIEPTU3a OTHOLIEHUS 0XKHIaeMOIl MOJIb3bI
K BO3MOYKHOMY PHCKY IIPUMEHEHHs JIEKapCTBEHHOIO IIpernapara JUisi MEIULUHCKOTO IPUMEHEHUS,
COCTAaBJICHUE KOMHCCUSMH OKCIIEPTOB 3aKIIOYEHHMM II0 pe3yapTaTaM IPOBEACHHBIX JKCIEPTH3 U
HalpaBJIEHWE ATHX 3aKJIIOUYEHUN B YIOJHOMOYEHHBIN (hefepanbHbIi OpraH HMCIOJHUTEIBHON BIACTH
OCYILIECTBJISIIOTCSL B CPOK, HE MPEBBIIAIONINI cTa JecsITH pabouux JHEH co AHS MOJIy4eHHS SKCIIEPTHBIM
YUPEXKAECHUEM COOTBETCTBYIOLIETO 33JaHUSI YIOJHOMOUYEHHOIO (heAepaIbHOrO OpraHa UCIOTHUTEIBHOM
BJIACTH Y HEOOXOIUMBIX JIOKYMEHTOB B JIEKTPOHHOU (hopMe MM Ha OyMa)KHBIX HOCUTEIISX.

2. B TedeHuwe neBsHOCTa THEH CO JHS TIOJYUCHHS DPEIICHUS YIOJHOMOYEHHOTO (eaepaabHOTO
OpraHa HCIIOJIHUTENBHOW BJIACTH O NMPOBEICHUHU SKCIIEPTU3, NPELYCMOTPEHHBIX 4YacThbiO | HacTosIen
CTaThH, 3aABUTENIb IPEACTABISET B JKCIEPTHOE YUPEKICHUE I IMPOBEACHUS SKCIEPTH3bl KadyecTBa
JIEKapCTBEHHOT'O CpeJCTBa 00paslibl JIEKAPCTBEHHOTO Ipernapara A MEAULUHCKOTO TNPUMEHEHMUS,
MIPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAHUSAMHU OIBITHO-IIPOMBIIIJICHHOTO U (MJIK) MPOMBIIILIEHHOTO
PErIaMEeHTOB, YTBEPKIACHHBIX PYKOBOJWUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, a TAKKE B
COOTBETCTBYIOIIMX CIy4yasx 00pa3ibl (hapMaleBTHUECKO CyOCTaHIIMHU, TECT-IITaMMa MUKPOOPraHU3MOB,
KYJIBTYpPBI KJIETOK, 0Opa3Iibl BEIECTB, IPUMEHSIEMBIX U1 KOHTPOJISI Ka4ecTBa JEKapCTBEHHOTO CpPECTBa
MyTeM CPaBHEHUS C HUMH UCCIIEYyEeMOTO JIEKAPCTBEHHOI'O CPEJCTBA, B KOJIUYECTBAX, HEOOXOAUMBIX ISt
BOCIIPOU3BEICHUS METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu nmomydyeHun o0Opa3lOB JEKApPCTBEHHOTO Mpemnapara U (apmaleBTHUYECKOW CyOCTaHLIUU
AKCIEPTHOE YYPEKACHHUE BBIAACT 3asIBUTENI0 JOKYMEHT, MOJATBEP)KIAIOUINM IMOJTydYeHHE YyKa3aHHBIX
00pas3loB, U B CPOK, HE MPEBBIIAIONINI TpeX pabouux AHEH, YBEAOMIISET B JIEKTPOHHOH (opMe Hiu Ha
OyMa)KHOM HOCHUTEJIE 00 3TOM YIIOJTHOMOYEHHBIHN (pe/iepalbHbIil OpraH UCHIOTHUTENBHOM BIIACTH.

4. Yxa3aHHbIE B YacTIX 2 U 3 HaACTOSIIECH CTaThbU CPOK IJiid IIPCACTABJICHUS 3asIBUTCIICM 06pa3u013
JICKApCTBCHHOI'O IIpCIlapaTa H q)apMaHeBTquCKOﬁ CY6CT3HHI/II/I U CpOK YBCIAOMIICHUSA OSKCIICPTHBIM
YUYpPCIKKACHUCM 00 »TOM Ha 6YMa)KHOM HOCUTCJIC  YIIOJIHOMOYCHHOT'O cbe,uepaanoro OopraHa
HCIIOJTHUTEIBHON BJIACTH HE BKIIOYAIOTCS B CpOK IPOBCACHUS SKCIICPTU3, TPCAYCMOTPCHHBIX YaCTbHIO 1
HaCTOSIIIEH CTaThU.

5. Z[OKyMeHTLI, MNOCTYIIMBIIUEC B OSKCIEPTHOC YYUYPCIKIACHUC [UIA TPOBCACHUA OKCIICPTHU3,
npeaAyCMOTPCHHBIX YaCThIO 1 HaCTOSIIEH CTaTbH, MMOAJICIKAT BO3BPATY B ynOHHOMO‘IGHHLIﬁ (l)eﬂepaHLHLIﬁ
opran HUCIIOJHUTEIBLHON BJIaCTU OJHOBPEMCHHO C 3aKIIIOYCHUAMU, IIOJTYUCHHBIMU II0 PE3yJibTaTaM
COOTBCTCTBYIOIIHUX SKCIICPTHU3.

Ctatba 24. JkcnepTtusa KayecTBa JIeKAapCTBEHHOro cpeacTBa M 3KcnepTusa
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OTHOLUEHUA OXuAaemMon MNosnb3bl K BO3MOXHOMY PUCKY NMPpUMEeHEeHUA JeKapCTBeHHOro
npenapata And BetepnHapHoOro npmmMmeHeHusA

1. DkcnepTu3a KauecTBa JEKApCTBEHHOI'O CPEJCTBA U HKCIEPTU3A OTHOIIECHUS OXKUAAEMOM I0JIb3bI
K BO3MOXXHOMY pPHUCKY IIPUMEHEHHs JIEKapCTBEHHOIO Ipenapara M BETEPUHAPHOTO IPUMEHEHUS,
COCTAaBJICHUE KOMMCCHAMHU DOKCIEPTOB 3aKIIOYEHHMM 110 pe3ylbTaTaM yKa3aHHBIX OKCIIEPTU3 U
HaNpaBJICHUE TAaKUX 3aKIIOYCHHUH B YIIOJHOMOYEHHBIH (pefepalibHbIi OpraH HCIOJHUTEIHHON BIACTH
OCYILIECTBJISIIOTCSL B CPOK, HE MPEBBIIAIONINI CTa JeCcSITU pabouux JHEH co JAHS MOJIy4eHHS SKCIIEPTHBIM
YUPEXKACHUEM 3aJlaHMsl  YIOJIHOMOYEHHOro (hefepalbHOrO OpraHa MCIOJHUTEIbHOM BIACTH C
JOKYMEHTaMH, YKa3aHHBIMHU B 4acTh 3 ctatbu 17 HacTosmero denepanbHOro 3akoHa.
(B pen. ®enepanbHbix 3akoHOB OT 22.10.2014 N 313-@3, ot 13.07.2015 N 241-03)

2. B TedeHwe mnsATHaALATH pabOUYMX JHEW CO JHS TONYYEHUS PEIICHUS YIOJIHOMOYEHHOTO
(henepanbHOrO OpraHa UCTIOJHUTEIHHON BJIACTH O MPOBEJACHUHN YKa3aHHBIX B 4acTH | HACTOSIIEH CTaThu
AKCIEPTHU3 3asBUTENb MPEACTABIISIET B IKCIIEPTHOE YUPEXKIACHUE I MPOBEICHUS IKCIEPTU3bl KaUeCTBA
JIEKapCTBEHHOTO CpeAcTBa OOpa3Ibl JIEKAPCTBEHHOIO Mpenapara JUisi BETEPUHAPHOTO MpPUMEHEHHUS,
MIPOU3BEICHHOTO B COOTBETCTBHHM C TPEOOBAHUAMH TEXHOJIOTHUECKHX PETJIaMEHTOB, YTBEP KICHHBIX
PYKOBOJIUTENEM MPOU3BOJUTENS JIEKApCTBEHHBIX CPEICTB, a Takke oOpaszen ¢apMaleBTUYECKOM
cyOCTaHIIMM B KOJIMYECTBAX, HEOOXOMMBIX JIJIsl BOCIIPOU3BEICHUS METOJ0B KOHTPOJISI KAYeCTBA.

3. Tlpu monydeHum OOpa3IOB JICKAPCTBEHHOTO TNpemapara W (apMameBTHYSCKON CyOCTaHIIUU
SKCIEPTHOE YUYPEKICHHE BBIAACT 3asBUTENIO JOKYMEHT, MOJATBEP)KIAIOLIUI TMOJIy4YeHHE YKa3aHHBIX
00pasIoB, M B CPOK, HE MPEBBIIAIONTNN TpeX pabodynX JTHEH, YBEIOMIISIET B MUCbMEHHOH (hopme 00 3TOM
YIIOJTHOMOYEHHBIA (peiepaibHbIi OPTaH UCTIOJTHUTEIIBHON BIIACTH.

4. Cpox Jug TpeACTaBleHUs 3asBUTENEeM o0O0pa3loB JIEKapCTBEHHOTO IIpemapata |
(dapmalleBTUUECKON CyOCTaHLIMM U CPOK YBEIOMIICHHS OKCIEPTHBIM YyUpexkIeHHUEeM o0 53TOM B
MUCBMEHHOM (hopMe YIMOJIHOMOUYEHHOTrO (hefepaibHOro OpraHa MCHOJHUTENIBHOM BIIACTH, yKa3aHHBIC B
yacTax 2 U 3 HACTOAIIEH CTaThH, HE BKIIOYAIOTCA B CPOK MPOBEICHUS YKAa3aHHBIX B 4acTu | HacTosmIeH
CTaTbH KCIIEPTH3.

5. HOKYMGHTBI, IOCTYIIMBIIXE B 3KCIICPTHOC YUPCKIACHUC I IMPOBCACHUA YKA3aHHBIX B YaCTHU 1
HacTosIIel CcTaTbu SKCIepTU3, IOMJICKAT BO3BpATY B YHOHHOMO‘IGHHHI‘/’I Q)enepanLHHﬁ opran
HUCIOJIHUTEIBbHOM BIACTU OJHOBPCMCHHO C 3aKJIFOUCHUAMU I10 PE3YJIbTaTaM YKA3aHHBIX OKCIICPTHU3.

CraTtba 25. [NloBTOpHOE NpoBeAeHue 3KCNepTU3bl JIeKapCTBEHHbIX CPeacTB
(B pen. denepanbpHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyuasix HetOCTaTOYHOW 0O0CHOBAHHOCTH HJIM HEMOJHOTHI 3aKITIOYSHHS] KOMHCCHH SKCIIEPTOB,
HaJIW4Yus B HEM MPOTUBOPEUYMBBHIX MaHHBIX, (anbcu(UKAMK BBIBOJOB AKCHEPTU3BI JIEKAPCTBEHHOTO
CPEeICTBa, COKPBITHS OT YIOJTHOMOYEHHOTO (peepaabHOr0 OpraHa MCHOJHUTENBHON BIaCTU OCHOBAaHUMN
JUIsl OTBOJA OKCHEpTa BCIEACTBUE €ro 3auHTEPECOBAHHOCTH B PE3yJbTaTax COOTBETCTBYIOLIEH
OKCMEPTU3BI, HANWYHMs JaHHBIX O TPSIMOM JHOO KOCBEHHOM BMEIIATENbCTBE B  MPOIIECC
COOTBETCTBYIOIIEH SKCHEPTHU3bI JIMI], HE YYACTBYIOIIMX B €€ MPOBEICHUHU, HO OKA3aBIIMX BJIUSHUE Ha
MPOLIECC U PE3YNbTAThl €€ MPOBEACHUS, YINOIHOMOYEHHBIM (elepalbHbIM OpraHOM HCIIOTHUTEIbHON
BIIACTH HAa3HAUYAETCS MOBTOPHAS HKCIEPTH3A JIEKAPCTBEHHOTO CPEJICTBA U (MJIH) dTHYECKAast SKCIIePTH3a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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2. IloBTOpHAsA 3KCHEPTU3a JEKAPCTBEHHOIO CPEACTBA IPOBOJAUTCA C y4ETOM DPE3YJIbTAaTOB paHee
IIPOBEJICHHOW HKCIEPTU3bl B CPOK, YCTAaHOBJIEHHBIM YIIOJIHOMOYEHHBIM (peaepaabHbIM OpraHOM
WCIIOJIHUTEJIBHOM BJIACTH M HE MPEBBILIAIOIINMN TpUALATH paboUuuX JHEH CO JAHS MOIY4YEHUs IKCIEPTHBIM
YUPEXKJIEHUEM 3aJaHUsI Ha [IPOBEJICHUE IOBTOPHOM SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

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

3. ®duHaHCOBO€ OOecreyeHHe BBIMOIHEHUS 33JaHUsS Ha MPOBEIACHHE IOBTOPHON AKCIEPTU3BI
JIEKapCTBEHHOI'O CPECTBA HE OCYILECTBIISETCS.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Crtatbs 26. YCKopeHHaﬂ npoueaypa 3KkCnepTu3bl JieKkapcTtBeHHbIX CpeacTs

1. VckopeHHas mpouenypa 3KCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB B LEIAX TOCYAapCTBEHHOMN
perucTpamyy JIEKapCTBEHHBIX IpenapaToB NPHUMEHSETCS B OTHOLIEHWH Op(aHHBIX JIEKAPCTBEHHBIX
IIpenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX MPENApaToB, perucTpupyeMsix B Poccuiickoit denepanyu B
KAaueCTBE BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENApaToOB, OYEPEIHOCTb KOTOPBIX OIPENENSIETCS B
COOTBETCTBMM C HOMEPOM M JaTOM BXOJSIIMX 3asBICHUH O TOCYJApPCTBEHHOM perucTpauuu
JIEKAPCTBEHHBIX IIPENApaToB B paMKax OJHOTIO MEKIYHAPOJHOTO HEMATEHTOBAHHOIO HAaMMEHOBAaHUS
JIEKAPCTBEHHOI'0 IIperapaTa WIM TI'PYNIUPOBOYHOIO HAMMEHOBAaHHs JIEKAPCTBEHHOIO IIpernapara, H
JIEKApCTBEHHBIX Ipenaparos, MIPEAHA3HAYECHHBIX VCKITFOUNTEIIEHO JUTSt IIPUMEHEHUS

HECOBEPUICHHOJETHIUMHU IPaXKIaHAMH.
(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

2. YckOopeHHas mpoleaypa SKCIEePTHU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAapCTBEHHOM
perucTpalum JeKapcTBEeHHbIX MIPENapaToB HE IPUMEHSETCS B OTHOIICHUH:

1) OnoaHanoroBsix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MIpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IMPEMaparoB (3a HUCKIIOYCHHEM OPQaHHBIX JICKapCTBEHHBIX
MpenaparoB);

3) BOCHpPOU3BENEHHBIX JIEKAPCTBEHHBIX IpenapaTtoB (3a HCKIIOYEHHEM TMEpBbIX Tpex
peructpupyemblx B Poccuiickoit ®enepanuu B KauecTBE BOCIHPOU3BEICHHBIX JIEKAPCTBEHHBIX
MpernapaToB M JIEKaPCTBEHHBIX IIPENapaToB, IMPEIHA3HAYEHHBIX HCKIIOUUTEIBHO [UIS MPUMEHEHHUS
HECOBEPIUICHHOJCTHUMHU I'PaXKTaHaAMH);

4) HOBBIX KOMOMHAIIMI 3apETUCTPUPOBAHHBIX paHee JICKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX MpENnaparoB, 3aperUCTPUPOBAHHBIX paHee, HO TMPOHU3BEICHHBIX B IPYTUX
JIEKapCTBEHHBIX (POpMaxX B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKAPCTBEHHBIX ()OPM U B HOBOM
JO3UPOBKE.

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

3. yCKOpeHHaﬂ npoocaypa SKCHCPTU3BI JICKAPCTBCHHLIX CPEACTB MPOBOJAUTCA II0 PCHICHUIO
COOTBETCTBYHOIICTO YIOJIHOMOYCHHOT'O Q)ez[epanLHoro opraHa HUCIIOJIHUTEIBHON BJIACTH Ha OCHOBaHUM
3adABJICHUSA 3asABUTCIIAL B CPOK, HC HpCBLIIJ_IaIOH_[Hﬁ BOCBMUICCATU pa60q1/1x JHEH. HpI/I 9TOM ISKCIIEpTHU3a
JAOKYMCHTOB, COACPIKAIIUXCA B PErUCTPAlMOHHOM JOCHC Ha HeKapCTBCHHBIﬁ npemnapar, NpoBOJUTCA B
CpPOK, HEC HpeBBIIJ_IaIOIJ_IHﬁ ACCATU pa6oq1/1x I[Heﬁ, OKCIIEpTHU3a Ka4YCCTBa JICKAPCTBCHHOTI'O CpPCACTBA U
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IKCIEPTHU3a OTHOIICHHS OXXHJAAeMOW TMOJIb3bI K BO3MOXHOMY PHCKY MPHUMEHEHHS JIEKQpCTBEHHOTO
npernapara ImpoBOISTCS B CPOK, HE TPEBBIIIAIONINI MIECTUACCATH pab0unX JHEH.
(dactpb 3 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOHIEHNH OpQaHHBIX JIEKAPCTBEHHBIX MPENApaTOB MOTYT ObITh IPEACTABIIEHBI PE3YIbTAThI
JOKJIIMHUYECKUX MCCIIEAOBAaHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX HUCCIIEI0OBAHUM JeKapCTBEHHBIX
IpenaparoB Uil MEAUIIMHCKOTO NPUMEHEHMs], BBIIIOJHEHHBIX 3a npeaenaMu Poccuiickon denepanyu B
COOTBETCTBUM C INpaBWJIaMHU HaJUlekalleil 1a0dopaTopHON MpaKkTUKU M IpaBUIaMM  HaJyIeKalleu
KJIINHUYECKOW MPAKTHUKHU.

(uactsp 3.1 BBeneHa @enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas Mporeaypa SKCHEPTU3bl JICKAPCTBEHHBIX CPEJICTB TPOBOAWTCS B TOPSJKE,
yCTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 Hactosimero deepanbHOTO 3aKOHA, M HE 03HAYACT CHIDKCHUS
TpeOoBaHUM K OE30MMACHOCTH, KaUYeCTBY U 3PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

CrtaTtba 27. PelueHue 0 rocyaapCTBEHHOW perncTpauum rnekapcTBeHHOro npenapara

1. B cpok, He TIpEeBBIMIAIOIMNA JECATH pabOUnX THEH CO JHS TMOTYYCHHUS 3aKIIOUCHUM KOMHCCHH
AKCIIEPTOB MO pe3yIbTaTaM AKCIIEPTU3BI KaueCTBa JIEKAPCTBEHHOTO CPEJCTBA M AKCIIEPTU3BI OTHOIICHUS
0’KHMJIaeMOM TIOJIE3bI K BO3MOKHOMY PHCKY TPUMEHEHHsI JIEKAPCTBEHHOTO Tperapara, COOTBETCTBYIOITUH
YIIOJTHOMOYEHHBINA (peiepaibHbI OPTaH UCIIOTHUTEILHON BIACTH:

(B pen. @enepanbHoro 3akoHa o1 22.12.2014 N 429-D3)

1) pa3meniaer Ha CBoeM OQHUIMATHHOM caiiTe B ceTH "MHTEpHET" COOTBETCTBYIOIMINE 3aKIIOUCHUS
KOMHCCUHU OKCIIEPTOB U OCYIIECTBISET HMX OLEHKY Uil OINpeIeNieHUuss COOTBETCTBUS 33JaHUI0 Ha
MIPOBEJICHUE 3TUX SKCIIEPTU3;

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

2) mpUHMMAET pEelIeHHEe O TOCYAAPCTBEHHOMN pEerucTpalnuy JEKapCTBEHHOTO Ipemnapara wid o0
OTKa3e B TOCYJapCTBEHHON perucTpaiuu JIeKapcTBeHHOT O Ipernapara;

3) BHOCHUT NpH MPUHATHH PEUICHUS O TOCYAAPCTBEHHOW PETHUCTpaIlMy JICKapCTBEHHOTO Ipernapara
JAHHBIE O 3aPETHCTPUPOBAHHOM JICKAPCTBEHHOM IIpemapare, B TOM 4HCIe O ¢dapMareBTUIECKON
cyOCTaHIIMM, BXOJIIEH B COCTaB JIGKAPCTBEHHOTO IIpemapaTa, B TOCYIapCTBEHHBIH peecTp
JIEKaPCTBEHHBIX CPEJCTB M BBIAAECT 3asBUTEII0 PETHCTPAIIOHHOE YIOCTOBEPEHHE JIEKApPCTBEHHOTO
npemnapata, popmMa KOTOPOro YTBEPKAAETCS YIIOJTHOMOYEHHBIM (heZiepabHbIM OPraHOM UCIOTHUTEIbHOM
BIIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAIMIO, HOPMATUBHBIA JOKYMEHT, HMHCTPYKIHUIO IO
MPUMEHEHHUIO JICKapCTBEHHOTO TMpenapara M MakeThl MEepBUYHONW YHNAaKOBKM UM BTOPUYHOM
(moTpeOuTeNbCcKOM) YHNAKOBKM C YKa3aHHEM Ha HUX HOMEpa PErucTPalioOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOT'0 TpernapaTta U JaThl €ro TIOCYAapCTBEHHOM pErucTpaluy Wi B ClIy4ae HPUHATHUSA
pemieHus o0 OTKa3e B TOCYIApCTBEHHOH pETUCTpaluu JIEKapCTBEHHOTO IMperapaTa yBEJOMIIIET B
nUcbMeHHOW Qopme 3asBUTeNns 00 OSTOM C YKa3aHHEM TMPUYMH TaKOro OTKa3a. 3a BbIAAYY
PErUCTPALIMOHHOTO YA0CTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara B3UMAETCs TOCYIapCTBEHHAs MOILIMHA B
COOTBETCTBUU C 3aKOHOaTeNbCcTBOM Poccuiickoit denepanuu o Hamorax u coopax.

(B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

2. OcHoBaHHEM JJIs1 OTKasa B T OCYIlapCTBCHHOﬁ peructpaimu JICKapCTBCHHOI'O IMpfriapara IJIs
MCIHUIMHCKOI'O MMPUMCHCHU A ABIIACTCA 3aKJIIFOUYCHUC COOTBCTCTBYIOLIECTO YIIOJITHOMOYEHHOI'O
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(benepanbHOrO OpraHa HCIOJHUTEILHOW BJIACTH O TOM, 4YTO KauecTBO M (WiH) 3(PQPEKTHUBHOCTH
pErUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara Uil MEIULUMUHCKOTO IIPUMEHEHHUsS HE MHOATBEPIKICHBI
MMOJYYCHHBIMU OAaHHBIMU HJIM YTO PUCK NPUUYMHCHUA BpCAa 3J0POBHIO YCJIOBCKA BCICACTBUEC IMPpUCMaA
JIEKapCTBEHHOI'O Ipenapara Uil MEIULIUHCKOTO MPUMEHEHHUs MpeBbIIAeT 3(PPEKTUBHOCTh €ro
IIPUMCHCHUS.

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

3. IloBTrOopHOE mpencTaBieHWE B COOTBETCTBYIOIIMN YIIOJIHOMOYEHHBIN (QenepanbHblii Ooprax
WCIIOJTHUTENIBHOM BJIACTU JIEKAPCTBEHHOTO IIpernapara, B OTHOLIEHWHM KOTOPOTO IIOJYy4eH OTKa3 B
rOCYJAApCTBEHHOM PErMCTPAlMKM U KOTOPBIN BIIOCJEICTBUM MOJBEPICS N3MEHEHHUIO B YaCTH €ro COCTAaBa,
paccMaTpuBaeTcs Kak IMPEJICTaBICHUE HOBOTO JIEKAPCTBEHHOTO IIpernapara Ha €ro rocyIapCTBEHHYIO
PErUCTPALMIO HE3aBUCUMO OT COXPAHEHUs €ro MEPBUYHOTO HAUMEHOBAHHSL.

(dactpb 3 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Ilpym mpenoCTaBIICHHH 3asBUTENIEM B COCTAaBE PETMCTPALMOHHOIO JOChE Ha JIEKapCTBEHHBIN
npernapar Juis BEeTEpUHAPHOTO MPHUMEHEHUS KOMHU pEeHIeHHs] YIOJTHOMOYEHHOTO (elepalbHOTO opraHa
HCIOJHUTEILHON BJIACTH O MMPOBEACHUU HHCIICKTUPOBAHUA IIPOU3SBOJUTCIIA JICKAPCTBEHHBIX CPCIACTB
CPOK TIPHHATHS PpENICHHS O TOCYJapCTBEHHOW pPErMCTpalMy JIEKAPCTBEHHOTO TIperapara s
BCTCPHHAPHOT'O IMPUMCEHCHHUA IMTPHOCTAHABIIMBACTCA CO OHA IMOJTYUCHUA 33KJ’IIO‘-I€HI/II71, YKa3aHHbBIX B 4aCTH
1 HacTosiedt cTaThH, 10 AHSI MPUHATUS YIIOJTHOMOYEHHBIM (elepallbHbIM OPraHOM HCIHOJHUTEIbHOM
BJIACTH PEIICHUS O BbIAade WM 00 OTKa3e B BbIJa4e 3aKIFOUEHHUS O COOTBETCTBHU IPOHM3BOIUTEIIS
JICKApCTBEHHBIX CPEIICTB TPEOOBAHUSIM NPaBUJ HAIJIEKAIICH MPOU3BOJICTBEHHOW MMPAKTHKH, HO He OoJiee
9YeM Ha CTO BOCEMbJIECIT pabounx JHEH.

(dactp 4 BBenena denepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM I OTKa3a B TOCYAApPCTBEHHON pPErucTpalyy JIEKapCTBEHHOrO Ipernapara mjist
BETEPHUHAPHOTO NPHUMEHEHHUs SBJIAETCA 3aKIIOUYEeHHE YIOJHOMOYEHHOro (QelnepalbHOro opraHa
UCIOJIHUTENBHOM BJIACTH O TOM, 4YTO KauecTBO M (W) 3(PGEKTUBHOCTh PErHCTPUPYEMOIO
JIEKAPCTBEHHOI'0 Ipernapara Jyuisi BETEPUHAPHOIO NPUMEHEHUS HE MOATBEPXKJIEHbl MOJY4EHHBIMU
JAHHBIMU WA YTO PUCK IMPUYMHEHUS BPEAA 3I0POBbIO JKMBOTHOI'O BCJEACTBUE MPUEMA JIEKAPCTBEHHOTO
mpemnapaTta Jii BETEpPUHAPHOTO MPUMEHEHUs MpeBblaeT 3(GGEeKTUBHOCTh €ro MPUMEHEHHs, OTKa3
YIIOJTHOMOYEHHOTO  (efiepaibHOrO0 OpraHa HWCHOJHUTENIbHOM BJIacTM B BbIJA4Ye 3aKIIOYCHHS O
COOTBETCTBUU  MPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB  TpeOOBaHMSAM TpPaBUI  HaJJexkalen
MPOU3BOJICTBEHHONM TMPAKTUKU Ui KaXKIOM MPOU3BOJCTBEHHOM IUIOLIAJKA PETUCTPUPYEMOIO
JIEKAPCTBEHHOr'0 Ipenapara JUisi BETEPUHAPHOTO INPUMEHEHUS B CIy4yae, €clid IPOU3BOJICTBO
JIEKAPCTBEHHOI'0 IpenapaTta Jjsi BETEPUHAPHOTO IPUMEHEHHs OCYLIECTBISETCS 3a IpelesiaMu
Poccuiickoit denepanuu, i OTCYTCTBUE TAKOTO 3aKIIOUCHUS.

(uacts 5 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

Cratba 27.1. Tlopspok onpegeneHMAs B3aMMO3aMEHSAEMOCTU JleKapCTBEHHbIX
npenapaToB AN MEAULIMHCKOro NpUMeHeHuUsA
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. BzaumMo3aMeHIEMOCTb JICKAPCTBCHHLIX  IperaparoB A MCAULIUHCKOIO  IIPUMCHCHUA
ONpCACIICTCA B MOPAAKE, YCTAHOBJIICHHOM HpaBI/ITCHBCTBOM Poccuiickoii (De,uepaum/l, Ha OCHOBaHHH
CJICAYIOIIUX MapaMCTPOB:
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1) »skBuBaJieHTHOCTh (Hs OWOAHANOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IIPErapaToB
(OmoaHanoroB) -  CONOCTAaBMMOCTH)  KAa4eCTBEHHBIX M  KOJMYECTBEHHBIX  XapaKTEPUCTHK
(dapmaneBTHUECKUX CyOCTaHIIMH (HMCIIOJIB30BAHKUE PA3IMYHBIX COJICH, dPHPOB, KOMILJICKCOB, H30MEPOB,
KPUCTATHIECKUX (OPM U APYrHX MPOU3BOJHBIX OJHOTO M TOTO JK€ JEHCTBYIONIETO BEIIECTBA HE
SIBJIIETCS MPETSITCTBUEM I B3aMMO3aMEHSEMOCTH JIEKApPCTBEHHBIX IIPENapaToB, €ClIU NPy MPOBEICHUU
UCCIIEI0BaHUSI OWMOAKBHBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapaTa WMJIM B CIydyae HEBO3MOYKHOCTH
IIPOBEJICHUS] 3TOT0 UCCIIEOBaHUS IIPU MPOBEACHUU HMCCIEA0BaHUS TEPANeBTUUECKON SKBUBAJIEHTHOCTU
JIEKapCTBEHHOI'O IperapaTa JJ0Ka3aHO OTCYTCTBHE KIMHUYECKU 3HAYMMBbIX pa3ivuuil (apMaKOKHMHETUKH
u (mm) OezonacHOCTU U 3(P(PEKTUBHOCTH JIEKApCTBEHHOTO Mpenapara it MEAUIIMHCKOTO PUMEHEHHUS);

2) SKBUBAJEHTHOCTH JIEKAPCTBEHHON ()OPMBI (1O 3KBUBAJIEHTHBIMH JIEKAPCTBEHHBIMU (hopMaMu
MMOHUMAIOTCSl pa3Hble JIEKapCTBEHHbIE ()OPMBI, MMEIOIIME OJMHAKOBBIE CHOCOO BBEICHUS U CHOCOO
MPUMEHEHMs], O00Jafalolue COMNOCTaBUMbIMU  ()apMAKOKMHETHUECKUMH  XapaKTepUCTHUKAMU U
(hapMaKoJIOTUYECKUM JICHCTBHEM U 00eCIIeUnBalOIINE TAKXKE JOCTHKEHUE HEOOX0JUMOT0 KIMHHUYECKOTO
s dekra. Paznuuus nekapcTBEHHBIX (OPM HE SBISIFOTCS MPEMSTCTBUEM JUIS UX B3aMMO3aMEHSEMOCTH,
€ClIi TPU MPOBEACHUU HCCIIEOBaHMS OMOSKBUBAJIEHTHOCTHU JIEKAPCTBEHHOIO MperapaTra Wid B Cilydae
HEBO3MOXXHOCTH TPOBEIEHHUSI 3TOrO MCCIEA0BAHUS NPHU MPOBEIECHUU HUCCIIEOBAHUS TepareBTUYECKON
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOIO Mperapara J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pa3iIvuuii
¢bapmakokuHeTKu # (wim) Oe3zonmacHOCTH M 3¢ (GEKTUBHOCTH JIEKAPCTBEHHOTO Ipernaparta Jyis
MEUIIMHCKOTO IPUMEHEHHUS);

3) PKBUBAJICHTHOCTh HJIM COMOCTABUMOCTH COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpenapara Uil MEIWIIMHCKOTO TIPUMEHEHHWs (pa3iuuusi CcOCTaBa BCIOMOTATEIBHBIX — BEIIECTB
JICKApCTBEHHOTO TIpernapara il MEIUIIMHCKOTO TNPUMEHEHHs HE SBISIOTCS MPEMSTCTBHEM JUIS X
B3aMMO3aMCHSIEMOCTH, €CIM TpPU TPOBEICHHH WCCIEIOBAHMS OHOAKBUBAICHTHOCTH JICKAPCTBEHHOTO
mpernapara Ui MEIUIIMHCKOTO TPUMEHEHHS WM B CIydae HEBO3MOXXHOCTH MPOBEICHHUS 3TOTO
WCCIIC/IOBAaHUS TIPU TIPOBEICHUH HCCIICIOBAHUS TEPAINEBTHUSCKOW SKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
npernapara Juisi MEIUIIMHCKOTO NMPUMEHEHHS JIOKa3aHO OTCYTCTBUE KIMHHYCCKH 3HAYMMBIX Pa3IHYHi
(dapmakokuHeTHKH u (W) Oe30macHOCTH W 3()PEKTUBHOCTH JIEKAPCTBEHHOI'O Ipernapara il
MEIUIMHCKOTO TNpuMeHeHus. [Ipu 3ToM pa3nmuumsi cocTtaBa BCIOMOTATENBHBIX BEUIECTB HE JIOJDKHBI
NPHUBOJANTH K PHUCKY BO3HHUKHOBCHHS CEPbE3HBIX HEXKENATEIbHBIX PEAKIHH Yy OTICIbHBIX TPYII
MAIMCHTOB WJIH MOBBIIICHUS YaCTOTHI X BOSHUKHOBEHHS );

4) HICHTHNYHOCTDb crnocoba BBCACHUA U IIPUMCHCHUA

5) OTCyrcTBHME KIMHMYECKH 3HAYMMBIX pa3NWyuid T[pPH  [POBEICHUH  UCCICIOBAHHA
OMOSKBHBAJICHTHOCTH JIEKAPCTBEHHOTO IIperapara WM B ClIlydae HEBO3MOXXHOCTH IPOBEICHHS 3TOTO
UCCJICOBAHUS OTCYTCTBHE KIMHUYECKH 3HAUUMBIX pa3lM4Mid  IOKas3areneil 0e30macHOCTH |
3QPEeKTUBHOCTH JIEKAPCTBEHHOI'O IMpenapara MpH TMPOBEIEHUHM HCCIEJOBaHUS TepaneBTUYECKON
SKBUBAJIEHTHOCTH. JlaHHBI mapamMeTp HE MpHUMEHSAETCs B OTHOUIEHWH BOCHPOM3BEAEHHBIX
JIEKapCTBEHHBIX IpenaparoB, yka3aHHbIX B yacTh 10 ctateu 18 Hactosmero ®dexepanbHoro 3akoHa. B
OTHOILLIEHUHM OMOaHANOroBBIX (OMOIMOJIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OMOaHAIOroB) JaHHBIE 00
OTCYTCTBHM KJIMHUYECKH 3HAUYMMBIX paszauuuil Oe3omacHOcTH, 3()(HEKTUBHOCTH M HMMMYHOTE€HHOCTH
JIEKapCTBEHHOTO  Ipernapara [0  pe3yJbTaTaM  [POBEAEHUS  KIMHUYECKHMX  MCCIEJOBAHUMN
MPEJOCTABISIIOTCS B OPSI/IKE, YCTAHOBJICHHOM HACTOSIIEN YacThIo;

6) COOTBCTCTBHUEC TMPOU3SBOAUTCIIA  JICKAPCTBCHHOI'O  CpCACTBA Tpe6OBaHI/I$IM HaJIeKaIen
HpOI/I3BO,[[CTBCHHOI>'I IMPAaKTHUKU.
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2. CpaBHEHHE NapaMETPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX IPENapaTroB Ui MEIUIIMHCKOIO
IIPUMEHEHHsI OCYILECTBIIAETCSI KOMHUCCHEH DJKCIIEPTOB 3KCIEPTHOIO YYPEKIACHUS IIPU IIPOBEICHHUU
JKCIIEPTU3bI TAKUX JIEKAPCTBEHHBIX MIPENAPATOB B IPOLECCE UX TOCYAAPCTBEHHOM perucrpanuu. BeiBoasl
JKCIIEPTOB O B3aWMO3AMEHSAEMOCTH WM HEB3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIUIMHCKOTO TPHUMEHEHHUs, CIEeNaHHBIE B pe3yJbTaTe ATOTO CpaBHEHHs, OGOPMIIAIOTCS B BHJE
NPUJIOKEHHUS K 3aKIIOYEHHUIO SKCIEPTOB MO (popMme, YTBEPkAEHHOW YIIOJTHOMOYEHHBIM (enepaibHbIM
OpPraHOM MCIOJHUTEIbHOM BIIACTH.

3. TlonoxxeHusi HACTOAIIECW CTAaTbU HE PACHPOCTPAHSIOTCS Ha pedepeHTHBIE JIEKapCTBEHHBIC
rpenaparsl, JISKApCTBEHHBIE PACTUTENIbHBIC MperapaThl, TOMEONaTHYECKUE JICKAPCTBEHHBIE TIpenapaThl U
JIEKAapCTBEHHBIC TPEMapaThl, KOTOPHIE Ppa3pelIeHbl UIsi MEAMIIMHCKOTO NpuMeHeHus B Poccuiickoii
®denepanun Oosiee ABAALIATH JIET U B OTHONIEHUU KOTOPHIX HEBO3MOXKHO MPOBEIACHUE MCCIIECIOBAHUS UX
OMOD’KBHUBAJIEHTHOCTH.

CtatbAa 28. PeructpaumoHHoe yaocToBepeHne nekapcTBeHHOro npenapara

1. PerunctpannoHHOE yIOCTOBEPEHME JIEKAPCTBEHHOI'O IIpElapaTa C yKa3aHWEM JIEKapCTBEHHBIX
GbopM M J03MPOBOK BBIAAETCS OECCPOUYHO, 33 MCKIIOYEHUEM PETUCTPALMOHHOTO YIOCTOBEPEHMS
JIEKAPCTBEHHOTO ITpenapara, BbIIABAEMOTO CO CPOKOM JIEHCTBUS IIATH JIET, HA BIIEPBBIE PErUCTPUPYEMBIE
B Poccuniickoit denepanum geKapCTBEHHbIE MPETIAPATHI.

2. Tlo ucreyeHWMM yKa3aHHOTO B 4YacTH | HacTosmed CTaThU CpOKa BBIAAeTCS OeccpodHoe
PErUCTpaIlIOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOTO IIpernapara Mpu YCIOBUU TMOATBEPXKICHHS €ro
roCy/lapCTBEHHOW PErUCTPALIUH.

3. B cinydae BHeceHus B cooTBeTcTBHM co cTaThsiMu 30 u 31 Hactosmiero denepaibHOTO 3aKOHA
W3MEHEHUW B COJEp)KalllMecs] B PErUCTPAIMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIINX CBEICHUS, OTPAKEHHBIC B PETHCTPAIIMOHHOM YIOCTOBEPEHUU
JIEKApCTBEHHOT'O TIperapara, yInoJHOMOUYCHHBIN (eaepaibHbIii OpraH HCIOJIHUTEIBHOW BJIACTH BBIJACT
HOBOE PETUCTPAIIMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO Ipemnapara, cojaepikaliee BHECCHHBIE B HETO
H3MEHEHUS.

(dactpb 3 BBeneHa denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B cnydae yTpaThl WM TOBPEXKJIEHHUS PErUCTPALMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO
mpenapara o 3asBJICHUIO B MHCBMEHHOW ¢dopMe Jepikarelis WX BIAJCiblla PErHCTPAIMOHHOTO
yIIOCTOBEpPEHUS JICKaPCTBEHHOTO Mperapara Uid yIoJIHOMOYEHHOTO0 UMH JAPYroro IPUIXYECKOTo JIUIA O
BbIJjaue AyOJIMKaTa PEerucTPallMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO TMpernapara yrnoJIHOMOYEHHBIH
(dhenepanbHBI OpraH MCHOJHUTEIHLHOM BIIACTH B CPOK, HE MPEBBIIIAIONIUNN AeCATH pabouuX JHEH CO JAHS
MOCTYIUICHUsI 3asBICHUS, BbIJAaeT IyOJIMKAT PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemapaTta. 3a BblIady AyOiMKaTa pPETUCTPALMOHHOTO YIOCTOBEPEHHs JIEKApCTBEHHOTO IMperapara
B3MMAETCs rOCYJapCTBEHHAs MOLIMHA B COOTBETCTBUHU C 3aKOHOAATENbCTBOM Poccuiickoit @enepanuu o
Haylorax u coopax.

(uactp 4 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 29. [MoarBepXxaeHune rocyfapCTBEeHHOM perucTpaumm neKkapCcTBeHHOro
npenapara
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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1. IloaTBepxaeHNE TOCYIapCTBEHHON PErHMCTpPALMU JIEKAPCTBEHHOIO Ipenapara OCYLIECTBIISIETCS
IIpU BblJaue OECCPOYHOr0 PErHCTPALMOHHOIO YIOCTOBEPEHUS JIEKAapCTBEHHOIO IIpernapara B Cilydae,
YKa3aHHOM B 4acTu 2 crartbu 28 Hactosiero ®denepanbHOro 3aKOHA, B CPOK, HE IPEBBIIAIOLINI
HIECTUACCATH pabounX IJHEW CO JHS IMOJIy4eHHsI COOTBETCTBYIOIIMM YITOJHOMOYEHHBIM (erepaabHbIM
OpraHOM HCIIOJIHUTEIbHON BJIACTH 3asBICHUS O TMOATBEPKIACHUM TOCYAAPCTBEHHON perucrpanuu
JIEKApCTBEHHOIr0 Ipenapara. He ocymecTBisieTcss MOATBEPKACHUE TOCYIApCTBEHHOW PETUCTPALMM B
OTHOIIIEHUH JICKAPCTBEHHOTO Tpernapara, He HaxoauBIIerocsi B oopamenun B Poccuiickoit deneparnuu B
TeYeHHe Tpex M Oosiee JIeT, a TakkKe B OTHOLICHHM JIEKAPCTBEHHOTO CpPEICTBA, MPOU3BEICHHOIO C
HapylleHneM TpeOOoBaHus, YCTaHOBIEHHOTO 4acThio 3.7 crartbu 71 HacTosmero denepaabHOTO 3aKOHA.

2. 3asdBlIeHHE O MOJATBEPXKJIEHUU TOCYIAapCTBEHHOW pEerucTpanuy JEeKapCTBEHHOTO Ipernapara
MIPEJICTaBIISIETCSl B COOTBETCTBYIOIINN YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJHUTENBHON BIACTU
HE paHee 4YeM 3a CTO BOCEMBJAECAT JHEW [0 HCTEYEHUS CpOoKa JACUCTBUS PErMCTPALMOHHOTO
YIOCTOBEPEHUS JIEKApPCTBEHHOTO Ipenapara.

3. [loaTBep:kaeHNE TOCYIapCTBEHHON perucTpanyy JEKapCcTBEHHOIO MpernapaTa OCYIIECTBISETCS
o pe3yjabTaTaM OSKCICPTU3bl OTHOUICHUA O)I(H)IaeMOﬁ IMOJIb3bl K BO3MOXHOMY PHUCKY IIPUMCHCHUA
JIEKapCTBEHHOI'O IperapaTa Ha OCHOBAHUM Pe3y/IbTaTOB MOHUTOPUHTA 3()(PEeKTUBHOCTH U 0€301acHOCTH
JIEKapCTBEHHOI'O  Ipernapara, MPOBOJUMOrO JIep’KaTeleM WM  BilaJelblleM PpPEerucTparioHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOI'O IpenapaTa J1u00 yIoJTHOMOYEHHBIM UMH IOPUAMYECKUM JIMLIOM, a TaKKe
COOTBETCTBYIOLIUM YHOJHOMOYEHHBIM (heiepabHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH B COOTBETCTBUU
¢ TpeOoBaHUSIMU CTaThu 64 HacTosiero dexepanbHOTO 3aKOHA.

4. K 3asBJI€HHIO O IOTBEPKICHUU IOCYIapCTBEHHOM PErncTpalny JeKapCTBEHHOTO Mpenapara s
MEJUIIMHCKOTO PUMEHEHHUSI TPUJIararoTcs:

1) JOKyMEHTBI, cojepxallue pe3ylbTaTbl MOHUTOPUHTa A(PGEKTUBHOCTH U 0O€30MacHOCTU
JIEKapCTBEHHOIO IMperapara [Uisi MEIUIIMHCKOTO TMPUMEHEHHS, IPOBEIECHHOTO JIep>KaTeleM WU
BIIQJIETIBIIEM PEruCTPAIlMOHHOTO YAOCTOBEPEHUs] JIEKAPCTBEHHOTO IMpemapara i MEIUIUHCKOTO
MPUMEHEHHUs] JUO0 YHIOJHOMOYEHHBIM UM IOPUIMYECKUM JHUIOM, 1O (opMe, YTBEPKIECHHOM
YIOJHOMOYEHHBIM (heZiepaibHBIM OPIaHOM HCIIOJHUTEIHHON BIIACTH;

2) KOmus JIMIEH3UU Ha TMPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB WM KOMHS 3aKIIOUEHUS O
COOTBETCTBUU  MPOU3BOJUTENA JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM MpaBHJI  HaJyIexalien
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHBIX YIIOJHOMOYEHHBIM (hefiepalibHbIM OPraHOM HCIOJIHUTEIbHOM
BJIACTH B OTHOIIEHUU MPOU3BOJCTBEHHOW IIIOMIAJAKH JIEKAPCTBEHHOIO Mpemnapara JUisi MEAMIIMHCKOTO
MIPUMEHEHHUS], TOCYITapCTBEHHAs! PETUCTpallis KOTOPOTo MOATBEPKIACTCA B Clydae, €Clid IMPOU3BOJICTBO
JIEKapCTBEHHOTO Tperapara Ui MEAMIIMHCKOrO TPUMEHEHHUs ocylecTBisiercs B Poccuiickoii
Odenepauny;

3) KOIMSI BBIJJAHHOM VYIIOJITHOMOYCHHBIM OPraHOM CTPAHbl MPOU3BOJUTEIA JIMOCH3WKW Ha
MPOU3BOJACTBO JICKAPCTBCHHOI'O IpfriapaTta A MCIUIUHCKOTO MPUMCHCHHA U €€ IICPCBOJA Ha pyCCKI/Iﬁ
SA3BIK, 3aBCPCHHBIC B YCTAHOBJIICHHOM IIOPAAKE, a TAKXKE KOIIHMA 3aKIOYCHHUA O COOTBCTCTBHUU
MMPOU3BOAUTCIIAL  JICKAPCTBCHHBIX CPCEACTB Tpe60BaHI/I${M ITpaBUJI HaJjIexalein l'IpOPI3BOI[CTBCHHOI>i
MPAaKTUKH, BBIJAHHOIO YHOJHOMOYCHHBIM (be,[[epaHLHLIM OpraHom HCIIOJIHUTEIILHOM BJIacTU B
OTHOIICHHUH HpOHSBOI[CTBCHHOfI miiomanaku  JICKapCTBCHHOTI'O npemapara ajdd MCIAUIHUHCKOI'O
NPUMCHCHUS, TOCYHAPCTBCHHAA PCTUCTpAllUd KOTOPOIO IOATBCPIKAACTCA, WM KOIIHA PCIICHUA
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YIIOJIHOMOYEHHOTO (heiepalbHOr0 OpraHa HMCIOJHUTENFHONW BIIACTH O NMPOBEJCHUU HHCIEKTHPOBAHUS
IIPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEJCTB B Cllydae, €Clid MPOU3BOACTBO JIEKAPCTBEHHOTO IpernapaTa AJs
MEIMIMHCKOTO MPUMEHEHHUSI OCYIIECTBIIAETCS 3a npenesamu Poccuiickoin denepannu.

(uactb 4 B pen. denepansHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHNH OMOJOTHYECKUX JEKAPCTBEHHBIX MPENapaToB ISl MEAUIMHCKOTO MPUMEHEHHS
3asBHUTENb JIOMOJHHUTEIBHO TPEACTABISACT PE3YIbTaThl MEPONPUATHH, MNPEIYCMOTPEHHBIX IIJIAHOM
VIIPaBJICHUSI PUCKAMH, YTBEPXKJICHHBIM YINOJHOMOYEHHBIM (peepallbHbIM OpPraHOM M CHOJHHUTEIBHOM
BJIACTH TIPH OCYHIECTBICHHHM TOCYIApPCTBEHHOW pEruCTpalil JIGKAPCTBEHHOTO TIpenapara Juls
MEIUIUHCKOTO MTPUMEHEHHSI.

(uacts 4.1 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3a9BICHUIO O TIOATBEPKICHUH TOCYIAPCTBEHHOW PETHCTPAIH JICKAPCTBEHHOTO Ipernapara
JUIS BETEPUHAPHOTO MPUMEHEHHS MPUIATAIOTCS JTOKYMEHTHI, COJAEpIKaIlue pPe3yIbTaThl MOHUTOPHHTA
3¢ deKkTUBHOCTH U 0€30MacCHOCTH JIEKapCTBEHHOTO IIperapaTa JUlsi BETEPUHAPHOTO MPUMEHEHUS,
MIPOBOJMIMOTO  JIepXKaTeJleM FIIM  BJIAQJIEIbIIEM PETUCTPANMOHHOTO YIOCTOBEPSHHS JICKAPCTBEHHOTO
mperapaTa Jijisi BETEPHHAPHOTO MPUMEHEHHS JTUOO YITOJTHOMOYEHHBIM WM FOPUIUYECCKHM JIUIIOM, IIO
dbopMe, YTBEPKICHHOW YIIOJTHOMOYEHHBIM (heepaIbHBIM OPraHOM HCIOJHUTEILHON BIJIACTH, W
JOKYMEHTBI, YKa3aHHbIE B TyHKTax 1, 2 - 2.2, moamynkrax "a", "0", "k", "n" myHnkra 4 gactu 3 crateu 17
HacTosiero denepaibHOTO 3aKOHA.
(uactp 4.2 BBeneHa ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. C 3asgBJI€HUEM O MOJTBEPKACHUU TOCYAAPCTBEHHON PErHCTpaIlMU JEKAPCTBEHHOIO Mpenapara
3asiBUTEIIb MPEACTABISET KOMUIO TOKYMEHTA, MOATBEPKIAIOLIET0 YIIaTy rOCyAapCTBEHHOM MOLIUIMHBI 32
MOATBEPK/IEHNE TOCYAAPCTBEHHOMN perucTpalmy JIEKapCTBEHHOro Mpenapara, Ju0o MOXKET NMPEeACTaBUTh
yYKa3aHHBII TOKYMEHT 110 COOCTBEHHOU MHUIMAaTHBE. B ciyuae HenpeacTaBieHUs! yKa3aHHOTO JTOKyMEHTa
YIOJHOMOYEHHBIH  (pefiepaiabHblii OpraH HCIOJIHUTEIBHOW BJIACTH MpoBepseT (akT  yIIATHI
rOCy/IlapCTBEHHOW TMOLIJIMHBI 3asBUTEJIEM IOCPEICTBOM HCIIOJIb30BaHUA HH(popManuu o0 ymiare
roCy/lapCcTBEHHOW TMOIIIUHBL, cojiepkamieiics B [ocymapcTBeHHOM HH(OpPMALIMOHHOW cHUCTEME O
rOoCy/IapCTBEHHBIX M MYHHIIMIIAJbHBIX IUIaTEXKaX, HA OCHOBAaHUM IPEJCTABICHHOMN 3asBUTENIEM KOMUU
JOKYMEHTA, MOATBEPKIAIOIIETO YIIaTy TOCy1apCTBEHHON MOIIIHHBI.

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

5. B Teuenue pgeciaTH pa60‘lI/IX ,I[Heﬁ CO JOHA TIpUHATHA 3adBJICHUA O IIOATBCPIKIACHUU
FOC}’I[EIpCTBCHHOﬁ perucrpanuu JCKApCTBCHHOI'O IIpCliapara U JOKYMCEHTOB, COJACPIKAIIUX PE3YJIbTAThI
MOHUTOpPHUHI'A 3(1)(1)6KTI/IBHOCTI/I u 0e30IMacHOCTH JICKAapCTBCHHOI'O IIpCIiapara, IIpOBOJUMOIrO JACPKATCIICM
nimn BJI1aACIbIIEM PErucCcTpalluoOHHOIO YAOCTOBECPCHUA JICKAapCTBCHHOT'O InpcIiapara 1100
YIIOJIHOMOYCHHBIM UMH HOPUIUYICCKHUM JIMLIOM, YHOJ'IHOMO‘IGHHHﬁ (beﬂepaanblﬁ opraH HWCIIOJTHUTEIHHOMN
BJIaCTH:

1) MpOBOAUT MPOBCPKY MOJHOTHI CBG,Z[CHPIIZ, COACPIKAINUXCA B MPCACTABJICHHLIX 3asABUTCIIEM
AOKYMCHTAX;

2) MNPpUHHUMACT PEHICHUC O MPOBCACHUU HIIN 00 oTkaze B MPOBCACHUHN SKCICPTHU3bI OTHOIICHUA
0KMIAeMON IIOJIB3bI K BO3MOXHOMY PHCKY HNPUMCHCHUA JICKAPCTBCHHOI'O IIpCliapaTa HAa OCHOBAaHHUU
PE3yJIbTaTOB MOHUTOPUHTA 3(p(bCKTHBHOCTH 1 0€30MacHOCTHU JICKApCTBCHHOTO IIpfriapaTa, IpoBOAUMOI'O
ACPIKATCIIEM WJIM BJIAACIBIEM PETUCTPAIMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCliapaTa 0o
YIIOJIHOMOUYCHHBIM UMHU KOPUANYCCKUM JIMIIOM, a TAKIKC (be,[[epaJ]LHBIM OpraHom HCIIOJIHUTENbHOM BIaCTH
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B COOTBETCTBUU C TpeOOBaHUSAMH cTaThi 64 HacTosmero denepaabHOro 3aK0Ha;

3) yBemomusieT B OJICKTPOHHOW (opMe WM NMHCBMEHHOW QopMme 3asBHTEIS W OKCIICPTHOE
VUpEeKJIEHUE O MPHUHATOM PENICHWH JIM0O B CiIydae NPUHATHS PEHICHHS 00 OTKa3e B IPOBEICHUU
AKCIEPTU3BI YKA3bIBACT MPUIMHBI TAKOTO 0TKA3a.

6. B ciyuae BbIsSIBIIEHUSI HEIOCTOBEPHOCTHU U (WJIM) HENOCTATOYHOCTH MHPOpPMALNH, coAepKallencs
B MPE/CTABIICHHBIX 3asBUTEJIEM NOKYMEHTaX, YIIOJHOMOYEHHbIN (hefepanbHblii OpraH UCHOIHUTEIbHON
BJIACTM  HAMpaBIIAE€T 3asABUTENIO 3ampoc 00 YTOYHEHWHM yKa3aHHOW HH(pOpManuu. 3ampoc
YIOJHOMOYEHHOTO  (peiepadbHOr0 OpraHa HUCIOJHUTEIBHOM  BJIaCTH  MOXET ObITh  HepeaaH
YIOJHOMOYEHHOMY TPEACTABUTENIO 3asBUTENS JIMYHO IMOJ PACHMCKY, HAIpaBJIEH MO MOYTE 3aKa3HbIM
MMCBMOM WJIM TIE€pe/iaH B AJIEKTPOHHOM (popMe MO TEeIeKOMMYHHMKAI[MOHHBIM KaHajaMm CBs3HU. B ciydae
HaIpaBJIEHUs 3arpoca YINOJIHOMOYEHHOTO (eAepallbHOr0 opraHa MCIOJHUTENbHOM BJIAcCTH MO IMOYTE
3aKa3HBIM MUCHMOM OH CYHMTAETCS TOJYYE€HHBIM I0 WCTEUCHHWH MIECTH JHEW C JaThl HalpaBICHUS
3aKa3HOTO MHCHhMA.

7. 3agButrens 00s3aH MPENCTaBUTh OTBET Ha 3alpOC YIOJIHOMOYEHHOTO (elepaJlbHOrO OpraHa
WCIIOJIHUTENBHOM BJIACTU B CPOK, HE MPEBBIIAIONINN JeBSIHOCTA pabo4YMX AHEH CO AHS €ro MOJIy4EeHHS.
Cpok, yka3aHHBIM B 4acCTH 5 HACTOSIIEH CTaTbH, PUOCTAHABIIMBAECTCS CO JIHS HAIPABIICHUS 3asBUTEIIO
3arpoca YHNOJHOMOUYEHHOTO (elepabHOro OpraHa MCIOJHUTEIbHON BJIACTH JO JHS IOJIY4EHUS UM
COOTBETCTBYIOIIETO OTBE€TA W HE YYUTBHIBACTCA TIIPU HCYMCICHUM CPOKa IOATBEPXKICHUS
rOCyIapCTBEHHOW PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara.

8. OcHoBaHueM [UIsi OTKa3a B IPOBEIECHUU OSKCIEPTHU3bl OTHOIICHUS OXHAAEMOM MOJb3bI K
BO3MOXHOMY DPHUCKY NPUMEHEHUS JIEKapCTBEHHOI'O Iperapara SBJSEeTCs MpeICTaBiICHHE JOKYMEHTOB,
CoJIepKalIuX pe3yabTaThl MOHUTOPUHTA 3((EKTUBHOCTH U O€30MaCHOCTH JIEKApCTBEHHOTO Ipernapara, u
(M) B OTHOLIEHUM OHOJOTHMYECKUX JIEKAPCTBEHHBIX MPENapaTtoB pe3yabTaTOB OCYILECTBICHUS
MEpOIPUATHII B COOTBETCTBUU C IUIAHOM YIIPABJICHHS PHUCKAMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
(benepalbHBIM OPraHOM HCIOJHUTENBHOIN BIACTH MPU OCYLIECTBICHUH TOCYJapCTBEHHOW pErucTpaiuu
JIEKapCTBEHHOI'O IpernapaTa, B HEMOJIHOM o0beMe, OTCYTCTBUE MH(pOpMalluu, MOATBEpXKAaromen (akt
yIUIaThl ~ TOCYJAapCTBEHHOW  MONIUIMHBI 32  MOATBEP)KJIEHUE  TOCYJAapCTBEHHOW  perucTpainuu
JIEKapCTBEHHOI'O IMpernapaTa, Ju00 HENpeAcTaBlICHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBETa Ha
yKa3aHHBIM B 4YacTu O HACTOSAIIEH CTaThbW 3ampoc YIMOJHOMOYEHHOro ¢elepalbHOrO opraHa
WCIIOJIHUTENBHOM BJIACTH, a TAK)KE OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WH(GOpMAaILKU, KOTOpas AOKHA
OBITh B HUX OTpPaXKEeHA.

9. DOkcneptuza OTHOLIEHHMS OXUAAEMOW TOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOTO Mpernapara B IENsSX MOATBEP)KICHUS TOCYIapCTBEHHON PErHCTpalMy JISKapCTBEHHOTO
npernapara IpOBOAUTCS KOMHCCHEH SKCIIEPTOB SKCIEPTHOTO YUPEXKICHUS B CPOK, HE MPEBBIAIOIINI
COpOKa paboyux JHEH.

10. B cJiydqa€ HCIOCTATOYHOCTHU MPCACTABJICHHBIX JSKCHICPTY MATCPUAJTIOB JIA OAa4YU 3aKIIFOUCHUS
OKCHIEepT o6pau1aeTc;I K PYKOBOJUTCIIIO SKCIICPTHOT'O YUPCIKACHUSA O IIPEAOCTABIICHUU CMY HeO6XOI[I/IMBIX
MaTepuajoB. Py'KOBOI[I/ITCJ'IB SKCIIEPTHOTO YUPCIKACHUA 06pamaeT051 C COOTBCTCTBYIHOIIMM 3aIlIpoCOM B
ynOJIHOMO‘-ICHHBIﬁ (be,uepaanHﬁ opran HCIIOJIHUTENBHOM BJIaCTH, BBIJABIINI 3aJaHUE Ha IIPpOBCACHHUC
OKCIICPTU3bl OTHOLICHUA 0XXKHMJAaeMOM IIOJIb3bI K BO3MOXHOMY PHUCKY MNPHUMCHCHUA JICKAPCTBCHHOI'O
npemapara Ha OCHOBAaHHU JOKYMCHTA, COACPKALICTO PE3YJIbTaTbl MOHUTOPHUHIA B(I)(I)CKTI/IBHOCTI/I )51
0e30IMacHOCTH JICKApCTBCHHOI'O IIpcriapara. B teuenue naTu pa6oq1/1x JHEH co gHS MOCTYIJICHUS 3aIpoca
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PYKOBOJAUTEISI SKCHEPTHOTO YUPEXKACHHUS yKa3aHHbBIN (enepaibHbIi OpraH HCIOJHUTENBFHONW BIACTH
HaIpaBJIIE€T 3asABUTENIO 3alpOC O MPEACTABICHUM HEOOXOIUMBIX MAaTEpUajoB, KOTOPbIH MOXKET OBbITh
IepeslaH yHOJHOMOUEHHOMY IPEACTAaBUTENIO 3asBUTENS JIMYHO I10J] PACHMCKY, HalpaBjeH IO I0YTe
3aKa3HBIM MMICHMOM WJIH MEpEJaH B 3JEKTPOHHOU (popMe Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBsi3u. B
cllyyae HarlpaBJICHHUS 3arpoca YIMOJHOMOYEHHOTO (eaepalbHOTO0 OpraHa HCIIOJHUTENBHOW BIIACTU IO
[I0YTE 3aKa3HbIM MHCbMOM OH CUMTAETCSI MOJIyYEHHBIM 10 MCTEUYEHUU IIECTU JHEH ¢ JaThl HAaIlpaBJICHUS
3aKa3HOr0 MHUChMA.

11. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3alpOC YINOJIHOMOYEHHOTO (enepalibHOro OopraHa
WCIIOJIHUTENIBHOM BJIACTU B CPOK, HE NMPEBBILAIONINI IECTUAECATH pabouux THEH co JHS MOJIydyeHUus
YKa3aHHOTO 3arpoca. YTOJHOMOYEHHBIM (enepaibHbli OpraH MCIOJHUTEIPHOM BIIACTH, BBIJIABIINMA
3aJlaHUe Ha T[POBEACHUE OKCIEPTH3bl OTHOIIEHUS OXHUAAEMOH IOJIb3bl K BO3MOXKHOMY pHCKY
MIPUMEHEHMs JIEKAPCTBEHHOTO TIpernapara Ha OCHOBAaHMM JIOKYMEHTa, COJEpIKAIero pe3yJabTaThl
MOHHUTOPHHTra 3(PPEeKTUBHOCTH U 0€30IaCHOCTH JIEKAPCTBEHHOI'O Iperapara, B T€UEHHE MATH pabouyux
JHEeW co JHS MOCTYIUIEHUS OT 3asBUTENs OTBETa Ha 3alpOC YIOJHOMOYEHHOT'O (elepaJbHOro opraHa
WCIIOJIHUTENBHOM BJIaCTH HANpPaBIIsSET 3TOT OTBET B OKCIEPTHOE yupekieHue. B ciyuae HenpenacraBieHus
10 MCTEUYEHUH MIECTUECITH paboUuuX JHEN 3asBUTENIEM OTBETa Ha YKa3aHHBIN 3alpoC yIOJTHOMOYEHHBIN
(benepanbHbIl OpraH HUCHOJHUTENbHOM BJIACTH, BBIAABIIMN 3aJaHME HA TMPOBEAECHUE SKCIEPTHU3BI
OTHOIICHUSI OKHUJAEMOW TOJB3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHS JIEKapCTBEHHOIO IIpernapara Ha
OCHOBAaHUHU JOKYMEHTa, COJEpKallero pe3ylbTaTbl MOHMTOPUHTA Y(PQPEKTUBHOCTH U O€30MaCHOCTU
JIEKapCTBEHHOI'0 Ipernapara, B TEUEHHE MATH pabouux HEH HampaBisieT B JKCIEPTHOE YUpeKICHHE
YBEJIOMJICHHE O HEINpPEJCTABICHUM 3asBUTEIEM OTBETA Ha 3alpoC yKa3aHHOro opraHa. Bpems co nHs
HalpaBJICHUs 3alpoca HKCIEPTHOIO YYPESKICHHs B  YIOJHOMOYEHHBIH (enepaiabHbIl  OpraH
UCTIOJIHUTEJIBHOW BJIACTH A0 [JHS NOJYYEHUs SKCHEPTHBIM YUPESKICHMEM OTBETa Ha 3alpoc MU
YBEIOMJICHMSI O HENpEACTaBICHWU OTBETa Ha 3alpoc HE YYMUTHIBACTCA IIPU HCUYHUCICHUH CpOKa
IIPOBEACHUS HKCHEPTU3bl OTHOIIEHUS OXUAAEMOW II0JIb3bI K BO3MOXHOMY pPHCKY INPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara Ha OCHOBAaHUM JOKYMEHTa, COJIEP)KALIero pe3yibTaThl MOHUTOPUHIA
3pPEeKTUBHOCTH U O€30IIaCHOCTH JIEKAPCTBEHHOTO IIpenapara.

12. B cpok, HE IPEBBIIAIIMNWA ASCATH pabovnX JHEH CO AHS MOJIYUYCHHUS 3aKIFOYCHHUS KOMHCCHH
IKCIIEPTOB IO pe3yJbTaTaM SKCIEPTHU3bl OTHOIICHHS OXKHJIAeMOH II0JIb3bI K BO3MOXHOMY PHCKY
MIPUMEHEHHsI JIEKAPCTBEHHOI'O Ipernapara, COOTBETCTBYIOIIMI YIOJTHOMOYEHHBIN (eaepanbHblii OpraH
HCIIOJHUTEILHON BIACTH:

1) OCYIICCTBJIAICT OLICHKY 3TOI'0 3aKJIKOUYCHUA I OHNPEACIICHUA €ro COOTBCTCTBUA 3aJJdHUIO Ha
IIPpOBCACHUC y1(a3aHHOﬁ OKCIICPTHU3BI;

2) NpUHUMAET pelIeHUEe O MOJATBEPXKAEHUM TOCYIapCTBEHHONW PpErucTpaluuu JeKapCTBEHHOTO
mpenapara wid 00 OTKaze B MOJATBEPXKAEHUM TOCYIAapCTBEHHOW pPETruCTpaly JIeKapCTBEHHOTO
npernapara;

3) BHOCHUT NpHU MNPUHATHU PCHICHHUA O MOATBCPKIACHUU FOCYI[apCTBeHHOI\/’I perucrpanuu
JICKApCTBCHHOT'O IIpCIliapaTa CBCACHUS B FOCYI[apCTBeHHBIﬁ peecTp JICKAPCTBCHHBIX CPCACTB U BbBIAACT
3asABHUTCIIIO 6CCCpO‘-IHOC PErucTpaiuoOHHOC YAOCTOBCPCHHUEC JICKAPCTBCHHOI'O IIpCIIapara.

13. OcHOBaHueM AJI1 OTKa3a B MOATBCPKIACHUU FOCY,Z[apCTBCHHOf/'I peructpanuu JICKapCTBCHHOT'O
npenapara ABJIACTCA 3aKIIHOUYCHUC COOTBCTCTBYIOLICTO YIIOJHOMOUYCHHOTO (be;[epanLHoro opraHa
HUCIIOJIHUTEILHON BIACTH O TOM, YTO PHUCK MNPHUUIUMHCHHA BpPCAa 3J0POBBIO YCIIOBCKA WU KHBOTHOTIO
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BCJIEJICTBHE MTpHEMa JIEKapCTBEHHOT'O IpenapaTa MnpeBbIaeT 3)(HEeKTUBHOCTD €ro MPUMEHEHHS.
(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeneHUs MPOLEAYypbl MOATBEP)KJIEHUS TOCYAAPCTBEHHON perucrpaunuu
JIEKapCTBEHHOTO Tpernapara ero oopamienue B Poccuiickoit denepannn He MPUOCTAHABINBACTCA.

15. Jlomyckaercsi oOpallleHue JIEKapCTBEHHBIX IPENapaToB JUIsl MEIUIMHCKOTO MPUMEHEHUS 0
HCTEYEHUsI CPOKa FOAHOCTH, IIPOU3BEACHHBIX B TEUEHUE CTAa BOCBMUICCATH KaJICHAAPHBIX JHEH IOCIEe
JaTbl TPHUHSATHS YIIOJIHOMOYEHHBIM (elepalbHbIM OPraHOM MCIOJHUTEIbHONW BJIACTH PEIICHUS O
MOATBEP)K/IEHUU TOCYIapCTBEHHOW pEerucTpaluy, B COOTBETCTBUU C MH(oOpManuel, cojaepkaiieiics B
JOKYMEHTaX PErucTPAllMOHHOIO JIOChE Ha JIEKapCTBEHHBIM Ipemnapar [0 JaThl MNPHUHATHS TaKOIo
peuieHusl.

Ctatba 30. BHeceHuUe U3MeHeHUn B  OOKYMEHTbI, coaepxawmecs B
perucTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIA JleKapCTBEHHbIW npenapaTr Ansa
MeAULMHCKOro NpUMeHeHus

1. B uensax BHECEHHS M3MEHEHUW B JOKYMEHTHI, COAEPKAIIMECS B PETUCTPALIMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar id MEIUIMHCKOTO MPUMEHEHHUs, IepKaTelb WU
BJIAJIETICL] PETUCTPAMOHHOTO YJOCTOBEPEHUS JIEKQPCTBEHHOIO IMpernapara Wik YHOJHOMOYEHHOE WM
JIpyroe I0pUANIecKoe JUIo (Jajiee B HACTOSIIEH CTaThe - 3asIBUTENb) MPEACTABIISICT B YIIOJTHOMOYCHHBIN
(dbenepanbHBIi OpraH HWCIOJHUTEIBLHOW BIIACTH 3asBJICHHE O BHECEHWH TaKWX HM3MEHEHHMH 1o Qopme,
YCTaHOBJICHHOM YIOJTHOMOYEHHBIM (peepasibHbIM OPraHOM HCIIOJTHUTEIIBHOW BIIACTH, W MpHUJIaracMbie K
HEMY W3MEHEHHUS B yKa3aHHbBIE JOKYMEHTHI, a TaKKe€ JOKYMEHTHI, MOATBEP)KAAIOIIHE HEOOXOIUMOCTh
BHECCHHS TaKNX M3MCHCHUH.

(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. ITpn HE0OXOAMMOCTH BHECEHUS B TIOKYMEHTBI, COJIEPXKAIIMECS B PErUCTPALIMOHHOM JIOChE Ha
3aperHCTPUPOBAHHBIA JIGKAPCTBEHHBIH Mpenapar i MEJUIMHCKOrO NPUMEHCHHs, H3MEHEHUH,
yKa3aHHBIX B IyHKTE 3 YacTW 2 HACTOSIIEH CTaThbU U TPEOYIOIIMX MPOBEACHHS SKCIEPTH3bI KadecTBa
JIEKapCTBEHHBIX CPEICTB, 3asSBUTENb JOMOJHHUTEIHHO MPEJCTABISCT B YIIOJHOMOYCHHBIN (enepaibHbIi
OpraH MCHOJHUTEIBHON BIACTH KOIHIO JUIEH3HH Ha IMTPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB MM KOIIHIO
3aKJIIOYCHHUST O COOTBETCTBHHM IIPOM3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM MPaBHII
HaJUIe)Kaled MPOU3BOJACTBEHHOW IPAKTUKHU, BBIIAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OpraHoM
UCTIOJIHUTEIBHOW BJIACTH B OTHOIICHHMM W3MEHEHHOH W (MJM) MJOTOJIHEHHOW IPOM3BOJCTBEHHOM
IUTOIIA/IKM JICKAPCTBEHHOTO IIpenapara, B Clydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOTO Iperapara
ocymectBisiercss B Poccuiickoit ®denepanuu, 1MO0 KONMUIO BBIJAHHOW YHNOJHOMOYEHHBIM OPraHOM
CTpaHbl TPOU3BOJUTENS JHLEH3MH HA IPOU3BOJCTBO JIEKAPCTBEHHOTO Iperapara M ee IepeBo] Ha
PYCCKHUH $3BIK, 3aBEpEHHbIE B YCTAHOBJICHHOM MOPSAJKE, a TAaKXKe KOMHIO 3aKIIOUEHHs] O COOTBETCTBUU
MIPOU3BOJIUTEINS JIEKAPCTBEHHBIX CpPEJCTB TpeOOBaHMSAM MpPaBWI HaJUIeXKalle NPONU3BOACTBEHHOM
NPAKTUKH, BBIAAHHOTO YHOJHOMOYEHHBIM (elepajabHbIM OpPraHOM HCIOJHUTENBHOW BIIACTH B
OTHOLIEHUM M3MEHEHHOW M (WJIM) JONOJHEHHOM NpPOM3BOACTBEHHON IUIOIIAJKU JIEKAPCTBEHHOTO
npernapara, Uil KOIHUIO PelIeHHUs YIOJIHOMOYEHHOTo (eepallbHOro opraHa MCHOJHUTEIBHOM BIIACTH O
MIPOBEJICHUU MHCIIEKTUPOBAHMS MTPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEJICTB B CIIydae, €CiIM MPOU3BOJCTBO
JIEKapCTBEHHOTO MpenapaTa OCyLEeCTBIseTCs 3a npenesnamu Poccuiickoit deneparium.

(vacts 1.1 BBenena ®@enepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)
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1.2. TIpy HEOOXOAMMOCTH BHECEHHS B IOKYMEHTBI, COAEPIKAIINECS B PErUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpernapar Uil MEAUIMHCKOTO TPUMEHEHUs, H3MEHEHUH,
YKa3aHHBIX B MyHKTE 4 4acTH 2 HACTOAIIEU CTaThbU M TPEOYIOIIMUX MPOBEACHHS SKCIEPTHU3bI KadyecTBa
JIEKaPCTBEHHBIX CPEJCTB, 3asBUTEJb JONOJHUTEILHO MPEICTABISIET B YIOJHOMOYEHHBIN (eepaabHblii
Oprat MCIOJHUTEIbHON BJIACTH KOIMIO JIMLIEH3UU Ha IPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB MU KOIHIO
3aKJIFOYEHUSI O COOTBETCTBUM IPOU3BOAMTENSI JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHUSM IpaBUII
HaJUIeKaIed MPOU3BOACTBEHHOW MPAKTUKH, BBIJAHHBIX YIOJTHOMOYEHHBIM (elepaibHbIM OPraHoM
WCIIOJIHUTENBHON BJIacTH B OTHOLIEHWU MPOM3BOJCTBEHHOW IJIOLIAAKH JIEKAPCTBEHHOrO TMpernapara, B
ciydae, €CM MPOU3BOACTBO JIEKAPCTBEHHOrO Mpernapara ocyuectBisiercs B Pocculickoit denepanuu,
100 KOMUIO BBIIAHHOM YIOJTHOMOYEHHBIM OPI'aHOM CTPaHbl IPOU3BOIUTENS JTUIIEH3UN Ha TPOU3BOJICTBO
JIEKapCTBEHHOI'O IperapaTa U ee NepeBoj Ha PYCCKUN fA3bIK, 3aBEpPEHHbIE B YCTAHOBJICHHOM HOpSIKE, a
TaK)K€ KOMMIO 3aKIIIOUYEHUS O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSIM
MpaBWJI HaJUIeXkKalled MPOU3BOJICTBEHHOM MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTENbHON BIACTH B OTHOIIEHWU IPOU3BOJICTBEHHOW IUIOIAAKU JIEKApPCTBEHHOTO
npernapaTa, Wi KOIUIO PEIIeHUs YIOJIHOMOYEHHOTO (helepanibHOro OpraHa MCHOJHUTENBbHOW BIIACTH O
MIPOBEJICHUN MHCIIEKTUPOBAHUS ITPOU3BOUTENS JIEKAPCTBEHHOTO CPEJICTBA B CIydae, €Cu MPOU3BOACTBO
JIEKapCTBEHHOTO Mpernapara OCylIeCTBIAEeTCS 3a npeaenamu Poccuiickoit denepanyu.

(uactp 1.2 BBeaena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. TlpuHatne pemieHWs O BHECEHWW HM3MEHEHHWW WM 00 OTKa3e BO BHECEHHWM W3MEHEHUW B
JOKYMEHTBI, COAEpKAIIUEC B PETHCTPAMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar A MEAUIIMHCKOTO MPUMEHEHHUS], B Cllyyae He0OXOIMMOCTH MPOBEIECHUS AKCIEPTU3bl KauecTBa
JIEKaPCTBEHHBIX CPEACTB W (WJIM) SKCHEPTU3bI OTHOIIECHUS OKUJAEMON MOJIB3bI K BO3MOKHOMY PHCKY
MIPUMEHEHHUS JIEKapCTBEHHOTO Ipenapara il MEAUIIMHCKOTO MPUMEHEHUS! OCYHIECTBISETCA B CPOK, HE
MIPEBBILIAIONIN IeBSIHOCTA Pa0OYMX JHEH, a B OCTAIBHBIX CIy4YasiX B CPOK, HE MPEBBIIIAIONINI TPUIIATH
pabounx AHEW cO AHSA MPHUHATHS YHNOJHOMOYEHHBIM (efepalbHbIM OPraHOM HMCIOJIHUTENBLHOM BIAcTH
3as1BJICHUSI O BHECEHUN TaKUX MU3MEHEHUH.

(dactp 1.3 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

2. 3KCH€pTH3a JICKApCTBEHHBIX CPCACTB B HAaCTHU SKCIICPTU3BI KAYECTBA JICKAPCTBCHHOI'O CPpEACTBA U
(I/IJ'II/I) OKCIICPTU3BI OTHOIICHUA O)I(H,Z[aeMOﬁ IIOJIB3BI K BO3BMOXKHOMY PHUCKY IIPUMCHCHHS JICKAPCTBCHHOI'O
mnmpenapara ajd MEAUIMHCKOIO IMPUMCHCHHS IIPOBOAUTCA B Cliyda€ BHCCCHHA W3MCHEHHI B JOKYMCHTHI,
coacpKalmecss B PETUCTPAIMOHHOM JOCBE Ha Sapel"I/ICTpI/IpOBaHHHﬁ HeKapCTBCHHBIﬁ npcerapar, B
OTHOIIICHUM:

1) cBenmeHuil, yKa3aHHBIX B HWHCTPYKIUMU [0 MEAULIHUHCKOMY TPUMEHEHUIO JIEKapCTBEHHOTO
npernapara:

a) JICKApCTBCHHAs cbopMa C YKa3aHuem HAaUMEHOBAaHUM M KOJIMYECTBEHHOI'O COCTaBa HeﬁCTBYTOMHX
BCIICCTB U KAYCCTBCHHOT'O COCTaBa BCIIOMOTI'aTCIIbHBIX BCIICCTB (HpI/I HCO6XOI[I/IMOCTI/I KOJIMYCCTBCHHOT'O
COoCTaBa BCIIOMOI'aTCJIIbHBIX BCIJ_IGCTB);

06) dapmakoguHaMuka M (QapMakOKMHETHKa (32  HCKIIOYEHHEM  (apMaKOKMHETUKU
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTENIbHBIX JIEKAPCTBEHHBIX MTPENAapaToB);

B) MOKa3aHusA JJisk MIPUMCHCHU A,

T) MMPOTUBOIIOKA3aHUA JJId IPUMCHCHU,
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1) MEPBI IIPEIOCTOPOKHOCTU IIPU NPUMEHEHUN;

€) YKa3aHue BO3MOKHOCTU U OCOOCHHOCTEH IPUMEHEHMs JIEKapCTBEHHOIO IIpenapara i
MEJUIMHCKOTO TMPUMEHEHUS OEpeMEHHBIMU JKEHIIMHAMHU, IKCHILMHAMU B IMEpPHOJ] TIPYJHOrO
BCKapMJIMBAHUs, 1I€TbMU, B3pOCIBIMU, UIMEIOIIMMU XPOHUUECKHE 3a00JI€BaHNUS;

) pPeXUM J03UpPOBaHMsI, CIIOCOOBI BBEACHUS M MPUMEHEHUS, IIpU HEOOXOUMOCTU BpeMs IpHeMa
JIEKAPCTBEHHOIO IIperapara, IpOJ0JLKUTEIBHOCTD JICUEHUs, B TOM YHUCJIE y AETEW 0 M IOCJIE OAHOIO
rona;

3) BO3MOJKHBIE IT0O0YHEIE I[eI\/'ICTBI/IfI 1 HCXKCJIATCIBbHBIC PCAKIIUU IIPHU MPUMEHCHUHN JICKAPCTBCHHOTI'O
npernapara;

1) CUMIITOMBI [1€PEI03UPOBKH, MEPHI IO OKA3aHMIO TIOMOIIM U NEPETO3UPOBKE;
K) B3aUMOJICHCTBHE C JPYTUMU JIEKapCTBEHHBIMHU MpenapaTaMu U (MJIN) MUIIEBBIMU MTPOIYKTaMU;
1) GOpMBI BhIIYCKa JIEKapCTBEHHOTO IIpenapara;

M) ykazaHue (Ipu HeoOXOJMMOCTH) OCOOEHHOCTEHW AEeWCTBUS JIEKAPCTBEHHOTO Npernapara Ipu
TIEPBOM TMIPHEME WK TIPU €0 OTMEHE;

H) CBEJEHHUS O BO3MOXXKHOM BJIMSIHHM JIEKAPCTBEHHOTO Mpernapara il MEAUIIMHCKOTO MPUMEHEHUS
Ha CIIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMH CPEACTBAMU, MEXaHU3MAMH,

0) CPOK TOJHOCTH M yKa3aHUE Ha 3ampeT MPUMEHEHHs JIEKapCTBEHHOTO Iperapara 1Mo UCTEYeHUU
CpOKa IrOJIHOCTH;

I1) YCJIIOBUSI XpaHEHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOT'O TperapaTa JUisi MEIUIUHCKOTO MPUMEHEHUS;

3) u3MeHeHHUs MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Ui MEAUIIMHCKOTO IPUMEHEHHUS,

4) H3MEHEHHMS TTOKa3aTelIed KauecTBa JICKAaPpCTBCHHOI'O IIpcriapara A MCAUIHHCKOTO IIPUMCHCHUA
n (I/IJ'II/I) MCTOJ0B KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOI'O IIpCriapaTta AJid MCAUIIMHCKOI'O IIPUMCHCHUA,

5) HU3MCHCHUA CPOKA 'OJHOCTH JICKAPCTBCHHOTO IIpCIiapara 111 MCAUIUHCKOI'O IIPUMCHCHUA

6) cBeleHUN O HEOOXOIMMOCTH BHECEHHS] MHBIX M3MEHEHMH B MHCTPYKLHIO 1O MEIULIMHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapaTra, a TakkKe B HUHbIE JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPALIMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN INpenapar. IIpu sTtoMm pemenue o
MPOBEACHUU OKCHEPTU3bl KauyecTBA JICKAPCTBEHHBIX CPEACTB M (WJIM) OKCHEPTH3bl OTHOIIEHUS
0’KMJAEMOM TOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUs JIEKapCTBEHHOTO Ipernapara s MEIUIIMHCKOTO
MPUMEHEHHsI IPUHUMACTCSI B COOTBETCTBUU C YTBEPKJICHHOH YIOJIHOMOUYEHHBIM (e/iepaIbHbIM OPraHOM
WCTIOJIHUTENIBHOW BIIACTH KJIAcCH(UKalMel W3MEHEHUH, BHOCHUMBIX B JIOKYMEHTHI, COJepXaliuecs B
PETUCTPALIMOHHOM JIOChE Ha 3apernCTPUPOBAHHbIN JIEKAPCTBEHHBIN NTpenapar.
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(dactsp 2 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asBJIeHUEM O BHECEHUU U3MEHEHMH B JJOKYMEHTHI, COJIEpKaIMECS B PETUCTPALMOHHOM JI0ChE
Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar Juisi MEIMLIHUHCKOTO INPUMEHEHMs, Hapsany C
AOKYMCHTAaMH, YKa3aHHBIMU B 4aCTU 1 HaCTOHHIGﬁ CTaTbH, 3asABUTCIIb NPCACTABIACT KOIMMHU JOKYMCHTOB,
MOATBCPXKAAOIUX YILIATY FOCYI[apCTBeHHOﬁ IMOLIJIMHBI 3a BHECCHUC B NOKYMCHTBI, COACPKAIIUCCS B
PETUCTPALIMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBINM JIEKAPCTBEHHBIM Ipernapar i MEIULMHCKOIO
MIPUMEHEHMSI, W3MEHEHUH, TpeOyIoIUX MPOBEACHHUS AKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B YacTH
OKCIICPTU3BI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U (I/IJ'II/I) OKCIICPTU3BI OTHOLICHHUA O)I(I/II[aeMOfI IIOJIB3bI K
BO3MOXHOMY PHCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIpfliapata I MCIUIHUHCKOIO0 IIPUMCHCHUA,
FOCynapCTBeHHOﬁ MNOUIIMHBI 3@ BHECCHUC B JOKYMCHTBI, COACPKAIMUECA B PECTUCTPAIIMOHHOM JI0CHC HaA
3apeFHCTpHpOBaHHBIﬁ HeKapCTBeHHBIfI npemnapar ajid MEAUIMUHCKOTO IPUMCHCHMU, H3M€H€HPII7[, HEC
TPeOYIOIMMX TMPOBEACHUSI OSKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, JIMOO BMpaBe MPEACTaBUTH IO
coOCTBEHHOM HHULIMATUBC YKA3aHHBIC JOKYMCHTEI. B ClIydyac MX HCHIPCACTABICHUA ynOJ'IHOMO‘-IGHHBIfI
(benepanbHbIl OpraH HCIOJHUTEIBHON BIACTH MpoBepsieT (akT YIUIaThl TOCYJapCTBEHHBIX MOLUIMH
3asBUTENIEM TOCPEACTBOM HCIIOJIH30BaHUS WHGOPMAIMM 00 yIUlaTe TOCYJapCTBEHHBIX TOILIWH,
coaepxarieiics B ['ocynapcTBeHHON HH(DOPMAITMOHHONW CUCTEME O TOCYAAPCTBEHHBIX U MYHHITUTIATHHBIX
IJI1aTCXax, Ha OCHOBAHWH MNMPEACTABIICHHBIX 3adBUTCICEM KOTTHM JOKYMCHTOB, IMOATBCPKAAOIMINX YIIJIATY
rOCyJIapCTBEHHOM MOUIJIUHEI.
(gactpb 3 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. B Teuenue necatu paboumux JHEH CO JTHS MOCTYIUICHHS YKA3aHHOTO B YacTU | HACTOAIIEH CTaThu
3asBJICHUS U HEOOXOIUMBIX JIOKYMEHTOB YIIOJHOMOYCHHBIM (eaepaabHblii OpraH HCIOJHHUTEILHON
BJIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEICHHM, COJAEPIKAIIUXCS B MPEICTaBICHHbIX
3asiBUTENIEM MaTepuaax;

2) IIPUHUMACT PECIICHUE O IIPOBCACHUHN YKa3aHHBIX B YaCTHU 2 HaCTOHH_Ieﬁ CTaTbu COOTBETCTBYIOLIUX
OKCIIEPTU3 JICKAPCTBCHHOI'O CPECACTBA UIU 00 OTKa3e B HX IIPOBCACHUM,

3) yBemomisieT B JJIEKTPOHHOW HMJIM MHCBMEHHOW (hopMe 3asBHUTENS O MPUHATOM PEIICHUH WU B
cllydae TIPUHSTHS PEIICHUS 00 OTKa3e B IMPOBEACHUM COOTBETCTBYIOIICH SKCHEPTH3bI C YKa3zaHUEM
MPUYUH TAKOTO OTKa3a.

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

4.1. B ciydae BbISBICHHS HEIOCTOBEPHOCTU CBEACHUU, COJEPIKALIMXCS B MPEICTaBICHHBIX
3asiBUTENIEM MaTepuaiax, YIIOJIHOMOYEHHBIN (eiepalibHbIil OpraH MCIOJHUTEIBHON BIACTH HAINPABIISIET
3asiBUTENII0 3alpoc 00 YTOYHEHMM YKa3aHHBIX cBeldeHWil. JlaHHBIM 3ampoc MoXeT ObITh mepenaH
YIOJIHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS JMYHO MOJ PACIUCKY, HANpaBIEH MO MOYTE 3aKa3HbIM
MMCHMOM WJIM TIepe/iaH B DIIEKTPOHHOH (hopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHaiaMm CBsi3U. B crmyuae
HaIpaBJICHUs JAHHOTO 3aMpoca IO MOYTe 3aKa3HbIM MHUCbMOM OH CUMTAETCS MOJIYYEHHBIM 110 UCTEUEHUHU
LIECTH JHEH C 1aThl HAIpaBJIEHUS 3aKa3HOTO MHUCHhMA.

(uacts 4.1 BBeaena @enepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asgBuTenb 00s3aH NpeaACTaBUTL OTBET HaA 3allpoC YINOJIHOMOYCHHOI'O (I)C,[IepaJIBHOFO opraHa
HCIIOJIHUTEIbHON BJIACTH B CpOK, HC HpCBLIH_IaIOH_II/Iﬁ JCBAHOCTA pa60q1/1x JHEeH co JHSI MOJIY4YCHHUA
AAaHHOTO 3aIrpoca. CpOK, y’KaSaHHHﬁ B yactu 4 HaCTOSIIEH CTaTbH, NPHUOCTAHABIIMBACTCA CO [HSA
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HAIPaBJICHUS 3asSBUTEINIO 3aIIpOca YIIOJIHOMOUYEHHOTO (DeIepalbHOIO OpraHa UCIOIHUTEIBHON BIACTH JI0
JHS TIOJIy4eHHS UM OTBETa HA JAHHBIM 3allpOC M HE YYUTHIBACTCS MPU HCUUCICHHH CPOKa MPUHATHS
pemeHus 0 BHECEHMHM H3MEHEHUH B JOKYMEHTHI, COACp)KAIlHecs B PETUCTPAIIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar sl MEIUIIMHCKOTO IPUMEHEHHUSL.

(uactsp 4.2 BBeneHa PenepasibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHHMEM JUIsl OTKa3a B MPOBEACHUU yKa3aHHBIX B 4YacTU 2 HACTOSIIEM CTAaThbU 3KCIEPTHU3
ABJIICTCA NPCACTABIICHUC NOKYMCHTOB, ICPCUYHUCICHHBIX B 4aCTAX l1u3 HB.CTOSIHIGIZ CTaTbu, B HCIIOJIHOM
o0bemMe, HENpeCTaBIIEHUE 3asBUTENEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha YKa3aHHbIM B uvactu 4.1
HACTOSILEN CTaThU 3alpOC YIOIHOMOUYEHHOTO (peepaIbHOTO OpraHa UCIOJHUTEIbHON BJIACTH, a TAaKXKe
OTCYTCTBHEC B MpEaACTaBJICHHBIX JOKYMCHTax JOCTAaTOYHBIX CBG)IGHI/II\/'I, MO ATBECPKAAOITUX
HE0OX0IMMOCTh BHECEHUS M3MEHEHUH, WIN OTCYTCTBHE MH(OpMALMM, MOATBEP)KIAIONIEH (akT yriaThl

rOCY/IapCTBCHHBIX MTOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTAThH.
(B pen. ®enepanbHBIX 3aK0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKazaHHBIE B YACTHU 2 HACTOSIIEH CTaTbU HKCIEPTU3BI IPOBOAATCS B MOPSIIKE, YCTAHOBIEHHOM
cratbeil 23 Hactosero denepaibHOro 3aKOHA.

7. B cpok, He TPEBBIMAIONINNA ACCITH Pad0OYUX JHEH CO JHS MOJYYCHHS 3aKITIOUEHUNH KOMHCCHMA
AKCIIEPTOB TIO0 pEe3yJIbTaTaM yKa3aHHBIX B YacTU 2 HACTOAIIEH CTaThU JKCIEPTHU3, YIMOJTHOMOYECHHBIN

(dhenepanbHBIi OpraH UCIOJTHUTEIIBHON BIACTH:
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpuHMMAET pellieHUue O BHECEHUU U3MEHEHUI B IOKYMEHTBHI, COAEpIKAIIHUECs B PETH CTPAIUOHHOM
JI0OCbE€ Ha 3apEeTUCTPUPOBAHHBIN JIEKaPCTBEHHBIN Mpenapar A MEAWLHUHCKOTO MpPUMEHEHUs, UiIH 00
OTKa3e BO BHECEHUHU TaKUX U3MEHEHHUI;

2) BHOCHT B TOCYJApCTBEHHBII peecTp JEKapCTBEHHBIX CPEACTB HAa OCHOBAHUU PEIICHUS O
BHECEHMM M3MEHEHMH B  JIOKYMEHTBI, COJEp Kallhecs B  PErUCTPAllMOHHOM  JIOChe  Ha
3aperuCTPUPOBAHHBIM JIEKApPCTBEHHBIM Mpenapar Ajis MEIUIUHCKOTO IMPUMEHEHHs, He0OXOIUMbIe
M3MEHEHHUS U BO3BpAILlaeT UX 3asBUTEIIO;

3) BBLIAET 3asBUTENI0 HOBOE PErHCTPAllMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOrO IIpernapaTa B
cllydae U3BMEHEHHUS CBEJICHUII, COIePIKALUXCS B HEM.
(. 3 BBeaeHn deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

8. OcHoBanuem JJIT OTKa3a BO BHECEHMU HW3MEHCHHUH B JAOKYMCHTBI, COJCpKAIIUCCA B
PETUCTPpALIMOHHOM JOCBEC Ha SapeFI/ICTpI/IpOBaHHI:Jﬁ J'IeKapCTBeHHHﬁ npemapar ajid MCIAUIHUHCKOI'O
MMPUMCHCHUS, ABJIACTCA 3aKIIHOYCHUE YIIOJTHOMOYCHHOT'O (bez[epanLHoro opraHa HUCIOJIHUTEILHOM BJIACTH
O BO3MO>HOCTHU CHHXKXCHUA 6630HaCHOCTI/I, KadueCTBa, 3(1)(1)6KTI/IBHOCTI/I JICKAPCTBCHHOI'0 CpcACTBA B
CJIydac€ BHCCCHHUA TAKUX W3MEHEHUIA.

9. HOHyCKaeTCH 06pameHI/Ie JICKAPCTBCHHLBIX MPCHaparoB Ajd MEAUIHUHCKOTO NPUMCHCHHUA 10
HUCTCUCHUA CpOKa IOJHOCTH, ITPOU3BCACHHBIX B TCUCHUC CTa BOCBMUACCATU JHEH mocje aaThl IMPUHATHUA
YIIOJITHOMOYCHHBIM (be,uepaanHM OpraHoM HCIIOJIHUTEILHOMN BIIACTH peuieHrsd O BHCCCHUN H3MEHEHUH B
AOKYMCHTBI, COACpIKAIIHUECd B PCTUCTPAlMOHHOM JTOCBC, B COOTBCTCTBHUU C HH(I)OpM&LIPICfI,
CO,Z[Cp)KElH.ICfICSI B JIOKYMCHTAaxX pCruCTpaiMOHHOTO JOChC Ha HCKapCTBCHHBIﬁ npenapar a0 AaThbl
MPUHATHA TaKOT'O PCHICHUA.
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(dactp 9 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Ctatba 31. BHeceHue Nn3MeHeHUn B  OOKYMEHThI, cogepxawmecs B
perucTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIA JleKapCTBEHHbIW npenapaTr Ansa
BeTepPMHAPHOIro NpuMeHeHus

1. B nensix BHeceHUS M3MEHEHUH B JIOKYMEHTBI, COJIEpKalllMecs B PETUCTPALMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO NPHUMEHEHMS, AEpXkKaTellb WU
BJIAJIENIE]] PETHCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIperapara WM YIOJIHOMOYEHHOE WM
Jpyroe IpuANYEcKoe JHUIO (Jajlee B HaCTOAIICH CTaThe - 3asiBUTENb) NPEACTABISET B YIIOJTHOMOYEHHBIH
(denepanbHbI OpPraH HMCIOJIHUTEIHHOW BJIACTH 3asBJIEHHE O BHECEHHWM TAaKMX M3MEHEHUU Mo ¢opme,
YCTaHOBJIEHHOW YIIOJTHOMOYEHHBIM (hefiepaibHbIM OpPraHOM MCIHOJHUTENBHOM BIIACTH, U MpUIaraéMble K
HEMY M3MEHEHHUS B yKa3aHHbIE JOKYMEHTBI, a TaKK€ JOKYMEHTBI, MOATBEpKAaolue HeoOX0IUMOCTh
BHECEHUS TaKuX U3MeHeHul. [Ipu HeoOXoIMMOCTH BHECEHUSI N3MEHEHUI B TJOKYMEHTBI, COJIepIKaliecs B
PErUCTPAllMOHHOM JIOCh€ HA 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOIO
NPUMEHEHHs, B CiIydyasX HW3MEHeHHss U (WIM) JOMOJIHEHHUS TMPOU3BOJACTBEHHOM  IUIOIIAIKU
JIEKAPCTBEHHOT'O CPEJICTBA, & TAKXKE U3MEHEHUs INOKa3aTelled KadyecTBa JIEKAPCTBEHHOIO Mpernapara JJis
BETEPUHAPHOTO TPUMEHEHHUs U (WJIM) METOJOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO Iperapara Jyis
BETEPUHAPHOTO IPUMEHEHHsI 3asBUTENIb  JIONOJHUTEIBHO IPEACTABISIET B YIOJHOMOYEHHBIN
(enepanbHbIN OpraH UCIOJHUTENBHOMN BIACTH CIEAYIOIIUE JOKYMEHTHI:

1) KoOmMs JMIIEH3UHM Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BBIJAHHOW IPOM3BOIUTEIIO
JIEKApCTBEHHOTO TIperapara JJisi BETEpUHAPHOTO MPUMEHEHUS, TSI POCCUMCKUX MPOU3BOIUTENICH;

2) Komusl JMIEH3WW Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIJIAHHOW MPOU3BOIUTEIIO
(dapmalieBTHUECKON CyOCTaHIIMHU, BXOJAIIEH B COCTaB JIEKaPCTBEHHOTO Mpernapara Jjs BETepUHAPHOTO
MIPUMEHEHHUS], U1 POCCUNUCKUX MPOU3BOAUTENCIH;

3) xomus TOKYMEHTA, BBIJJAHHOTO YIIOJJHOMOYEHHBIM OPraHOM CTPAHbI MMPOU3BOIUTEIS I KaXKI0U
MPOU3BOJCTBEHHON TIUIOIIAIKKM JIEKQPCTBEHHOIO TIpenapara jid BETEPUHAPHOTO MPUMEHEHUS U
MTOJTBEPIKIAIOIIETO COOTBETCTBUE IMPOM3BOIUTENS JICKAPCTBEHHOIO Tperapara TpeOOBaHUSM TPaBHII
HaJIJIeXKaled MPOU3BOJICTBEHHON TMPAKTUKH, M €ro MepeBOJ Ha PYCCKUU S3bIK, 3aBEPEHHBIC B
YCTAHOBJICHHOM MOPSAKE, a TAKXKE KOMUS 3aKJIFOUEHUSI O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpencTB  TpeOOBaHWSAM  MpaBWUJ  HAJIEXKAIIeH  MPOW3BOJCTBEHHOW  NPAKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOIHUTENBHON BIIACTH JUIS Ka)XJIOW MPOU3BOJICTBEHHOM
IJIOIIAJIKA JIGKAPCTBEHHOTO TperapaTa A BETCPUHAPHOTO NPHMEHEHHUS, JUOO0 KOIHUS PEHICHHS O
MPOBEACHUN MHCIEKTUPOBAHUS MTPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEACTB, MPUHATOIO YIIOJTHOMOYEHHBIM
(denepaTbHBIM OpPraHOM HCIIOJIHUTEIBLHOW BJIACTH JUIS  KaXXJOW IPOM3BOJCTBEHHON IUIOIIAJKH
JIEKapCTBEHHOT'O IIpernapara Uil BETEpUHAPHOTO MPUMEHEHUS. YKa3aHHbIE JTOKYMEHTBI MPEICTABISAIOTCS
B Cllydae, €CIM MPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara il BETEPUHAPHOIO IPUMEHEHUS
OCyILIEeCTBIAETC 3a npenenamu Poccurickont @enepanuu;

4) KOImug HJOKYMCHTQ, BBIJIJAHHOTO YIOJIHOMOYCHHBIM OpraHOM CTpaHbl IIPOU3BOJUTCIIA
(l)apMaHeBTquCKOﬁ CY6CT8.HI_II/II/I n MOATBEPKAAOIICTO COOTBETCTBUC IMPON3BOAUTECIIA
(l)apMaHeBTquCKOﬁ CY6CTaHLII/II/I, BXOJSIIEH B COCTaB JICKApCTBCHHOTO Ipfriapara AJid BETCPUHAPHOTO
IIPUMCHCHUA, TpC6OBaHI/I}IM ImpaBuJI HaJjIexalein HpOI/I3B0,HCTBCHHOI>'I MMPpaKTUKU, U €ro IICpeBOA Ha
p}/CCKI/Iﬁ SA3BIK, 3aBCPCHHBLIC B  YCTAHOBJICHHOM IIOpAAKEC, B ClIydac, CCJIHM MPOU3BOACTBO
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(dhapmaleBTHUECKON CyOCTaHIIMU OCYIIEeCTBIsIeTCs 3a npeaenamu Poccuiickoit @eneparum.
(uactp 1 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cmyyae u3MeHeHus U (WiM) JOMOJIHEHMS] MPOU3BOACTBEHHOMN IUIOIIA/IKU JIEKAPCTBEHHOTO
CpeICTBa JOKYMEHTBI, YKa3aHHble B 4YacTU | HacToAlell CTaTbM, NPEACTABISAIOTCS 3asBUTEIEM B
OTHOIIEHUH H3MEHSAEeMOM W (MJIM) JOMOJIHSIEMON MPOU3BOJICTBEHHOM IUIOMIAJKU JIEKApCTBEHHOTO
cpeacTBa. PerieHne o BHECEHMM U3MEHEHUN B IOKYMEHTBI, COJIEpKAIIUECs B PETUCTPALIMOHHOM JIOChE Ha
3aperucTpUpPOBaHHBIN JIEKaPCTBEHHBIN Ipernapar JJii BETEPUHAPHOTO IMPUMEHEHUs, Ui 00 OTKa3e B UX
BHECEHUU MPUHUMAETCS B CIIydae HEOOXOIMMOCTH IPOBEACHUS IKCIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B
CPOK, HE MPEBBILIAIOIINI JeBAHOCTa pPa0OYUX JAHEH, @ B OCTAJBHBIX CIy4asX B CPOK, HE IPEBBIIAOIINN
TPUALIATH pabOyuX JAHEW CO JHSA NPUHATUS YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM MCIOJIHUTEIbHOU
BJIACTH 3asIBJICHUSI O BHECEHUM TaKMX U3MEHEHUI.

(uactp 1.1 BBenena @exepanbubiM 3ak0HOM OT 04.06.2018 N 140-D3)

2. B ciydae BHeCEHHs W3MEHEHUN B JOKYMEHTBI, COJACPIXKAIIMECS B PETHCTPAMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar s BETEPUHAPHOIO IPUMEHEHHs, B OTHOILIEHUU
CBEJICHWH, YyKa3aHHbIX B moamynkrax '"e", "x", "k", "a", "®", "c", "X" mynkrta 7 wactu 3 crarteu 17
HacTosiero denepanbHOr0 3aKOoHA, U3MEHEHUS M (WJIM) JIOTOJHEHHs MPOU3BOJICTBEHHOW IUIOIIAIKH
JIEKAPCTBEHHOTO CPEJICTBA, a TAKXE€ B CIIydae HW3MEHEHMS II0Ka3aTelled KayecTBa JIEKAPCTBEHHOI'O
mpenapaTta JJisi BETEPUHAPHOTO NPUMEHEHUS U (MJIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOIO
mpenapara Julsi BETEpPUHAPHOIO NMPUMEHEHHs IMPOBOIMTCS DKCIEPTHU3a JIEKapCTBEHHOTO CPEICTBA s
BETEPUHAPHOIO NpPHUMEHEHHsA. B ciydyae HEOOXOIUMOCTH BHECEHMS] MHBIX W3MEHEHMH B JIOKYMEHTHI,
COJZIEpKalIuecs] B PErHCTPAllMOHHOM JIOChE Ha 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM IIpenapar st
BETEPUHAPHOTO NPUMEHEHM S, DKCIIEPTH3a JIEKAPCTBEHHOTO CPENCTBA U1 BETEPUHAPHOTO IPUMEHEHUS HE

MIPOBOJUTCSL.
(B pen. @enepanbHbix 3ak0oHOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. C 3asBJIecHUEM O BHECCHUU U3MEHEHUH B JOKYMEHTBI, COJICPKAIIUECS B PETUCTPAIMOHHOM JIOChE
Ha 3aperUCTPUPOBAHHBIA JICKAPCTBEHHBIM Ipemapar Ui BETEPHHAPHOTO NPUMEHEHHUs, Hapsay C
JOKYMCHTAMH, YKa3aHHBIMH B 4YacTh | HACTOSIIEH CTaThW, MPEACTABISIOTCS JIOKYMEHTHI,
MOJITBEPK/IAIONINE YILIATY TOCYAapCTBEHHOW IMONUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJIEpIKAIllUecs B
PETUCTPAIIIOHHOM JIOChE Ha 3aperUCTPUPOBAHHBIM JICKAPCTBEHHBIM NpenapaTr Uil BETCPUHAPHOTO
NPUMEHEHHsI, W3MEHCHHH, TPEOYIOIUX MPOBEACHUS JKCIEPTU3bl JIGKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHHUSI, WM U3MEHCHUH, HEe TPEOYIOIIUX MTPOBEICHUS SKCIICPTH3bI JICKAPCTBEHHOTO
Cpe/CTBa JIIsl BETEPUHAPHOTO TIPUMECHEHUSI.
(B pen. denepanbpHoro 3akona ot 22.10.2014 N 313-03)

4. B CpPOK, HC HpeBHH_IaI-OH_IHﬁ JCCATHU pa60‘II/IX JHEeW co JIHS MNOCTYIUICHUA YKA3aHHOI'O B 4aCTU 1
HACTOSIIEH CTaTbU 3asBJICHUI W HeO6XOI[I/IMLIX AOKYMCHTOB, YHOJIHOMO‘IGHHHﬁ (I)e,[[epaﬂbHLIfI oprad
HCIIOJIHUTEILHOM BIACTH:

1) MMPpOBOAUT MPOBEPKY IOJHOTBI U JOCTOBEPHOCTH CBCHCHHﬁ, COACPIKAINXCA B MIPECACTABIICHHBIX
3asABUTCIIEM NOKYMCHTAX;

2) MMPUHHUMACT PCIICHUEC O MMPOBCACHNUUN 3KCIICPTU3BI JICKAPCTBECHHOT'O CPCACTBA I BETCPHUHAPHOTO
MPUMCHCHUS NI 00 oTKa3e B ee IMPOBCACHUHU,

3) YBCAOMIISACT B MMMCbMEHHOM (I)OpMe 3asABUTCIISL O MPUHATOM PCHICHHUU WJIM B CIIydacC IMPUHATHA
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pemieHust 00 OTKa3e B IPOBEIEHHHM SKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA MJISi BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYHH TAKOTO OTKa3a.

4.1. B cnydae BbIIBJIEHUSI HEOCTOBEPHOCTH U (WJIM) HELOCTATOYHOCTU CBEACHUMN, COJIEPIKAILINXCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YINOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTEIBLHOU
BJIACTH HAIpPABISET 3asABUTENIO 3ampoc 00 YTOYHEHWH YKAa3aHHBIX CBEACHUH. 3ampoc MOKET OBITH
IepesiaH yIoJIHOMOYEHHOMY MPEJCTABUTENIO 3asiBUTEINS [0/ PACHMCKY, HAIIPABJIEH IO MOYTE 3aKa3HbIM
MUCHbMOM WJIM TIEPEJaH B DJEKTPOHHOU (GopMe Mo TeIeKOMMYHHMKALIMOHHBIM KaHajlaM CBsi3U. B ciydae
HaIpaBJIEHUs 3allpoca 00 YTOUYHEHHH yKa3aHHBIX CBEJIEHUH MO MOYTE 3aKa3HbIM MUCHbMOM OH CUMTAETCS
MOJIyYE€HHBIM 10 UCTEUEHUH LLIECTH JHEHN C 1aThl HAIPaBJIEHUS 3aKa3HOrO MUChMa.

(uactp 4.1 BBenena @enepanbabiM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3agButens o0s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJIHOMOYEHHOTO (elepaibHOro opraHa
WCIIOJIHUTENBHON BJacTH B CpPOK, HE MPEBBIMIAIONINI JEBSIHOCTA pabOuuX JHEH CO JHS MOJIyuyeHUs
naHHoro 3armpoca. Cpoku, ykazaHHble B 4dacTh 1.l Hacrosmieil cratbu, MPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJICHUS 3asBUTEIIO 3allpoca YIOJIHOMOUYEHHOTO (hefiepalbHOr0 OpraHa UCIOJIHUTEIbHOM BIACTH 110
JHS TIOJIy4eHHUS OTBETa Ha JAHHBIM 3allpoCc W HE YUUTHIBAIOTCS MPH HCUUCICHUM CpPOKA MPHUHATHUS
pelIeHus O BHECEHWHM HM3MEHEHUM B JIOKYMEHTHI, COJEp)Kallhecsi B PErucTPallMOHHOM J0Che Ha
3aperucTpUpPOBAaHHBIN JI€KapCTBEHHBIN Mpenapar AJisi BETEpPUHAPHOTO MPUMEHEHHUS.

(uacts 4.2 BBeaeHa ®@enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHMeM [uis OTKa3a B MPOBEICHUM SKCIEPTU3bl JIEKAPCTBEHHOTO CpEJCTBA JIs
BETEPUHAPHOTO MPUMEHEHUS SBISIETCS TNPEJCTAaBICHUE JIOKYMEHTOB, YKa3aHHBIX B dacTsax | u 3
HACTOSIIIEN CTaThbU, B HEMOJHOM 00BbEME MM OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTAX JOCTATOUYHBIX
CBEICHMI, MOATBEPKIAIOMINX HEOOXOAUMOCTh BHECEHHsS] HW3MEHEHUH, JIMOO HEempeaCcTaBlIeHUE
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETAa Ha YKa3aHHbIM B yacTtu 4.1 Hacrodiiedl cTaTbH 3ampoc

YIIOJTHOMOYEHHOTO (peIepalIbHOTO OpraHa UCTIOIHUTEIILHON BIIACTH.
(B pen. @enepansroro 3akoHa ot 04.06.2018 N 140-D3)

6. 9KCH€pTH3a JICKAPCTBCHHOTO CPCACTBA I BETCPUHAPHOI'O INPHUMCHCHHA B LCIAX BHCCCHUSA
H3MCHECHUH B JOKYMCHTBI, COACpXKAIIUECA B PEruCTpaluOHHOM JOCBE Ha BapeFI/ICTpI/IpOBaHHIJﬁ
JIeKapCTBeHHBIP'I mnmpenapar ajdd BETCPHUHAPHOI0 INPUMCHCHHA, OCYIICCTBIISICTCA B IIOPAIKE,
YCTAHOBJICHHOM craTbel 24 HaCTOAIICIrO q)eﬂepaJ'IBHOFO 3aKOHa.

6.1. B cpok, He MpeBBILAIOUINI MATH padOuuX AHEWH CO JHS MOJIyYEHHUS 3aKIIOYCHHS] KOMHUCCUU
HKCIEPTOB IO Pe3ylbTaTaM YKa3aHHOW B YacTH 2 HACTOAIIEH CTaTbU SKCIEPTHU3bI, YIIOJTHOMOYEHHBIN
(benepanbHbIN OpraH UCMOJHUTEIBHON BIACTH:

1) NpUHHUMACT PCIICHUC O BHCCCHUUN U3MEHEHUI B AOKYMCHTBI, COACPIKAIINUECS B PCTUCTPALIMOHHOM
JA0ChC Ha 3apeFHCTpHp0BaHHBIﬁ HeKapCTBCHHBIﬁ npenapar sl BETCPUHAPHOTI'O MPUMCHCHUA, WUIIHA 00
OTKa3€ BO BHCCCHHUH TaKHUX PI3MCHCHPIIZ;

2) BHOCUT B TOCYAApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHMM peIIEHUs O
BHECEHUM W3MEHEHMH B  JOKYMEHTBI, COJEpXallMecs B  PEruCTpallMOHHOM  JOChE€  Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar JUis BETEPUHAPHOTO NPUMEHEHUs, HEeoOXOIUMble
WU3MEHEHHUS U BO3BpAILAET 3TH JOKYMEHTBI 3asIBUTEIIIO.

(dacts 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)
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6.2. B ciydae BHeCEHUS U3BMEHECHUN B JJOKYMEHTBI, COJICPIKAIIUECS B PETUCTPALMOHHOM J0Che Ha
3apEerUCTPUPOBAHHBINA  JICKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOIO IPUMEHEHMs, B 4YacTH,
Kaca}omeﬁcsl U3MCHCHHUA WU (I/IJII/I) JOIIOJTHCHUA HpOH?:BO[[CTBGHHOﬁ miomajaky JICKapCTBCHHOI'O
npenapara, IpH MpeICTaBICHUN 3asBUTEIEM B COOTBETCTBUHU C MYHKTOM 3 yacTu | HACTOSIIEH CTaTbu
KOIIMU PEIICHUA YIIOJIHOMOYCHHOT'O (bez[epanLHoro opraHa HCHOJIHUTEIBHOM BJIACTH O IIpOBCACHNU
MHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJACTB CPOK, yKa3zaHHBIM B uyacTu 6.1 HacTosmieu
CTaTbH, MPUOCTAHABIMBACTCA CO AHA IMOJYUCHHUA 3aKIHOUCHHUSA KOMUCCHU SKCICPTOB OO JHSA IMPUHATUA
YIOJIHOMOYCHHBIM Q)enepaanI)IM OopraHomM HCHOJIHUTENBLHOMN BIIaCTH PEUICHUSA O BbIJA4YC WA 00 OoTKa3se B
BbIJA4YC 3aKIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCIACTB Tpe6OBaHI/I$[M IpaBUJI
HaJIeXKaIel MPOU3BOJICTBEHHON MTPAKTHKH, HO HE 00Jiee YeM Ha CTO BOCEMBJICCAT PabOUUX JTHEH.

(dactp 6.2 BBeneHna @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JJsi OTKa3a BO BHECEHUU H3MEHEHMH B JIOKyMEHTHI, COJEpKalluecs B
PErUCTPAllMOHHOM JIOCb€ HA 3apeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar Juisi BETEPUHAPHOIO
MIPUMEHEHHUS], B CIIydasixX, He TPeOYyIOIUX MPOBEICHHS SKCTIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA, SBISIETCA
MIpe/ICTaBJICHNE TOKYMEHTOB, YKa3aHHBIX B 4acTAX | ¥ 3 HAcTOAUIEH CTaTbH, B HEMOJIHOM 00bEME WM
OTCYTCTBHE B IPEACTaBICHHBIX JOKYMEHTaX CBEJIEHUMN, KOTOPBIE JOJDKHBI ObITh B HUX OTPaXKEHbI, TNOO
HETIPECTABICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4dacTu 4.1 Hacrosumien
CTaThU 3aIPOC YIMOJHOMOYEHHOTO (heIepaIbHOrO OpraHa UCIOJHUTEIbHOMN BIACTH.

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

7.1. OcHoBaHMeM JUisi OTKa3a BO BHECEHWHM W3MEHEHUW B JIOKYMEHTBI, COJEpIKallhecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3apeTrHCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemapar sl BETEPUHAPHOTO
MPUMEHEHHUsI, B CIy4asx, TPEOYIOIMHUX MPOBEACHHUS IKCIEPTH3BI JEKAPCTBEHHOTO CPEICTBA, SBIISCTCS
3aKJIIOYCHUE YIMOJTHOMOYEHHOTO (hemepasibHOTO OpraHa MCIOJHUTEILHOM BIACTH O BO3MOXKHOCTH
CHWKEHHUS 0€301MacCHOCTH, KauecTBa, F3((HEKTUBHOCTH JICKAPCTBEHHOTO Ipernapara BCIICICTBUEC BHECEHUS
M3MEHEHUU B YKa3aHHBIC JOKYMEHTHI, OTKAa3 YIOJIHOMOYECHHOTO (heIepaIbHOTO OpraHa MCIIOJHUTEIHHOM
BJIACTH B BBIJIaY€ 3aKJIIOUYEHHUS O COOTBETCTBUM IMPOMU3BOUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBUJI HaAJICXKAIICH TPOU3BOJACTBEHHONW TMPAKTHKKA B Cllydae HW3MEHEHUS M (WJIM) JOTOJTHEHUS
MIPOM3BOJICTBCHHON IIIOMIAJKA JICKAPCTBEHHOTO IIpernapara, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOIO
npenapara Juisi BETEpHHAPHOTO MPUMEHEHHUs OCYIIECTBIsEeTCs 3a npeaenamMu Poccuiickoit denepannu,
WJIM OTCYTCTBHE 3TOTO 3aKITFOYCHHUSI.

(dacts 7.1 BBengena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercsi oOpallleHHe JIEKapCTBEHHBIX IpEnapaTtoB Jisi BETEPUHAPHOIO HPUMEHEHUS 10
UCTEYEHMsI CPOKA FOJHOCTH, IPOU3BEACHHBIX B TEUCHHE CTa BOCBMUJECATH JIHEH Mocie JaThl MPUHATUS
YIIOJIHOMOYEHHBIM (peiepalbHbIM OPraHOM HCHOJHUTENIbHOM BIACTH PELIEHHUs O BHECEHUU W3MEHEHUH B
JOKYMEHTBI, COIEpIKalMecs B PErMCTPALIMOHHOM JIOChE Ha JICKapCTBEHHBIN IpenapaT, B COOTBETCTBUU C
uHpopManuen, coaepkalieics B JOKyMEHTaX PerucTpallMOHHOTO JI0Che Ha JIEKApCTBEHHBIN Ipenapat /10
JIaThl IPUHATHS TAKOTO PELICHUS.

(uactb 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 32. OTMeHa rocyfapCcTBEHHOW perucTpauum nekapcTBeHHOro npenapara
Pemenne 00 orMeHe T OCYIlapCTBCHHOﬁ perucTpanmu JCKApCTBCHHOI'O Mpfrapara U UCKIHOUYCHUN

JICKAPCTBCHHOT'O Mpfrapara N3 TOCYAAPCTBCHHOTO PECCTpa JICKAPCTBCHHBIX CPCACTB IMMPUHUMACTCA
YIIOJIHOMOYCHHBIM (be,[[epaHLHLIM OpraHoM HCIIOJHHUTEIIFHOM BIIACTH B cJIydac:
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1) mpencTaBaeHUst COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCTIOHUTEIbHON
BJIACTH 3aKJIIOUYEHUS O pPHUCKE WM 00 yrpo3e 3/10pOBbIO, >KU3HHM YEJIOBEKAa WM >XMBOTHOIO IpU
NPUMEHEHUH JIEKapCTBEHHOTO TIperapara, NpeBBIIAIIUX ero 3(pQGeKTHBHOCTb, IO pe3yiabTaTaM
OCYILIECTBIISIEMOTO UM MOHUTOPUHIa O€3011aCHOCTH JIEKapCTBEHHOTO IIperapara;

2) mojauu Jep:KareleM MM BIAJENbLEM PErHCTPAMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npernapata WIM YIOJHOMOYEHHBIM MM JIPYTUM IOPHIMYECKHUM JIMIIOM 3asBiI€HHUS 00 OTMeHe
rocy/lapCTBEHHON PErMCTpallii JIEKapCTBEHHOTO Mpenapara;

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

3) HEeMmoATBEP)KACHUSI TOCYJAPCTBEHHON PETUCTpAIlUU JIEKAPCTBEHHOTO Tpernapara 1o UCTCYCHUH
CpOKa JIEUCTBHUS PETUCTPALIMOHHOTO yI0CTOBEPEHUS, BBIIAHHOTO HA IIATh JIET;

4) HenpeacTaBIeHUS 3asBUTENIEM HH(OPMaLMK, KOTOpask MOKET MOBJIEYb 3a COO0N HE0OXOIUMOCTh
BHECEeHMs U3MEHEHUN B JOKYMCHTBI, COACPKAIMHUECA B PETUCTPALIMOHHOM JOCHE HaA SapeI‘I/ICTpI/IpOBaHHI:Jﬁ
J'IeKapCTBeHHI)II\/'I npenapar, B TCHCHUE TpUAIaTH pa60q1/1x )IHeI>'I CO OHA HACTYIICHUS OTUX H3M€HCHHﬁ;

5) ocCylIecTBIEHUSI TOCYIAPCTBEHHOW PETHCTpAIMH JICKAPCTBEHHOTO Ipernapara IMoJ TOPrOBBIM
HAaNMMCHOBAHUEM 3apCruCTpUpOBAHHOIO0 pPaHEC IIOA O3TUM TOPIrOBbIM HAMMCEHOBAHUEM JICKAPCTBECHHOTO
mpernapara, OTIIMYAIONIET0CsS Ka9eCTBEHHBIM COCTABOM JICHCTBYIONIUX BEIIECTB;

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

6) OCYyIIECTBICHHS TOCYJApPCTBEHHON PErHCTPaIliK OJHOTO M TOTO )K€ JIEKApCTBEHHOTO Iperapara B
OTHOIIEHWH OJHOTO W TOTO JK€ Jep)KaTellss WM BIaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI
JICKApCTBEHHOTO TIperapaTa B BHJIC IBYX M 00Jiee JIEKAPCTBEHHBIX INpPEnapaToB TMOJ Pa3IHIHBIMU
TOProBBEIMH HANMEHOBAHUSIMU;

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

7) BbIHECEHUS CYJOM pEUICHHs O HapyIIeHUH MpaB MpaBooOIagaTesiss 00beKTOB HHTEIUIEKTYaIbHON
cOOCTBEHHOCTHU MPH 0OpaIIEeHUH JIE€KAPCTBEHHBIX CPE/ICTB;

8) oTCyTCcTBHS JIeKapCTBEHHOrO Tpemapara B oOpamieHun B Poccuiickoit denepanuu B TeUeHHE
Tpex u OoJee JIeT;
(. 8 BBeaeHn deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

O) HEBBIMOJHEHUS  JepXKaTelieM WU  BIAQJENbIEM  PETUCTPALMOHHOTO  YAOCTOBEPECHHUS
JIEKapCTBEHHOT'O IMpemnapara Ju00 YIMOJIHOMOYEHHBIM UMHU JIPYTUM FOPUIMYECKHM JIMIIOM MEPOIPHUITHIMA
no oobecrneyeHnto Oe30MacHOCTH JIEKAPCTBEHHBIX IMPErmapaToB, YCTAHOBJICHHBIX YIOJIHOMOYEHHBIM
(dbenepaqbHBIM OPraHOM HMCIOJHUTEIBHOW BIIACTH B COOTBETCTBHM C dYacTaMH 3 W 4 cratbu 64
HacTosiero denepanbHOTO 3aK0OHA, B paMKax OCYyIECTBICHUs (hapMaKkoHaA30pa;

(. 9 BBeaeH PeaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTkaza pgepkarenss WM BJaAeiblla PETUCTPAMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npemapata Ju0OO YMOJHOMOUYEHHOTO MMM JAPYroro IOPUAWYECKOTO JIMIA OT BHECEHUS W3MEHEHUH B
WHCTPYKIUIO MO NPHUMEHEHHUIO JIEKapCTBEHHOI'O IpernapaTa, KacaroIIMXCS HOBBIX MOATBEPKIECHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHHUS Bpela 3JI0POBBIO0 UEIOBEKA WJIM KUBOTHOTO BCIEACTBUE MpUEMA
JIEKapCTBEHHOTO TpernapaTa npeBbimaeT d3PPEeKTUBHOCTD €r0 MPUMEHEHHUS.

(. 10 BBenien PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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Cratba 33. NlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CPeAcTB

1. TocymapcTBeHHBIM pEECTp JIEKAPCTBEHHBIX CPEIACTB COJEPKHUT IEpPEUYeHb JIEKAPCTBEHHBIX
MpermapaToB, MPOMIEANINX TOCYAAPCTBEHHYIO PETUCTPAIlHIo, MepeueHb (papManeBTHISCKUX CyOCTaHITHH,
BXOJISAIIUX B COCTAB JICKAPCTBCHHBIX MPEMAPATOB, U CIICIYIONIYI0 HHPOPMAIIHIO:

1) B OTHOIIEHUHU JIEKAPCTBEHHBIX [IPENAPATOB:

a) HaUMEHOBAaHUE JIEKAPCTBEHHOIO Ipernapata (MEXIyHapoJHOE HENaTeHTOBAaHHOE, WU
IPYNIHUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAMMEHOBAaHMUS);
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas ¢popma C yKa3aHHEM JO3UPOBKU JICKAPCTBEHHOTO IMperapaTa U ero KOJUYecTBa B
MOTPEeOUTENHCKON YIIaKOBKE;

B) HAUMEHOBAHHE JIEPXKATEIIS WM BJIAJICNIbIIa PETUCTPAIMOHHOTO yJIOCTOBEPECHHS JIEKAPCTBEHHOTO
mpernapara W CBEIEHHSI O PETHCTPAIU JIepKaTelsl WIH BIAJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHS
JICKApCTBCHHOT'O IIpf€rapara I MECAUIHUHCKOI'O0 NMPUMCHCHHA B KAYC€CTBE HAJIOIOIIATC/IIBIIIMKA B CTPAHC
perucTpamnuu (Il POCCUMCKUX FOPUINYECKUX JUIl - UACHTH(UKAIIMOHHBIA HOMEDP HAJIOTOIIATEIbIINKA
(MHH), anst mHOCTpaHHBIX FOPUANICCKHX JIUI] - CTPaHA PETUCTPAIMH, HANMEHOBAHHE PETUCTPUPYIOMIETO
OpraHa, perucTpalMOHHBIA HOMEp, KOJ HaJOTOIUIATENIBIINKA B CTPaHE PErUCTpaIiy (MHKOPIOPAIINH)
WJTU €T0 aHaJIor);

(. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

I') HAUMEHOBAHUE U aJpec MPOU3BOIAMUTEINS JIEKAPCTBEHHOTO Mperapara U CBEACHUS O PETUCTPAIHN
MPOU3BOJIUTEINSL  JICKAPCTBEHHOTO  Tperapara JUisli MEAWIMHCKOTO TNPHUMEHEHHS B  KadecTBE
HAJIOTOTUIATENBIIMKA B CTPaHE  perucTpanu (Ui POCCHUHCKMX  IOPHIUYECKUX  JIUI[ -
UACHTU(DHUKAIIMOHHBIA HOoMep Hanoromarenbinuka (MHH), mis MHOCTpaHHBIX HOPUAMYECKHX JIMI[ -
CTpaHa pErHCTpally, HauMEHOBAaHHE PETHCTPUPYIOIICTO OpraHa, PETHCTPAMOHHBIA HOMEp, KOJ
HAJIOTOTUIATEIBIINKA B CTPAHE PETUCTpaMy (MHKOPIIOPAIMH) HJIK €0 aHAJIOT);

(. "r" B pen. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

n) (dapmakorepaneBTHUECKas ~TPYMNa, KOJ JICKAPCTBEHHOTO TMpenaparta 10  aHaTOMO-
TEPareBTUYECKO-XUMHUYECKOW  KiIaccH(UKAIMK, PEKOMEHJIOBaHHONW  BcemupHOW — opraHu3ammei
3IIPaBOOXPAHCHHS,

(nm. "n" B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

e) IMOKa3aHHUA U IIPOTUBOIIOKA3aHUA K IIPUMCHCHHIO JICKAPCTBCHHOT'O IIpCIiapaTta,
)K) MOOOYHBIC JEeNCTBUSA JICKApCTBCHHOTO IIpeIiapara,

3) CPOK I'OAHOCTH JICKAPCTBECHHOT'O IIpCIiapara;

I/I) YCJIOBUSA XpaHCHUA JICKAPCTBCHHOT'O IIPeIiapara,

K) YCJIOBUS OTITYCKA JICKAPCTBCHHOTO ITperiapara,
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7) HOMep (apMakomeWHOW CTaTbM WM B CilIydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMH JINO0 HOPMAaTUBHOTO JIOKYMEHTA;

M) JlaTa TOCYJapCTBEHHOM pEerucTpalnyy JIEKAPCTBEHHOTO Ipernapara M €ro perucTparloHHbINA
HOMEp, JaTa 3aMEHbl PErHCTPALMOHHOIO YAOCTOBEPEHUs JICKapCTBEHHOIO Ipenapara Ha OeccpodHoe
PETUCTPAllMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIpenapaTra, JaTa IOoJadd  3asBICHUS O
MOATBCPKACHUN FOCYI[apCTBCHHOf/'I perucTpanmu JICKApCTBCHHOT'O npemnapara, Jara OTMCHBI
rocy/lapCTBEHHON PErMCTpallii JIEKapCTBEHHOTO Mpenapara;

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

H) KaueCTBEHHBIH COCTaB M KOJIMYECTBEHHBIH COCTaB JIEUCTBYIOIIMX BEIECTB U KAauyeCTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEUIECTB JIEKAPCTBEHHOTO MpEenapara;
(nn. "H" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

0) nuHpopmanus 000 BCeX pa3pelIeHHbIX BUIaX BTOPUYHOM (MOTPEOUTENHCKOM) YITAKOBKH;
(. "o" BBeaeH PenepanbHBIM 3aKOHOM 0T 22.12.2014 N 429-D3)

1) JaTra MPUHATHS peUIeHHs] O BO3MOXKHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM MpemapaT Mpu
rocy/lapCTBEHHOW PETrMCTpallii B KadecTBe OppaHHOTO JEKApCTBEHHOTO Mpenapara;
(nn. "n" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

p) HaJlWuyue JIEKapCTBEHHOTO Tpernapara B IEpPeYHE >XU3HEHHO HEOOXOIMMBIX W Ba)KHEHIINX
JICKapCTBEHHBIX NIPENapaToB;
(. "p" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

C) HaJW4YKE B JICKAPCTBEHHOM IIpernapare HaApKOTHYECKHX CPEJCTB, TICUXOTPOITHBIX BEIIECTB M UX
MPEKypCoOpoB, TMOIeKAIIMX KOHTpoJito B  Poccuiickoii  ®enepaniuv, B  COOTBETCTBUH  C
3akoHoJ1aTeNbcTBOM Poccuiickoit denepannu, MexayHapoaHbIMu qoroBopamu Poccuiickoit @enepanuu,
B TOM uuciie EauHoll KOHBEHIMEH O HapkoTuyeckux cpeactBax 1961 roga m KouBeHuuen o
MCUXOTPONHBIX BenlecTBax 1971 rona;

(. "c¢" BBenmeHn deaepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

T) uHboOpMalMs O TOM, SBJSETCS JM JAHHBIA JIEKApCTBEHHBIM IMpernapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH DenepaibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) CBEIEeHHS O IMojaye 3asBICHUS O BHECEHHWH H3MEHEHHI B JOKYMEHTHI, COJepialluecs B
PETUCTPAIIIOHHOM JIOChE Ha JIEKapCTBEHHBIH Mpenapar;
(nm. "y" BBeeH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynprantllntoc: mpumedanue.

Nudopmanust 0 B3aMM0O3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB JJs MEIUIIUHCKOTO MPUMEHEHUS
MOJJICKUT BKIIFOUEHUIO B TOCYAApPCTBEHHBIA PeecTp JEeKapCTBEHHBIX cpelacTB ¢ 1 sHBaps 2018 roma
(PenepanbHbIii 3aK0H 0T 22.12.2014 N 429-03).

() cBeeHUs 0 B3aUMO3aMEHSIEMOCTH JICKAPCTBEHHOTO Mpernapara;
(nm. "¢" BBenen denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)
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X) CpPOK BBEICHUS JIEKAPCTBEHHOTO Mpernapara B IpakJaHCKHi 0060poT;
(nm. "x" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOLIEHUH (papMaIeBTUUECKUX CYOCTaHIINMNA:

a) HaMMEHOBaHHME (HapMalleBTUUECKOW CyOCTaHIMU (MEXIyHAapOAHOE HEMAaTEHTOBAHHOE, WU
IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS (papMalleBTUUECKON CyOCTaHIINH;
B) CPOK TOJTHOCTH (hapMarieBTUIECKON CyOCTaHITUY;
I') ycIoBUs XpaHeHUs (apMalleBTUYECKOM cyOCTaHIINu;

n) Homep ¢apMakomeWHOW cTaThbl WM B CiIy4ae €€ OTCYICTBUS HOMEp HOpPMaTHBHOU
JOKYMEHTAIMH JIN00 HOPMAaTUBHOTO JIOKYMEHTA;

€) Hamuuue (papMareBTUYECKON CyOCTaHIIMHM B TMEpeYHE HAPKOTUUYECKHX CPEJCTB, TICUXOTPOITHBIX
BEIIECTB W MX MPEKYPCOPOB, MOJUIEKANMX KOHTpoJt0 B Poccuiickoit ®enepanuu, B COOTBETCTBUU C
3aKoHOaTenbCcTBOM Poccuiickont denepanuu, MeXyHapoAHbIMU JoroBopamu Poccutickonn ®denepannu,
B TOM uuciie EauHON KOHBEHIIMEH O HapKoThueckux cpeactBax 1961 roma m KosBeHuuen o
MCUXOTPONHBIX BenlecTBax 1971 rona.
(. "e" BBenmeHn deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. dapmaneBTHUECKass CyOCTaHILMs, MPOU3BEICHHAsA NJIs peaju3allid, MOXKET ObITh BKIIOYEHA B
rOCy/IlapCTBEHHBI pPEeCTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAaHUHU 3asBIICHUS pPa3pabOTUMKa WIH
MIPOU3BOJIUTENS JIEKAPCTBEHHOTO CpEACTBa MO0 YHNOJHOMOYEHHOTO UMH HOPUIUYECKOrO JIHLA MpH
YCIIOBUU TMPOBEJICHUS B OTHOIICHHWU Takol (apManeBTUYECKOM CYyOCTaHIIMM SKCIEPTH3bl KauecTBa
(dapmalieBTHUECKON CyOCTaHIIMM B MOPSIKE, YCTaHOBIEHHOM cratheil 34 nHacrosimero denepanbHOro
3akoHa. B oTHomeHuM (¢dapManeBTUYECKUX CYOCTaHUMN, NPOM3BEIEHHBIX I pealu3alud, B
roCy/IapCTBEHHOM PEeCTpe JIEKAPCTBEHHBIX CPEACTB COACPKUTCS CleAyroIias HHPOpMaIHs:

1) nammeHOBaHHME (apMaleBTUYECKOM CyOCTaHIMU (MEXKIyHAPOJHOE HEMAaTeHTOBAHHOE, WIIH
TPYNIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

2) HaUMEHOBaHHeE, aJpec MPOU3BOAUTENS (hapMalleBTUUECKON CyOCTaHIIMH, a TaKKe B OTHOIICHUH
JIEKAPCTBEHHBIX CPEJICTB JJIi MEIUIIMHCKOTO TPUMEHCHHS CBEICHHUS O PETUCTpaIlud IPOW3BOJAMTEIS
(dapmaleBTUUECKON CyOCTaHIIMM B KayecTBE HAJOrOIUIATEeNbIIMKAa B CTpaHe peructpauuu (A
POCCHICKHX FOPUIUYECKUX IUI[ - WIACHTHU(PHUKAIIMOHHBIM HoMmep Hanoromuatenbiuka (MHH), nns
WHOCTPaHHBIX IOPUANYECKUX JIUI[ - CTpaHa PErucTpalyy, HaMMEHOBAHHME PErMCTPUPYIOIIETO OpraHa,
PETUCTPAIOHHBI HOMEp, KOJ HaJOToIIaTeNbIMKa B CTpaHE perucTpanuu (MHKOPIOPALWU) WU €ro
aHasor);

(1. 2 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (papMalneBTHUYECKOH cyOCTaHIInY;

4) ycnoBusi XpaHeHus papMalieBTUUECKON CyOCTaHIINH;
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5) HOMep (QapmakoneifHOH cTaTbu JMOO B CiIydyae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOU
AOKYMCHTAIMKU UJIK HOPMATHUBHOI'O JJOKYMCHTA,

6) Hamuuue (apMaleBTUYECKOM CYOCTaHLIMM B MEpPEYHE HAPKOTHUUECKUX CPEJICTB, MCUXOTPOIHBIX
BEIIECTB U UX IPEKYPCOPOB, MOJUIEKAIMX KOHTpoJIr0 B Poccuiickoit @Denepannu, B COOTBETCTBUU C
3aKoHOAarenbcTBOM Poccuiickon denepanuu, MeXIyHapoAHbIMU Jorosopamu Pocculickonn ®denepanuu,
B ToM uuciae EnuHoil KoHBeHIMeW o HapkoTudyeckux cpenctBax 1961 roma u KouBenuueil o
IICUXOTPOIHBIX BemecTBax 1971 roaa;

7) nata BKIIIOYEHHUs (papManeBTUYECKO CyOCTaHIIMM B TOCYJApPCTBEHHBIA peecTp JIeKapCTBEHHBIX
Cpe/ACTB, aTa BHECEHHWS M3MEHEHUH B JIOKyMEHTHI (papManeBTHYECKOW CyOCTaHIWH, AaTa UCKIIOUYCHHS
(apmaneBTHUECKOI CyOCTaHIIMU U3 TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPE/ICTB.

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

3. Tlopsanmok BeaeHUsT TOCYJapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJCTB MJs MEIUIIMHCKOTO
MPUMEHEHHUsI W TOPSJOK BEIEHUS TOCYAApCTBEHHOTO PEEeCcTpa JIGKAPCTBEHHBIX CPEIACTB A
BETEPUHAPHOTO TPUMEHEHHUS YTBEP)KIAIOTCSI COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (efepaibHbIM
OpraHOM MCTOJIHUTEILHOM BIACTH.

Ctatbs 34. Bknio4yeHMe B rocyfapCTBeHHbIW peecTp JeKapCTBEeHHbIX CpeacTB U
UCKIoYeHune u3 rocynapcTBeHHOro peecTpa NneKapCTBEHHbIX cpencTs
c¢hapmaLieBTMHECKOWN CybCTaHLMK, Nponu3BeAeHHON ANA peanu3aummn
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlna BxmodeHust (apMalneBTHUECKOW CyOCTaHIIMM, TPOM3BEICHHON [UIs pealn3allid, B
roCy/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, MPOBOAUTCS SKCIIEPTHU3A €€ KauecTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcnepTHh3a KauecTBa yKa3aHHOW B 4acTH | HACTOSIICH cTaThu (papMaleBTUYECKO CyOCTaHITUH,
COCTaBJIEHUE KOMHUCCHEH 3KCIEPTOB 3aKIIOUECHUN M0 pe3y/IbTaTaM 3TOM 3KCIEPTU3bl U UX HAlpaBlieHUE B
YIIOJTHOMOYEHHBIN (efiepalIbHbIil  OpraH HCIOJHUTEIBHOW BIACTH OCYILIECTBIISIIOTCS B CPOK, HE
MPEBBIIAIONINI  IIeCTUACCATH paboyux JHEH Cco JHS TMOJYYEHHUS OKCIEPTHBIM YUpEexkKICHHEM
COOTBETCTBYIOIIETO 3aJaHHs YIMOJHOMOUYEHHOrO (elepalbHOT0 OpraHa HUCHOJHUTEIHHOW BIIACTH U

CJICAYIOHIUX NJOKYMCHTOB!

1) KomWsl JUIEH3WH Ha MPOM3BOJCTBO JICKAPCTBEHHBIX CPEJACTB MM KOIHUSA 3aKIIOUYCHUS O
COOTBETCTBHUU  IPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEJACTB TPEOOBAaHUSAM TPaBWJI  HaJUICkKaIICH
MIPOU3BOJICTBEHHOM MPAKTUKH, BBIIAHHBIX YIIOJHOMOYEHHBIM (hefiepalbHbIM OPraHOM HCTIOJIHUTEIbHOM
BIIACTH, B CIly4ae, €Cld MPOU3BOJCTBO JIEKAPCTBEHHOI'O CpEACTBa ocylecTBisercs B Poccuiickoii
Odenepauny;

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

2) KOImug JOKYMCHTA, BBIJJAHHOTO YIIOJJHOMOYCHHBIM OpPraHOM CTpaHbl MPOU3BOAUTEIIA
JICKAPCTBCHHOT'O CPCACTBA U MOATBECPKAAOLICTO pa3pClIICHUE ITPOU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA,
" €ro IepeBOa HA pYCCKI/Iﬁ A3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IOPAAKE, 4 TAKKE KOIUA 3aKIIFOUYCHUS O
COOTBCTCTBUU  IPOU3ZBOAUTCIIA  JICKAPCTBCHHBIX  CPCACTB Tpe6OBaHI/I}IM IMpaBUJI HaIexKamien
HpOHBBO,Z[CTBCHHOf/'I MMPAKTHUKHU, BBIJAHHOTO YIIOJTHOMOYCHHBIM (I)e,[[epaJlBHBIM OpraHomM HCIOJHUTEIBHON
BJIaCTH, 100 KOIHUS pelmieHud YIIOJIHOMOYCHHOI'O (be;[epanLHoro opraHa HUCIIOJHUTEILHON BIACTH O
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MMPOBCACHUN HWHCICKTUPOBAHUA IMPOU3BOAUTCIIA JICKAPCTBCHHOI'0 CpPCACTBA. Yka3anHbIC AOKYMCHTBIL
MIPEJICTABJISIIOTCS B CIydae, €CIM IIPOM3BOJICTBO JIEKAPCTBEHHOI'O CpPEJICTBA OCYILECTBISETCS 3a
npeaenamu Poccuniickoit denepanuu;
(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) JOKYMEHT, COACpKAIIUN CIICTYIONNE CBEACHUS O (hapMalleBTHUECKON CyOCTaHITHH:

a) HAMMEHOBaHHUE (papMalleBTUUYECKON CyOCTaHIIMM, €€ CTPYKTYpa, 00I1e CBOMCTBA;

0) HauMEHOBaHME U aIPeC MPOU3BOAUTEIS;

B) TEXHOJIOTHS MPOU3BOJACTBA C OMUCAHUEM CTaJUM MPOU3BOACTBA M METOJOB KOHTPOJISI HAa BCEX
CTaJusAX MPOU3BOJCTBA;

I') onyMcaHue pa3paboOTKH Mpoliecca MPOoru3BO/ICTBA;

1) ONHCAaHHE KOHTPOJS KPUTHYECKHX CTaJud Tmpolecca MPOU3BOJACTBA M IMPOMEKYTOUHOU
TIPOJYKIHH;

€) TOKyMEHTaJIbHOE TIOATBEPXKACHHUE (BaIMIAIINS ) TPOIIECCOB U (MJIH) UX OIICHKA;
’K) CBOMCTBA M CTPYKTypa ICHCTBYIOIINX BEIIECTB;

3) XapakTepHUCTHKa IPUMECei;

1) crienudukanys Ha (papManeBTHIECKYI0 CyOCTaHIIMIO U €€ 000CHOBAaHHUE;

K) aQHAJIUTHYECKUE METOJWKH, UCIOIb3yeMble TPU OCYIIECTBICHHUM KOHTPOJIS KadyecTBa
(hapmareBTHIeCKON CyOCTaHIINH;

J) TOKyMEHTaJIbHOE MOATBEpKACHUE (BalIMIalus) aHAJTUTHUYECKUX METOJHK, HCIOIb3yeMbIX MpH
OCYILIECTBJICHMH KOHTPOJISl KayecTBa (papMalleBTUUECKON CyOCTaHIINY;

M) pe3yJbTaThl aHANU3a cepuil (hapmalieBTHUECKOI CyOCTaHIInu;

H) MNEPCUCHb CTAaHAAPTHBIX O6p3.3].IOB HJIM BCUICCTB, UCIIOJIb3YCMBIX IIPU OCYIICCTBJIICHUU KOHTPOJIA
Ka4dyCCTBa,

0) ONMCAHHE XapaKTEPUCTUK M CBONCTB YIIAaKOBOYHBIX MATEPUAIIOB M YKYIIOPOUHBIX CPE/ICTB;
1) TaHHbIE O CTA0OMIBHOCTHU (papMalleBTUYECKOM CyOCTaHITNH;
P) CPOK TOAHOCTH;

4) HOKYMCHT, conepmamﬂﬁ CBCACHUA O PErucCTpalu MpoOu3BOAUTEIIA JICKAPCTBCHHBIX CPEACTB IJIA
MCIAUIUHCKOI'0 IMPUMCEHCHUA B KAYCCTBC HAJIOTOIUIATCIIbIINKA B CTPAaHC PETUCTPALIUN (I[J'IH pOCCHfICKPIX
OPUIUYCCKUX JIUIL - I/I,Z[CHTI/I(pI/IKaLII/IOHHHﬁ HOMCPp HaJIOroIiaTCJIbIIUKa (I/IHH), Il AHOCTPAHHBIX
HOPUIUYCCKUX JIUI - CTPaHa PCTUCTPALIUNA, HAMMCHOBAHUC PECTUCTPHUPYIOIICTO OpraHa, peFI/ICTpaHI/IOHHHﬁ
HOMCD, KO HAJIOTOIIATCIIbIIIHNKA B CTPAHC PETUCTPALITUN (I/IHKOpHOpaI_[I/II/I) HJIn €ro aHanor).
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(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactp 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®03 (pen. 13.07.2015))

3. Jns mpoBeneHUsT OJKCHEPTH3bl KadyecTBa yKa3aHHOM B 4YacTH | HacTosied CTaTbu
(dapMaIreBTHUECKON CyOCTAaHIIMHM 3asBUTEIHL IPEICTABISICT B YIIOJTHOMOYCHHBIH (eepalibHbI OpraH
HUCIIOJIHUTEHLHOM BJIACTH:

1) 3asgBiIeHME O BKJIIOYEHHWU B TOCYAAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEICTB JaHHOU
(apmaleBTUUECKOM CyOCTaHIUY;

2) KomMsl NOKYMEHTa, MOATBEPXAAIOLIEr0 YIJIaTy FOCYAApCTBEHHOM MOLUIMHBI 3a BKJIIOYEHHUE B
rOCy/IapCTBEHHBI pPEECTp JIEKapCTBEHHBIX CPEICTB (papMaleBTUUECKONW CYOCTaHLIMH, MPOU3BENEHHOU
JUIsl  peanu3aruu, JMO0 TO COOCTBEHHOW WHHUIIMATHBE YKa3aHHBIM JOKyMeHT. B ciydae ero
HEMNpPEJICTAaBICHNUS 3asBUTENIEM YIOJHOMOUYEHHBIH (efepanbHbIl OpraH HCHOJHUTEIbHOM BIIACTH
npoBepsieT (hakT yriaThl TOCYJapCTBEHHON MOILUIMHBI 3aBUTENIEM C MCIOJb30BaHUEM HHGpopManuu o0
yIlaTe ToCyJapCTBEHHOW MOILUIMHBI, coAepxkalieiics B ['ocynapcTBeHHON MH(POPMAIIMOHHON cucTeMe O
rOCy/IlapCTBEHHBIX M MYHMIIMIIAJbHBIX IUIaTEXKaX, HA OCHOBAaHUHM NPEJCTABICHHON 3asBUTENEM KOMHHU
JOKYMEHTA, MOATBEPKIAIOIIETO YIIaTy roCy1apCTBEHHON MOIIIMHBL;

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

3) TOKYMEHTBI, YKa3aHHBIC B YaCTH 2 HACTOSIICH CTAaThU;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBiIeHWE O BBIJAYe pasperieHuss Ha BBO3 B Poccuiickyto denepanuio KOHKPETHOW MapTHH
HE3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJCTBA, MPEIHA3HAYEHHOIO MJIsl MPOBEICHHUS YyKa3aHHOU
AKCHEPTHU3BI.

(1. 4 BBeien denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TeueHue necsTH pabodMX THEH CO JTHS MPUHSTHS 3asBJICHUS O BKIIIOYCHUN YKa3aHHOW B 4aCTH
1 Hacrosmiei cTathu (papManeBTUYECKON CyOCTaHIIMM B TOCYAAPCTBEHHBIM pPEECTp JICKapCTBEHHBIX
CPEACTB W JIOKyMEHTOB, ITIEPEUMCIICHHBIX B 4YacTh | W MyHKTe 2 4YacTh 3 HACTOSIIEH CTaThH,
VIIOJTHOMOYCHHBIH (pefiepalibHbIl OpTraH UCIIOJHUTEIBHOMN BIIACTH:
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) MpOBOJUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH IAHHBIX, COJICPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;
(B pen. denepanbpHOro 3akona ot 25.11.2013 N 317-03)

2) INPpUHHUMACT PCIICHHUC O HAIPABJICHHUH B JSKCICPTHOC YUYPCIKIACHUC 3adaHHA HaA IIPOBCIACHUC
OKCIICPTU3BI KAUYCCTBA y1<a3aHH0171 B yacTu 1 HACTOSIIEH CTaTbU (l)apMaHeBTquCKOﬁ CY6CT8.HI_II/II/I uim o0
OTKa3¢ B TAKOM HaIIPaBJICHUU

3) yBeOOMIISieT B DNIEKTPOHHOM WM MUCHbMEHHOW (popme 3asBHUTENS O MPHUHSITOM PEIICHUU WU B
cllydae 0TKasa ¢ yKa3aHHeM MPUYHH TaKOTO OTKa3a.
(B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

41. B CJIyda€ BBIABJIICHUA HCEIOCTOBCPHOCTU CBCHCHHﬁ, COACPIKAINUXCA B HNPCACTABICHHBIX
3asABUTCIIEM MaTCpUajiax, yHOJ'IHOMOLICHHHﬁ (beﬂepaHLHLIﬁ opraH HUCIIOJHUTEILHOM BJIACTH HaIpaBJIsICT
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3asIBUTEINII0 3alpoc 00 YTOYHCHHWM YKa3aHHBIX CBeJIeHWH. JlaHHBIM 3ampoc MOXeET ObITh mepenaH
YIOJIJHOMOYEHHOMY IPEACTABUTENI0 3asBUTENA JMYHO IIOJ PACIHCKY, HAIPABJEH IO IIOYTE 3aKa3HBIM
MUCHbMOM WJIM TIEPEAaH B 3JIEKTPOHHOU (opMe MO TeIEKOMMYHUKAI[MOHHBIM KaHaldaM CBs3U. B cimydae
HaIlpaBJICHUs JAHHOTO 3aIpoca IO M0YTE 3aKa3HbIM MMCbMOM OH CYUTAETCS IOJIYYEHHBIM 10 HCTEUYEHUN
LIECTH JHEH C 1aThl HAIIPABJICHMS 3aKa3HOTO IIMChMA.

(uactsp 4.1 BBenena @enepaibHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH TMPEICTABUTH OTBET HA 3alPOC YIIOJHOMOYCHHOTO (eAepalibHOrO OpraHa
WCTIOJTHUTEHHONW BJIACTH B CPOK, HE MPEBBIMIAIOIINM JEBIHOCTA pabOYMX THEH CO JHS TOTYydSHUS
naHHoro 3ampoca. Cpok, yka3aHHBIM B 4acTu 4 HACTOAIIEW CTaThU, MPHUOCTAHABIMBACTCS CO JIHSA
HaIpaBJICHUS 3asBUTEIIO 3allpOca YIIOJIHOMOYEHHOTO (heZiepaibHOr0 OpraHa UCIOJHUTENIBHOM BIAacTH 110
JTHSI TIOJTyYEHUsI UM OTBETa Ha JAHHBIA 3alpOC M HE YUYUTHIBACTCS MPU HMCUYUCICHUH CPOKa DKCIEPTHU3BI
KauecTBa (hapMalleBTHYECKON CyOCTaHIIMM, HEUCIIOIb3yeMOM TIPH TMPOU3BOJCTBE JIEKAPCTBEHHBIX
IIpenapaToB.

(dactp 4.2 BBeneHa dOenepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM JJisl OTKa3a B HaIIPaBJICHUU B 3KCIIEPTHOE YUPEKICHHUE 3aJaHHsl HAa MPOBEJECHUE
SKCIEPTU3bl KadecTBa yKa3zaHHOM B dYacth | Hacrosimed cratbu (apMaleBTHUYECKON CyOCTaHIIMH
SBJIIETCS HENpPEJCTaBJI€HUE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HACTOSIEW CTaTbU, OTCYTCTBHE
uHpopmaluy, NOATBEp)KIarome (akT ymiaTel TOCYJApCTBEHHOM MONUIMHBI 3a  BKJIIOYEHHE
(hapmareBTHUEeCKOW CyOCTaHIIMM, TPOW3BEACHHOW I peaju3allid, B TOCYAAPCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEJICTB, HENPEACTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETA HA YKA3aHHBIN B
yacT 4.1 HACTOSIIEH CTaThH 3aMpPOC YIOJHOMOYEHHOTO (efepaIbHOT0 OpraHa UCIOJHUTEILHON BJIACTH
WM TpeCTaBlIeHUE TIOKYMEHTOB, HE COAEp KAIMX UCUEPITBIBAIOLIETO MepeUHsl HeOOXOUMBIX CBEACHUI.
(dactpb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TedeHue mnATHamuaTH pabOYMX THEH CO JHS TOJYYSHHS PEHIICHHS YIOJIHOMOUYEHHOTO
(benepaabHOrO OpraHa MCHOJHUTEIBHOM BIIACTH O HAIPABJICHUU B SKCIEPTHOE YUPESIKICHHUE 3aJaHUs HA
MPOBEICHUE AKCIEPTH3bl KavyecTBa YyKa3aHHOW B uacTh | HacTosmied craThd (apMalieBTUYECKOMH
CyOCTaHIMH 3asiBUTEIb MPEICTABISET B SKCIIEPTHOE YUPEKIACHUE JUIS MPOBEICHHUS TAHHOM SKCIEPTH3BI
o0pa3ipl papmManeBTHIECKOH CyOCTaHIIMKM B KOJMYECTBE, HEOOXOAMMOM JUIsi BOCITPOU3BEACHUSI METOJIOB
KOHTPOJIS KauecTBa. OJKCIEPTHOE YUPESKICHHWE TNPU IOJydeHHH OOpas3loB YKa3aHHOW B dacTh |
HACTOsIIEH CTaThM (DapMaleBTUYECKOW CYOCTAHIIUHM BBLIACT 3asBUTEIIO JTOKYMEHT, MOJITBEPKIAOIINN
MOJIydeHHUE 3TUX O0Opa3loB, W B CPOK, HE TPEBBINIAIOIIUWN Tpex pabo4Mx ITHEH, YBEJIOMIISIECT B
AJIEKTPOHHOW WJIM TNUCBbMEHHOW (¢dopmMe 00 93TOM  YyINOJHOMOYEHHBIH (enepalibHbIii  OpraH
WCIIOJIHUTENBHOM BIACTU. DTH CPOKHU HE BKIIIOUAIOTCA B CPOK NMPOBEICHUS JAHHON SKCIEPTU3HL.

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

7. JIoKyMEHTBI, IOCTYNUBIINE B 3KCIEPTHOE YUPEKACHHUE JUISI IPOBEIEHUS YKCIEPTU3BI KauecTBa
yKka3aHHOM B wacTu | Hacrosieil craTbu (apMaleBTUUECKOW CyOCTaHIIMHM, TMOAJIEKAT BO3BpaTy B
YIIOJIHOMOYEHHBIN (peiepaabHbIil OpraH HCIOJHUTENBHONW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMH I10
pe3yspTaTaM IPOBENCHHON IKCIEPTU3HI.

8. B CpPOK, HC HpeBBIIJ_IaIOH_IHﬁ IIATH pa60‘{I/IX JHEH cO IHSA MOJIYYCHUS 3aKIIFOUCHUSA KOMHCCUH
OKCIIEPTOB IO PE3yJibTaTaM SKCICPTU3bI KAa4YC€CTBa YKaSaHHOﬁ B yacth 1 HACTOSIIEN CTaTbH
q)apMaHeBTquCKOﬁ Cy6CTaHI_II/II/I, ynOHHOMO‘-ICHHLIﬁ (I)C,Z[epaJlLHHﬁ opran HCIIOJIHUTEIbHOM BIIACTH:

1) OCYIICCTBJIACT OLICHKY TAKOTO 3aKJIHOYCHUSA I OMPCACIICHUA €T0 COOTBCTCTBUA 3aJdHUIO Ha
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IMPOBCACHUC I[aHHOfI SKCIICPTUILI;

2) MpUHUMAET pPelIeHne O BKIIIOYCHUN YKa3aHHOM B 4acTH | HacTosmel craThl (hapMareBTHIEeCKOM
CyOCTaHIIMM B TOCYIApCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEJCTB WM pelleHHe 00 OTKa3e B TaKOM
BKJIFOYCHUU;

3) BHOCHUT MNpHU MNPUHATHM PELIECHUS O BKIIOYEHUH YyKa3aHHOM B wacTu | Hacrosmiedl craTbu
(dapManeBTHUECKOW ~ CyOCTaHIIMM B TOCYAApCTBEHHBIM  peecTp  JICKapCTBEHHBIX  CPEJICTB
MPEAYCMOTPEHHYIO TTYHKTOM 2 4yactu | cratbu 33 Hacrosmiero denepanpbHoro 3akoHa UHGOPMAIIIO U
YBEAOMIISIET 00 3TOM B 3JIEKTPOHHOM MM MUCbMEHHOU (popme 3asiBUTEIS.

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

9. OcHoBaHMeM [JJs OTKa3a BO BKJIIOUEHUM YKa3aHHOM B dYacTH | HacTofAlmed craTbu
(apmalneBTUUECKON CyOCTaHLIMM B TOCYIAPCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEICTB SIBISIETCS
3aKJIFOUEHUE COOTBETCTBYIOUIETO YMOJHOMOYEHHOIO (eepaibHOro OpraHa MCIOJIHUTEIbHOW BJIACTU O
TOM, YTO KauecTBO (papMaleBTUUYECKON CyOCTaHIIMM HE MOJITBEPK/IEHO MOJTYYE€HHBIMH JJAHHBIMU.

(qactp 9 BBeneHa denepanbHbIM 3akoHOM OT 22.10.2014 N 313-03; B pen. @enepanbHOT0 3aKOHA OT
04.06.2018 N 140-®3)

10. He nomyckaeTrcsi BKJIIOYEHHE B TOCYJApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OJHOU
(bapManeBTUUECKOW CyOCTaHIMM, NMPOU3BENECHHOM Ul pealu3alud U BbIYCKAaeMON OJHUM U TEM e
IIPOU3BOIUTEIIEM, B BUJIE IBYX U O0JI€€ PEECTPOBBIX 3aAMUCEH.

(gactp 10 BBenmena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHecenue u3MeHeHU B JOKYMEHTHI Ha (papMarieBTUYECKYIO0 CYOCTaHIINIO, TIPOU3BEACHHYIO IS
peaiv3allii U BKIIIOUEHHYIO B TOCYIAPCTBEHHBIM pEeCcTp JIEKapCTBEHHBIX CPEICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBieHHOM craThsiMu 30 u 31 Hactosmero @denepanbHOro 3aKoHa, C YILUIATON
roCyJlapCTBEHHOM MOUIJIMHBI, TPEAYCMOTPEHHOM 3aKoHOAaTENbCTBOM Poccuiickoin denepannu 0 Hajgorax
u cOopax.

(dactp 11 BBenmena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. lomyckaercst oOpamieHune papmManeBTHIEeCKUX CyOCTaHIINN, TPOU3BEICHHBIX IS peaTu3aliy, B
TEYCHUE CTa BOCHBMUJCCATH ITHEW JO M TOCJIE NPUHSATHS YIIOJHOMOYCHHBIM (eepallbHbIM OpPraHOM
WCTIOJITHUTEIBHOW BIIACTH PENICHHWS O BHECCHMHM W3MEHCHHUH B JIOKYMEHTHI Ha (DapMaleBTHYECKYIO
CyOCTaHIMIO, TPOW3BEACHHYIO JUIsI pealu3allid W BKIIOYCHHYI0 B TOCYAAapCTBEHHBIA peecTp
JICKApCTBEHHBIX CPE/ICTB.

(uacth 12 BBenena denepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

13. Pemenne 00 HCKIIOYEHUH U3 TOCYAapCTBECHHOI'O peeCTpa JICKAPCTBCHHBIX CpPCIACTB
(l)apMaHeBTquCKOﬁ CY6CT8.HI_II/II/I, HpOHSBeI[eHHOﬁ UL pealin3daliluv, MPUHUMACTCA YIIOJITHOMOYCHHBIM
(l)e,[[epaJ'ILHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH B cJIy4dac:

1) NpeACTaBJICHUA COOTBECTCTBYIOIIHUM YITOJTHOMOYCHHBIM (l)ellepaJ'IBHBIM OpraHom HCIIOJIHUTEIILHON
BJIACTHU 3aKJIKOUYCHUA O PUCKEC HIIN 00 Yrpo3e XKU3HU WU 3JO0POBBHO YCIIOBCKA 00 KUBOTHOTO npu
HCIIOJIb30BAHUHU JICKAPCTBCHHOI'O CPCACTBA,

2) nogadun pa3p3.60T‘{I/IKOM JICKAPCTBCHHOTO CpCACTBA HWJIM IMPOU3BOAUTCIIEM JICKAPCTBCHHOI'O
cpeacTBa 0o YIOOJIHOMOYCHHBIM HMHU JPYI'UM HOPpUAAYCCKUM JIMIOM 3asBJICHUA 00 HUCKIIIOYCHUH U3
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rOCYIapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEICTB (apMalleBTHUECKOW CyOCTaHITMH, MPOU3BEICHHOM
JUIs pealin3aluy;

3) orcyrcTBUs (papMalleBTUYECKON CYOCTaHIIUM, MPOU3BEACHHON IS peaau3aluu, B oOpalieHuu B
Poccuiickoit deneparuu B TeUeHUE Tpex u Ooee JeT.
(uactp 13 BBenena @enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Cratba 35. YTpatuna cuny ¢ 1 nions 2015 roaa. - PeagepanbHbIv 3aKoH oT 22.12.2014
N 429-®3.

Ctatba 36. OGxanoBaHue pelweHUss 006 oOTKase B BblAaye paspelleHns Ha
npoBeAeHMe KIMHUYECKOro uccrieAoBaHUA JeKapCTBEHHOro npenapaTa, peweHus ob
OoTKasze B roCyAapCTBEHHOW perncTpauvMm JeKapCTBEeHHOro npenapaTa, 3akfi4eHus
KOMMCCUM IKCNEePTOB IKCMEPTHOIO yUYpPEXOAeHUS UNK1 3aKnoYeHUs coBeTa No 3aTuke

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

Pemrenne coOTBETCTBYIOMIETO YIMOJHOMOYEHHOTO (PeepaibHOTO OpraHa MCIOJHUTEILHON BIACTH
00 OTKa3e B BBIJAY€ paspelicHUs] Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npernapaTa, pelIeHHEe YKa3aHHOTO (QelepalibHOTO OpraHa HCIOJHUTENbHON BJIACTH 00 OTKa3e B
TOCYJapCTBEHHOM pErucTpandyd JIEKApCTBEHHOTO TIpemapara, 3akiIIoueHHe KOMHCCHU OKCIIEPTOB
SKCIEPTHOTO YYPEXKACHUS WIM 3aKIIOYEHUE COBETa MO 3TUKE MOXKET OBITh 00KaJOBAaHO B TMOPSIIIKE,
YCTaHOBJICHHOM 3aKOHOJaTeIhCcTBOM Poccuiickoit denepamnuu. 3akmoueHre dKCepTa, opopMIIEHHOE TI0
WUTOTaM 3KCIEPTU3bI B LEJAX ONPEACIICHNS B3aUMO3aMEHAEMOCTH 3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npernapaTa, MOKeT ObITh 00KaJ0BaHO JepKaTelleM WM BIAJENbLIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKAPCTBEHHOTO MpErnapaTra B KOMUCCHIO IKCIIEPTOB HKCIEPTHOTO YUPEKIACHUS. 3aKIOUEHUE KOMHUCCHUU
SKCHEPTOB JKCHEPTHOTO YUPEXKICHHs, O(GOPMIIEHHOE II0 UTOraM IMepecMOoTpa 00KaJoBaHHOIO
3aKJIIOUEHUSI JKCIEepTa, MOXKET OBITh OCIOPEHO JeprKaTesieM WIM BJIAAEIbIEM PEruCTPAllMOHHOTO
yIIOCTOBEpEHUsl JICKApCTBEHHOTO Ipernapara 00 YIOJIHOMOUYEHHBIM MMH JIMIIOM B TOPSJIKE,
YCTaHOBJICHHOM  3akoHozaTtenbcTBOM  Poccuiickoit  ®enmepanuu. Ilpum  oOkanoBaHuM — pemieHUs
YIIOJTHOMOYEHHOT0  (peiepaibHOr0 OpraHa HCIOJIHUTENBHON BIACTH, 3aKIIOUEHHUs DKCIepTa WU
KOMMCCHH 3KCIEPTOB KCIEPTHOTO YUPEIKICHUS, 3aKIIOUEHUSI COBETA 110 ITUKE JEPKATEIb WU BIIaJeler
PETUCTPAIIIOHHOTO yJOCTOBEPEHHS JIEKAPCTBEHHOTO IIpernapaTta Ju0O0 YIMOJHOMOYEHHOE HMH JIULO
BIPABE NPEICTABUTH PE3YIbTaThl 3KCHEPTHU3bl JEKAPCTBEHHOI'O IpernapaTra, HPOTOKOJbl MOITYYEHHBIX
aKKpEJMTOBAHHBIMH UCHBITATEIbHBIMU Jab0OpaTopusMu (LIEHTPAMU) pPE3yabTAaTOB UCCIIEIOBAHUIA,
HCIIBITAHUU.

Cratba 37. WHdopmaumsa, cBA3aHHaAA C OCYLWECTBNEeHUEM rocyaapCTBeHHOMN
perucTpauum neKapcTBEHHbIX MpenapaTroB, MWHopMauua O 3aperucTpupoBaHHbIX
NeKapCTBEHHbIX npenapatax W JieKapCTBEeHHbIX Mpenapartax, WCKMIYEeHHbIX U3
rocynapCTBeHHOro peecTpa JfieKapCTBEHHbIX CPeacTB

1. CooTBETCTBYIOIMI YIIOJTHOMOYEHHBIN (e/lepantbHblil OpraH HCHOJIHUTENIBHON BIACTH pa3MeIlaeT
Ha cBOoeM o¢uiuagbHOM caiite B ceTu "HHTepHer" MH(pOpMalHMIO, CBSI3aHHYIO C OCYIECTBIEHHUEM
rOCylapCTBEHHON PErMCTpalyy JIEKAPCTBEHHBIX MPENapaTroB, B TOM YHUCJIE NPOBEACHUEM DKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB (BKIIOYAsl Pe3y/bTaThl €€ MPOBEICHHS ), HHPOPMAIIMIO O 3apeTUCTPHUPOBAHHBIX
JIEKapCTBEHHBIX IIpenaparax M JIEKapCTBEHHBIX IIpenaparax, HCKIIOYEHHBIX M3 TOCYAApCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEJICTB, HE MO3JHEE 4YeM uepe3 MATh padouux IHEH co JHS MOJTydeHUs
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COOTBCTCTBYIOIIHUM YIIOJTHOMOYCHHBIM CI)GI[epaJILHLIM OopraHomM HWCIIOJTHUTEILHOM BJIACTH 3asIBICHHUS O
rOCY/IapCTBEHHOM PErHCTpPaIMHU JIEKAPCTBEHHOTO MpenapaTa.
(B pen. ®enepanbhoro 3akoHa oT 22.12.2014 N 429-D3)

2. Cpoku W TOpSAOK pa3MelleHHs YKa3aHHOW B dYacTé | Hactosmed craTbd HH(pOpMaIuu
YCTaHABJIMBAIOTCS YIOJHOMOYEHHBIM (e/iepalibHbIM OpPraHoOM MCIIOJIHUTENbHOM Biactu. MHpopmarus,
yKa3aHHas B 4acTH | HacCTOsALIEH CTAaTbU, SBJISETCS OTKPHITOM M OOIIENOCTYIHOM M MPEOoCTaBisieTcs
3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanun.

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

Mnaea 7. KNMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAULMHCKOIO NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAOEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Ctatba 38. KnuHuyeckue wuccnegoBaHus JNIeKapCTBeHHbIX npenapaTtoB AOnd
MegUUMHCKOro npuMmeHeHus

1. Knuandeckue ucciaeaoBaHus JICKaPCTBEHHBIX MPENapaTroB JjIsi MEIUIIMHCKOTO MPUMEHEHHS, B
TOM YHCJIE MEXYHAPOIHbIE MHOTOIICHTPOBBIE, MHOTOIIEHTPOBBIE, TOCTPETUCTPAIITMOHHBIE, IIPOBOISTCS B
OJIHOM MJM HECKOJbKUX MEIWLUHCKUX OpraHu3alusgX B COOTBETCTBUHM C IMpaBWJIaMU HaJaJexamiei
KIIMHUYECKOW MPaKTUKH, YTBEP)KIEHHBIMH YIOJHOMOYEHHBIM (eiepaIbHBIM OPraHOM HCHOJHUTEIbHON

BJIACTH, COOTBETCTBEHHO B CIICIYIONINX HIEJISX:
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ycranoByieHre 0€30MMacCHOCTH JIEKAPCTBEHHBIX MPEMapaToB IS 3JJ0POBBIX TOOPOBOJIBIEB U (HJIN)
MIEPEHOCUMOCTH UX 37J0POBBIMHU JOOPOBOJIbLIAMH, 32 UCKIIOUEHUEM TaKUX MCCIEAOBAHUN JI€KapCTBEHHBIX
MpenaparoB, NPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepannu;

2) l'IOI[60p ONTUMAJIBHBIX TO3UPOBOK JICKAPCTBECHHOTI'O IIpCIiapaTa U Kypca JICYCHUA IJIA MalMCHTOB
C OIpCACICHHbBIM 3360J’I€BaHI/IeM, OIITUMAJIBHBIX 03 M CXCM BaKIHMHAIIUHU I/IMMyHO6I/IOJ'IOl"I/ILIeCKI/IMI/I
JICKAPpCTBCHHBLIMHU IIpCIIapaTaMu 310POBbLIX ,Z[O6pOBOJ'IBI_[eB;

3) ycTaHoBleHHE 0€30MaCHOCTH JIEKApCTBEHHOTO Ipernapara u ero 3G(pekTuBHOCTH ISl TAIUEHTOB
C ompeneneHHbIM 3aboneBaHueM, MpodumakTuueckod 3IGGHEKTUBHOCTH HUMMYHOOHOJIOTUYECKHX
JIEKapCTBEHHBIX MPENapaToB AJs 3J0POBBIX TOOPOBOIIBIIEB;

4) HU3YUYCHHUEC BO3MOKHOCTU pACIINPCHUSA MOKa3aHUM 111 MEIUIIMHCKOTO IMPUMCHCHHA U BBISABJICHUS
PaHCC HCU3BCCTHBIX MOOOYHBIX HeﬁCTBHﬁ 3apPCTUCTPHUPOBAHHBIX JICKAPCTBCHHLBIX ITPCIIAPaTOB.

2. B otHOmICHNHM BOCITPONU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaTOB It MEAULIMHCKOTO IPUMCHCHUA
MMPpOBOAATCA HCCICAOBAHUA OMOSKBHBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTquCKOﬁ OKBHUBAJICHTHOCTH B
opsAAKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (I)e,[[epaJ'ILHLIM OopraHomMm HCIIOJIHUTEIHLHOM BIACTH.

3. OpraHI/I3aumo MNpOBCACHUA KIMHHUYCCKUX HCCIIeJOBaHUI JICKApCTBCHHOI'O IIpcrapara I
MCIUIUHCKOI'O MPUMCHCHHA BIIPABC OCYIICCTBJIATD:

1) pa3pa60Tqm< JICKApCTBCHHOTO IIpCIriapaTa Wi YIIOJIHOMOYCHHOC UM JIMIO,
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2) oOpa3oBarelbHble OpraHU3allMM BbICHIETO O0Opa30BaHUs, OPraHM3ALUU JIOTIOJHUTEIHLHOTO

podecCHOHATBHOTO 00pa30BaHMS;
(. 2 B pen. @exnepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-HCCIIEeI0BATEIbCKUE OpraHU3aliy.

4. KnuHMYeCKHE HCCIIEOBAaHUs JIEKQpCTBEHHOIO Ipernapara Uil MEAMLIMHCKOIO IMPUMEHEHMUS
IIPOBOJATCS. HA OCHOBAaHUU pa3pelIeHUs] HA MPOBEICHUE KIMHUYECKOTO HCCIENOBAaHUS JIEKAPCTBEHHOIO
npenapaTta, BBIJJAHHOTO  YIOJHOMOYEHHBIM (efiepaibHbIM OPraHoM HCIHOJIHUTEIbHOW  BIIACTH.
YnosHOMOYEHHBIN (eiepaabHbIM OpraH NCHOJHUTEIBbHON BJIACTU BEAET PEECTP BBIAAHHBIX pa3pelIeHu
Ha IPOBEACHUE KIMHUYECKUX MCCIEN0BAHUN JIEKAPCTBEHHOIO IIperapara, COAEpKalluil yKa3aHUue Ha UX

IeJTb WK TIeJTH, B YCTAHOBJICHHOM 3THM OPTaHOM ITOPSIJIKE.
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrparun cuiy ¢ 1 urons 2015 roga. - @enepanbubiii 3akoH o1 22.12.2014 N 429-D3.

6. K opranusannm mpoBeACHUS KIMHUYECKUX MCCIEIOBAHWM JIEKAPCTBEHHOIO IIpenapara Juist
MEJUIIMHCKOTO TMPUMEHEHHsI pa3pabOTUYMKOM JIEKApCTBEHHOTO Ipemapara MOTYT IPHUBJIEKATHCA
IOpUAMYECKUE JIMIAa JII000M  OpraHM3alMOHHO-TIPaBOBOM  (GOpPMBI TNpPU  YCIOBUM  OOecreYeHHs
COOTBETCTBUS 3TUX UCCIIEI0BaHUH TpeOoBaHUAM HacTosiero denepansbHOro 3aKOHa.

7. KnuHudeckue uccieqoBaHMs JIEKapCTBEHHBIX MpPENapaToB Uil MEAUIIMHCKOTO NpPUMEHEHUs
MPOBOJATCS B METUIIMHCKUX OpraHU3alusiX, aKKPEAUTOBAHHBIX YIMOJIHOMOUYEHHBIM (deaepaibHbIM
OpPraHoOM HCIIOJIHUTEIBHONM BJACTM B MOpsaKe, ycraHoBieHHOM [lpaButensctBoM Poccuiickoit
denepanuu.

8. IlepeueHb MEIUIIMHCKUX OpraHu3alui, UMEIOUIMX MpPaBO MPOBOJAUTH  KIMHUYECKHE
UCCIIEIOBAHUS JICKAPCTBEHHBIX MPENaparoB s MEAUIMHCKOTO MPUMEHEHHs, M PEeecTp BbLAAHHBIX
paspelieHdid  Ha  OpOBENCHHE  KIMHUYECKMX  MCCIEJAOBAHUN  JIGKAPCTBEHHBIX  IPENapaToB
OMYOJMKOBBIBAIOTCA W PAa3MEIIAIOTCA YIIOJIHOMOYEHHBIM (ellepaJbHbIM OPraHoM HCIOJIHUTEIbHON
BJIACTH B YCTAHOBJICHHOM MM IOPSIKE HA CBOEeM OHIlMaIbHOM caiiTe B ceTu "MHTepHeT".

CratbAa 39. PeweHue o npoBeAeHUN KITMHUYECKOrO UCCrefoBaHUA JIeKapCTBEHHOro
npenaparta Ana MeaUuLUHCKOro NpuMeHeHus
(B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Knuamueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpfliapara IJsd MCIULHMHCKOI'O IIPHUMCHCHUA
IpOBOAUTCA HAa OCHOBAHHHU PA3PCIICHUA Ha IIPOBCACHUC KIIMHUYCCKOI'O HCCICAOBAHUS JICKAPCTBCHHOI'O
npemnapara, BbIAAHHOI'O YIIOJIHOMOYCHHBIM Q)eﬂepaHLHLIM OopraHom HCITOJIHUTEILHON BJIACTH TIO
pe3yibTaTaM 3JSKCICPTU3BI NOKYMCHTOB, HeO6XOI[I/IMLIX UL TIOJIYYCHHUS pPAa3pClICHUA Ha IHPOBCACHHC
KIIMHUYCCKOTO UCCICAOBAaHUS JICKAPCTBCHHOT'O IIPLCIiapara u 3THYECKOU OKCIICPTU3BI.

2. Z[J'IH MOJIYYCHUS pPa3pClICHUA Ha IMPOBCACHHUC KIIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara Ajid MCAUIHUHCKOI'O ITPUMCHCHUS 3aABUTCIIb IPCACTABIISCT B ynOJIHOMO‘lCHHBIfI @eﬂepaﬂbHHfI
opradn HUCIIOJIHUTEIHLHOM BIIACTH:

1) 3ad4BJICHUC O BbLJAYC pa3pClICHUA HAa MPOBCACHUC KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBECHHOI'O
npemnapara i MEAUIUHCKOTO ITPUMCHCHU A,
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2) KOMHUHU JIOKYMEHTOB, MOJATBEPXKIAIOUIUX YIUIATy TOCYAapCTBEHHOW MOUUIMHBI 3a MPOBEICHUE
ATUYECKON DJKCIEPTHU3bl, SKCHEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Mpernapar Jyisl MOJy4EHUS
paspelmieHuss Ha IPOBEJCHHE KIMHUYECKOTO HCCIEAOBaHUSA JIEKApCTBEHHOIO IIpernapara i
MEIMIMHCKOTO TPUMEHEHMS, 32 BbIAA4y pAa3pelICHUs] HA MPOBEICHHE KIMHUYECKOTO HCCIIEIOBAHUSA
JICKapCTBEHHOT'O Mpenapara il MEAUUHUHCKOTO MPUMEHEHUS, 33 MPOBEACHUE SKCIEPTU3bI JOKYMEHTOB
Ha JIEKapCTBEHHbIA mpenapar Ui MOJYYCHHUs pa3pelieHHUs] Ha MPOBEACHUE MEXIYHAPOIHOIO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO MCCIEAOBAaHUS JIEKQPCTBEHHOrO Mpernapara sl MEIULIMHCKOIrO
NPUMEHEHHS, 3a BbIAAYYy pa3pelieHus Ha MPOBEICHUE MEXKAYHAPOJHOIO MHOTOLEHTPOBOIO
KIIMHUYECKOTO HCCIIEIOBAaHUS JICKAPCTBEHHOTO TMpenapara i MEIUIUHCKOrO NPUMEHEHUs, 3a
MPOBEICHUE ATUYECKOM HKCIEPTHU3bl, AKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIA mpenapar i
MOJIyYCHHUSI PA3pElICHUs] HAa TMPOBEACHUE MOCTPErMCTPAMOHHOIO KIMHUYECKOTO HCCIEeI0BaHUA
JICKapCTBEHHOT'O Tpernapara s MEAUIMHCKOrO MPUMEHEHUs, 3a BblJady pa3pelICHUs] HA MPOBEICHHE
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO0 MCCIEIOBAaHMS JIEKAPCTBEHHOTO Mpenapara s MEIUIHHCKOTO
MIPUMEHEHHUsI, WM 10 COOCTBEHHOW HMHHIIMATHUBE yKa3aHHBIC JOKYMEHTHI. B ciydae HemnpejcTaBieHUs
3asBUTENIEM yKa3aHHBIX JIOKYMEHTOB YIIOJHOMOYEHHBIN (heaepabHbId OpraH MCTIOJHUTEIBLHON BJIACTH
npoBepsieT (akT yIIaThl TOCYAApPCTBEHHOHN MONUIMHBI C HMCMOJb30BaHMEM HH(poOpManuu o0 yriare
TrOCYJapCTBEHHOM TOILIMHBI, cojepkameiics B [ocymapcTBeHHOW WHGOPMAIIMOHHONW CHCTEME O
FOCYJIapCTBEHHBIX W MYHUIMIMAIbHBIX IIATEXaX, HA OCHOBAHHUM MPEICTABICHHBIX 3asBUTEIIEM KOIIHIA
JIOKYMEHTOB;

3) MOpOTOKON KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO TMpernapaTra Uil MEAUIMHCKOTO
MIPUMEHEHHS;

4) OpoIIropy KCClIeI0BaTeNs;
5) nHpOPMAITMOHHBIN JTUCTOK MAIUCHTA;

6) CBCACHUA 00 OIbBITE pa6OTBI HCCHeﬂOBaTeHeﬁ II0 COOTBCTCTBYIOIIUM CIICHUAJIBHOCTAM MU HX
OIIBITC pa6OTI>I 110 IIPOBCACHUIO KIIMHUYCCKUX I/ICCJ'IG,Z[OBaHI/II\/'I;

7) cBemeHWsT O MEAMIMHCKUX OpraHU3alMsX, B KOTOPBIX MPEAINOJIaraeTcsi MPOBEACHUE
KJIMHHYECKOTO HMCCIICIOBAaHMS JIEKAPCTBEHHOTO TIperapara Jiulsi MEAUIMHCKOTO pUMEHEeHHs (TI0JTHOEe U
COKpAIllCHHOC HAaWMCHOBaHWs, OpPraHU3alMOHHO-TIPAaBOBas (OpMa, MECTO HaXOXKICHHS M MECTO
OCYIIECTBIICHHSI JICATEILHOCTH, TeIe(OH, Teaedakc, aapec dMCKTPOHHON MOYTHI KaXKJIO0W MEIUIIMHCKOM
OpraHU3aIlH ),

8) CBCACHUA (6] npeamnojaraCMbIxX  CpoKax  IIPOBCACHUSA KIIMHHUYCCKOI'O HUCCIICOOBAaHUA
JICKAPCTBCHHOI'O IIperiapara AJisI MCAUIHUHCKOT'O IIPUMCHCHU A

9) KOIIMIKO AJOTO0BOpa 00s13aTEILHOTO CTpaxOBaHUA, 3aKIHOYCHHOI'0O B COOTBETCTBUU C THUIIOBBIMH
IpaBHJIaMHA 00s13aTEILHOTO CTpaxoBaHusl, C YKa3aHUCM npeneanoﬁ YUCICHHOCTH TIIAallMCHTOB,
Y4aCTBYIOIIIUX B KIIMHUYCCKOM HCCICHOBAHUM JICKADCTBCHHOI'O IMpfcrapara I MCIUIHUHCKOTO
IIPUMCHCHUS

10) I/IHCI)OpMaI_II/IIO 0 COCTaBC JICKAPCTBCHHOT'O IIpCriapara it MEAULIUHCKOTO ITPUMCHCHU

11) HAOKYMCHT, COCTaBJICHHBIN MMPOU3BOAUTCIIEM JICKAPCTBCHHOI'O Ipfcrapara I MCIUITUHCKOTO
MNPpUMCHCHUSA U coaepmamnﬁ IIOKa3aTCIn (XapaKTepI/ICTI/IKI/I), a TaKXKC CBCIACHUA O JICKAPCTBCHHOM
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HpenapaTe 1 MCOUIIUHCKOT'O HpI/IMeHeHI/ISI, HpOI/IBBe[[eHHOM JJIA HpOBGIIGHI/ISI KIIMHUYCCKUX
HCCIIEIOBAHNH;

12) xonuio JMIEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJACTB B Ciydae, €CiId MPOU3BOACTBO
JIEKApCTBEHHOIO Ipernapara ocyiectsisiercss B Poccniickoit Penepanyy, WM KONHUIO 3aKIIOYEHUS O
COOTBETCTBMHU IPOU3BOJUTEINS JIGKAPCTBEHHOTO TIpenapara TpeOOBaHMSAM TMPaBHJI  HaJUICKAIICH
HpOPI?;BOIICTBCHHOfI MMPAKTHUKK, BBIJAHHOTO YIIOJHOMOYCHHBIM OpraHOM CTpaHbl MTPOU3BOJUTCIIA
JIEKapCTBEHHOI'O IIpenapara.

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

3. B cpok, He npeBbIlaonui NaTd padounx AHEW co JTHS MPUHATHUS YKa3aHHOTO B MyHKTE | yactu
2 HaCTOSIICH CTaThH 3asiBICHUS M HEOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOYECHHBIH (peepaibHbIi OpraH
WCIIOJTHUTEJIBHON BIIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTU CBEICHHM, COAEpKAIMXCA B MPEICTaBIEHHBIX
3asBUTENIEM JOKYMEHTAX;

2) NpUHUMAET PELIEHUE O MPOBEACHUU JKCIEPTH3bl JOKYMEHTOB JJISl MOJIy4YEHUS pa3pelieHus: Ha
MIPOBEJCHUE KIMHUYECKOTO MCCIIEIOBAHNS JIEKAPCTBEHHOTO Ipernapara JUisi MEAUIMHCKOTO TPUMEHEHUS
1 ATUYECKOM 3KCIEPTU3bI UM 00 OTKAa3€ B MPOBEACHUU YKa3aHHBIX SKCIIEPTHU3;

3) yBenomiisieT B AJEKTPOHHOM (opme Wi Ha OyMa)XHOM HOCUTEJE 3asBUTENs O NPUHSATOM
peuieHny 100 B ciiyyae MPUHATHUS pelIeHus 00 OTKa3e TakKe ¢ yKa3aHHEeM NMPUYHMH TaKOT'0 0TKa3a;

4) moaroTaBiMBAaeT M HAMNpaBseT B OSKCIEPTHOE YUPEKIEHUE M COBET IO 3TUKE 33JaHHE Ha
MIPOBEJIEHUE COOTBETCTBYIOIINX KCIEPTHU3.

4. B ciydae BbISBIICHUS HENOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HH(pOpPMAINH, COAEpIKallehCcs B
MIPE/ICTABJICHHBIX 3asBUTENIEM JOKYMEHTAX, YIOJHOMOYEHHBIH (efepanbHbIi OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABJISIET 3asBUTENIO 3aIpOC 00 YTOUHEHUH yKazaHHOU nHpopmanuu. JJaHHBINA 3a11poc MOXKET
ObITh MepellaH YIMOJTHOMOYEHHOMY MPEICTaBUTENI0 3asBUTENS JIMYHO IOJ PACHUCKY, HAMpaBjeH IO
MOYTE 3aKa3HbIM MHCHMOM WJIM MEpelaH B 3JEKTPOHHOU (GopMe MO TeIeKOMMYHUKALMOHHBIM KaHajlaM
CBsA3U. B ciyuae HampaBiieHHs [aHHOTO 3ampoca IO TOYTe 3aKa3HbIM IMHCBMOM OH CUYUTAaeTcs
MOJIyYEHHBIM 10 MCTEUEHUH LIECTH JHEHW C JaThl HaNpaBJCHHs 3aKa3HOTO MHCbMa. 3asBUTENb 00s3aH
MPEJICTaBUTh OTBET Ha 3alpoC YIMOJHOMOYEHHOTO (elepalbHOTO OpraHa HCIOJIHUTEIbHOW BIACTH B
CPOK, HE MPEeBBIIAIONINN AeBsHOCTA pabouyux AHeN co aHA ero nosuydeHus. Cpok, yKa3aHHBIN B yacTu 3
HACTOSIIIEH CTaThU, MPUOCTAHABIMBACTCS CO JHS HAIMpPABIICHUS 3aSBUTENIO 3alpoca YMOJIHOMOUYEHHOTO
(beneparbHOrO OpraHa UCHOJHUTENIBHOM BIACTH 10 JHS TMOJXYYEHUS UM COOTBETCTBYIOLIETO OTBETA U HE
YUYUTBHIBACTCA TMpPU HMCYUCICHWHW CpOKAa WPHUHATUSA YIOJIHOMOYEHHBIM (penepaabHbIM  OpraHOM
WCIIOJTHUTENBHON BIACTH PEIICHHS O MTPOBEACHUH SKCIEPTU3bI JOKYMEHTOB ISl TOJIYYEHHS pa3pelieHus
Ha TPOBEJICHHWE KIMHUYECKOTO UCCIEIOBAaHMUS JIEKApCTBEHHOIO THpernapara s MEAUIMHCKOTO
MIPUMEHEHHSL.

5. OcHoBaHueM AJI1 OTKa3a B MPOBCACHUHN JKCICPTU3BI JOKYMCHTOB UL IMOJIYYCHHSA Pa3pCUICHUA
Ha TMPOBCACHUC KIIMHUYCCKOI'O0 HCCICAOBAHUA JICKAPCTBCHHOTO Ipfcrapara i1 MCEAULIUHCKOTO
INPpUMCHCHUA U 3THUYSCKOU SKCHCPTU3BI ABJISICTCA MNPCACTABICHUC HJOKYMCHTOB, HNPCAYCMOTPCHHBIX
4acThlo 2 HacTosIei CTaTbM, B HCIIOJTHOM 06’bCMC, HCIIPCACTABJIICHHUEC 3a4BUTCIICM B yCTaHOBHCHHBIﬁ
CpPOK OTBETAa Ha y'Ka3aHHBII>i B 4dactu 4 HACTOSIIEeH CTaTbu 3aIpocC YIOJIHOMOUYCHHOI'O (I)CI[Cp&J'IBHOFO
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OopraHa MCIOJHHUTEIBHOHN BIacTH MO0 OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTAaX HMCUYEPIBIBAIOLIETO
nepeyHs HeoOxonuMmon mHGOpManuHu WM WHGOPMAIMK, KOTOpas JOJDKHA OBITh OTpaXeHa B HUX, a
TaKXKe OTCYTCTBHE HWH(POPMALWH, IMOATBEPXKAAIOUIeH (aKT yIiaTel TOCyJapCTBEHHOW NONUIMHBI 3a
MIPOBEJCHUE 3TUYECKOW DSKCIEPTHU3bI, OKCIEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipernapar s
IIOJIYy4YEHUS pa3pelieHus] Ha IIPOBEICHHUE KIMHUYECKOTO HCCIENOBaHUs JIEKAPCTBEHHOTO Ipenapara s
MEJIMLHUHCKOIO INPUMEHEHHUs, 3a BbIJAady pAa3pelICHHs Ha MPOBEICHUE KIMHUYECKOTO HCCIEHOBaHUS
JIEKAPCTBEHHOIO IIpenapara il MEAMIIMHCKOIO IIPUMEHEHHUs], 32 MPOBEACHUE JKCIIEPTU3bl JOKYMEHTOB
Ha JIEKAPCTBEHHBIM IpernapaTr Uil TOJYyYEHUs pAa3pelleHHs Ha IPOBEACHUE MEXKIYHAPOIHOTO
MHOTOLICHTPOBOTO KJIMHUYECKOTO HCCIEAOBAaHUA JIEKAPCTBEHHOIO Ipenapara g MEIULUHCKOIO
IIPUMEHEHHUs], 32 BbIJA4y pas3pelieHHs Ha MPOBEJICHHE MEKIYHAapOJHOTO MHOTOLIEHTPOBOTO
KJIIMHUYECKOTO MCCIIEIOBAHMs JIEKAPCTBEHHOIO IIpernapara JJIsd MEIWIHMHCKOTO TPUMEHEHHs, 3a
MIPOBEJCHUE JTHUYECKOM DSKCIEPTHU3bI, JKCIEPTHU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpernapar s
MOJYYEHUSI pPA3pelleHuss Ha MPOBEACHUE IOCTPErMCTPALMOHHOIO KIMHHYECKOTO HCCIENOBaHUS
JIEKApCTBEHHOIO IpernapaTta i1 MEIULIHUHCKOrO NMPUMEHEHHMs, 3a BblJady pa3pelieHUsl Ha IPOBEIACHUE
MMOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO Mperapara Uil MEAUIMHCKOIO
MIPUMEHEHHUSL.

6. IlpoBenmeHme HKCMEPTU3Bl JOKYMEHTOB [UISI TOJYYEHHUS pa3pelieHuss Ha IPOBEICHHE
KJIIMHAYECKOTO MCCIIE0BaHUs JIEKAPCTBEHHOTO TIperapara /il MEIUIIMHCKOTO MPUMEHEHHUS M ATHIECKOM
IKCIIEPTHU3BI, COCTABIICHHE KOMUCCHUEN SKCTIIEPTOB M COBETOM IO STHUKE 3aKITFOYCHHI O BO3MOYKHOCTH WJTH
HEBO3MOKHOCTH TMPOBEICHHS TAKOTO KIMHUYECKOTO MCCIEAOBAHUS W HAIpaBJICHUE ITHX 3aKIIOYCHUN B
YIOJJTHOMOYEHHBIH  (e/iepalibHBIi  OpraH HCIOJHUTEIBHON BJIACTH OCYIIECTBISIIOTCS B CPOK, HE
MIPEBBIIAIONTMN TPUALIATA PaOdOUMX JHEW CO JHS TOJYYCHHsI DKCIEPTHBIM YUPEKICHUEM 3aaHus
YIOJIHOMOYEHHOTO (efepaJbHOTO OpraHa HCIHOJHUTEILHON BJIACTH C MPHUIOKEHHUEM JTOKYMEHTOB,
ykazaHHbIX B myHKTax 3, 4, 10 m 11 wactu 2 Hacrosmed CTaTbW, U COBETOM II0 3THUKE 3aJlaHUS
YIOJIHOMOYEHHOTO (eZIepaJbHOTO OpraHa HCIHOJHUTEILHON BJIACTH C MPHUIOKEHHUEM JTOKYMEHTOB,
yYKa3aHHBIX B MyHKTax 3 - 6, 8 1 9 yacTu 2 HACTOSIIEH CTAThH.

7. B cpoK, He MPEeBBIIAIONIUN TATH Pad0YUX THEW CO JTHS MOJTYYCHHS 3aKIIOYCHHH, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTaThH, YIIOJTHOMOYEHHBIHN (pe/iepaabHblii OpraH UCIIOTHUTEIHHON BIACTH:

1) OCYIIECTBJIAACT OLUCHKY IMOCTYIIHMBIINX 3aKJIFOYCHUH I OIMPEACTICHUA NX COOTBETCTBHUA 3aJaHHUAM
Ha ITPOBCACHHUEC COOTBCTCTBYIOIINX SKCIICPTU3;

2) mpUHUMAET pEILIEHUE O BBIJAU€ pa3pelIeHHUs Ha MPOBEACHHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Ipernaparta A MEAUIMHCKOrO MPUMEHEHHS Wiu o0 OTKa3e B BbLAaYe yKa3aHHOTO
paspelieHus;

3) BbIAACT PA3pPCHICHUEC HA IIPOBCACHUC KIMHUYCCKOTO HCCIICAOBAHUSA JICKAPCTBCHHOI'O IIpCIlapaTa
L MECAUOUHCKOTO MPUMCHCHUS WM PCHICHUC 00 oTkaze B BbLJAYC YKA3aHHOT'O pa3pCHICHUA C
YKa3aHUCM IIPUYIHUH OTKa3a.

8. OcHoBaHHEM AJI1 OTKa3a B BbIAAUC PA3PCIICHUA Ha IHMPOBCACHUC KIIMHUYCCKOTO HCCIICAOBAHUA
JICKApCTBCHHOT'O IMpeliapara ik MEAULIUHCKOI'0 MPUMEHCHUA ABJISACTCA HAJIMYUC 3aKIIFOYCHHUA KOMHUCCHUU
OKCIICPTOB MJIM 3aKJIOYCHHUA COBCTA II0 I3THKE O HCBO3MOKHOCTH IMPOBCACHUA KIIMHHUYCCKOTO
HCCIICAOBaHUA JICKAPCTBCHHOTO TIIp€niapata g4 MCEAULIMUHCKOr0 TIPUMCHCHUA 110 PE3yJibTaTaM
MPOBCACHHBIX DKCIICPTU3, ITPEAYCMOTPCHHBIX YaCTbhIO 6 HaCTOSIIEH CTaThU.
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9. Pemennie 00 0TKaze B IPOBEJCHUM 3KCIIEPTH3bl JOKYMEHTOB JJIsl NOJYYEHMsI pa3pelleHUs Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO IMpernapara Uil MEAUIIUHCKOTO MTPUMEHEHUS
A JITHYECKOU OKCIICPTU3bl W B BbLAAYC pa3spClICHUA Ha HNPOBCACHUC KIMHUYCCKOIO HCCICIOBAHUA
JICKApCTBCHHOI'O Ipfriapara Iajd MCIAUIUHCKOTO IMPHUMCHCHUA MOXKCET 6I)ITI) 00KaJIOBaHO B Mnopaake,
YCTaHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuiickon denepanuu.

Ctatbs 39.1. 9TMYeckas akcnepTusa
(BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTnueckas OKCIIEpTU3a MPOBOAUTCA COBETOM II0 3TUKEC, CO3AAHHBIM B MNOPAAKE, YCTAHOBJICHHOM
YIOJIHOMOYCHHBIM q)ez[epaﬂmeM OpraHom HCIIOJIHUTEILHOM BJIaCTH, B ICJIIX BbIAA4YMW 3aKIHOYCHUSA 00
THYECKON 00OCHOBAHHOCTH BO3MOIKHOCTH MPOBEACHUA KIIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npemnapara Jid MEAUIUHCKOTO IPUMCHCHHU .

2. DKcrepTaM# COBETA IO ITHKE MOTYT OBITh NMPEACTABUTEIN MEAUIIMHCKAX OpraHU3aIHi, HAYIHBIX
opraHu3amuii, oOpa30BaTENbHBIX OpraHU3AIMA BBICHIETO O0O0pa30BaHUs, a TaKXKe NPEICTABUTEIN
0OIIIeCTBEHHBIX OPTraHU3aIiil, PEIIMTHO3HBIX OPraHU3alMi M CPEICTB MaccOBOM MH(popManuu. J[aHHbBIE
OKCIIEPTHl HE JOJDKHBI HAXOJIUTHCA B KaKOW-TMOO 3aBHUCUMOCTH OT Pa3paOOTUYMKOB JIEKAPCTBEHHBIX
MPENnapaToB U APYrUX JIUII, 3aUHTEPECOBAHHBIX B PE3YJIbTaTaX A TUYECKON IKCIIEPTUSHI.

3. Omjata ycIyr OSKCIEPTOB COBETa IO ASTHUKE OCYIISCTBISETCS Ha OCHOBAaHWUU JIOTOBOPA,
3aKJIIOYEHHOTO MEXKy YIOJHOMOYEHHBIM (efiepabHBIM OPraHOM HWCIOJHHUTEIIBHON BIIACTH, KOTOPHIM
CO3JIaH COBET II0 OSTHUKE, M OKCIIEPTOM COBETa IO JTHKE, 3a CYET OMOPKETHBIX ACCUTHOBAHUM,
MPEAYCMOTPEHHBIX YIIOJHOMOYCHHOMY (eiepaJbHOMY OpraHy HCIIOJHUTEIBHOW BIIACTH, KOTOPBIM
CO3JIaH COBET MO J3THKE, B (emepanbHOM OMOKETe HAa COOTBETCTBYIOIIHMK TOJ Ha OOECIEeYeHHE €ro
NeATEeIbHOCTH, B pa3Mepax, yctaHoBJIeHHbIX [IpaButensctBoM Poccuiickoit @enepanum.

4, DKcmepThl COBETa MO STHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu.

5. CocraB coBeTa 110 9THKEC, ITOJIOXKECHUEC 00 5TOM COBCTE, MOPAIOK €0 ACATCIIbHOCTH, Tpe6OBaHI/I${ K
KBaJ'II/I(bI/IKaHI/II/I " OIIBITY pa6OTBI 10 BKCHepTHOﬁ OICHKE HAYYHbIX, MCAUIUHCKNX U OTUHYCCKUX ACIICKTOB
KIIMHHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPCTBCHHLIX  IIp€rapartoB  1Js1 MCAUIOMHCKOIO  IIPUMCHCHUA,
OpeaAbABIIICMBIC K OKCIICPpTaAM COBCTA II0 3THKE, IOPAAOK OpraHu3allii KW IIPOBCACHUS 3TUYECKOM
OKCIICPTHU3bI, cbopMa 3aKJIFOUYCHUS COBCTA IO OTUKC YCTAHABJIMBAKOTCA YIIOJIHOMOYCHHBIM (l)ellepaJ'ILHLIM
OpraHomM HCIIOJIHUTEIBbHON BiacTu. Ywucio Hpe,Z[CTaBI/ITCHeﬁ MCOAUIIMHCKHX OpFaHI/IBaI_II/Iﬁ HEC MOXKCT
MMPEBLIIIATH IIOJIOBUHY OT 0611_[61"0 YKCJIa OKCIIEPTOB COBETA II0 O3THKCE.

6. Nudopmanus o cocraBe coBeTa HO 3THKE, IJaHAX €ro pabdoThl U TEKyLIeH AeATelIbHOCTH
pa3meriaercs Ha OQUIMAIBLHOM caiiTe YMOJHOMOUYEHHOTO (heAepalbHOTO OpraHa HCIOJHUTEIbHON
BJIaCTH B ceTu "MIHTepHET" B yCTAaHOBJIIEHHOM MM MOPSIKE.

Cratba 40. lNpoBegeHMe KIMHUYECKOro uccnenoBaHUsA NeKapCTBEHHOroO npenapara
Ans MeAuULMHCKOro NpUMeHeHus

1. PyKOBOI[I/ITCJ'IL MEIUIIMHCKOMN opranusanuvuv, KOTOpas NPOBOAWUT KIIMHHUYCCKOC HCCICIOBAHUC
JICKApCTBCHHOT'O npemnapara JJIsL MCIUIIMHCKOTO NPpHUMCHCHUA, Ha3Ha4dyacT ucciaca0Barci,
OTBCTCTBCHHOI'O 3a IIPOBCACHUC TAKOro HUCCICAOBAHUA W HMMCHOLICTO JIC‘-IC6HY[O CIICIUaJIbHOCTD,

www.consultant.ru Crpannna 83 u3 127
HajIe:KHAsl IPAaBOBas MOAJEPKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Denepanbusblii 3akoH o1 12.04.2010 N 61-03
(pexn. or 06.06.2019)
"O6 oOpalIeHNH JICKAPCTBEHHBIX CPEACTB"

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jara coxpanenus: 20.06.2019

COOTBETCTBYIOLIYIO IIPOBOJUMMOMY KIMHHUYECKOMY HCCIEAOBAaHUIO JIEKAPCTBEHHOTO IIpenapara, co
CTaxeM paboThl MO MpOorpaMMaM KIMHHYECKHX HMCCIIEOBAHUHN JIGKAPCTBEHHBIX INpENapaToB HE MEHee
4yeM TpU TIOoJa W IO €ro NPEIIOKECHHMI0 HAa3HA4aeT COMCCIECNOBATENeH W3 4YHUCIa Bpadeld 3TOHU
MEIMLIUHCKON OPraHU3alnu.

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

2. HWccrnenoBaTenb OCYIIECTBISET BBHIOOP MAIMEHTOB, KOTOPBIE MO MEIUIIMHCKUM TOKA3aHHSIM
MOTYT OBITH NMPHUBJICUCHBI K YYAaCTHUIO B KIMHHYECKOM HCCIEAOBAHUU JICKAPCTBEHHOTO Tperapara s
MEJIUIIMHCKOTO IPUMEHEHUSI.

3. HCCJ’I@Z{OB&TCHB U COHCCICHOBATCIN  JOJIKHBI OBITh O3HAKOMIJIEHEI C pe3yIbTaTaMn
JOKJIIMHUYCCKOI'O HUCCICI0BaHUA JICKAPCTBCHHOT'O CpeacTna, COACPKAIMNMHUCA B 6p0HHope
HCCIICO0BATECIA, IMPOCKTOM IPOTOKOJIA KIIMHUYCCKOIO0 HCCICAOBAHHA JICKAPCTBCHHOIO IIpfriapara Ijid
MCIUIIUHCKOI0 MPHUMCHCHUA, p33pa6OTaHHI>IM p33pa6OT‘-H/IKOM JICKApCTBCHHOTO Ipfliapara WJIW HWHBIM
OPUIUYCCKUM JIMIOM, IIPHUBJICKACMBIM K OpraHu3alyd IMPOBEACHUA KIMHUYCCKOTO HCCICI0BaHUA
JICKAPpCTBECHHOT'O IIpfriapara mIA MEAULOUHCKOTO MPHUMCHCHUA, W AOPYrUMH MaTrcpualiaMu TaKOoTro
HUCCICIJOBaHU.

3.1. PykoBoauTens MEAUIIMHCKON OpPraHU3alliid B CPOK, HE MPEBBIMIAIONINNA TPEeX padounux ITHEH co
JTHSI Havajia MPOBEJACHUS KIMHUYECKOTO HMCCIE0BaHUS JIEKAPCTBEHHOTO Tpemnapara Jjisg MEAUITHHCKOTO
MpUMEHEeHHsI, coo0IIaeT 00 3TOM B YMOJHOMOYEHHBIN (hefepalbHbI OpraH HMCIOJIHUTEIBHON BJIACTH,
BBIJABIINN pa3peleHre Ha MPOBEICHIE TAKOTO UCCIIEOBaHMSI, [0 YCTAHOBJIEHHON UM (opMme.
(uactp 3.1 BBenena dexepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYIICCTBIISIOIINE OPraHW3AlUI0 TPOBEICHHUS KIMHUYECKOTO WCCIIEIOBAHMS
JICKApCTBEHHOTO TIpernapara Uis MEAWIUHCKOTO TPUMEHECHHs W YKa3aHHbIE B YacTH 3 CTaThH 38
Hacrosimero denepanibHOrO 3aKOHA, B Cilydae HEOOXOJMMOCTH BHECEHUS HW3MEHCHUH B IPOTOKOI
KJIMHHYECKOTO HMCCIICIOBAHUS JIGKAPCTBEHHOTO Tperapara Julsi MEAUIMHCKOTO TPUMEHEHHUST COOOMA0T
00 3TOM B yIOJIHOMOYEHHBIN (pefiepalibHbIi OpraH UCTIOTHUTEIILHOW BJIACTH, BBIJIABIINI pa3pelieHre Ha
MIPOBEICHUE TAKOTO MCCIICJIOBAHUS, 110 YCTAHOBJICHHOW UM (hopMme.

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

4.1. (DopMa COO6HICHI/I$I O BHECEHHHM H3MEHCHMH B IMPOTOKOJ KIMHHUYCCKOI'O HCCIICAOBAHUA
JICKApCTBCHHOTI'O IIperiapara il MEAUIUHCKOI'0 IPUMCEHCHUA JOJDKHA COACPIKATD CIICAYIOININUE CBEACHUA:

1) HauMMCHOBAHUC, I/IIICHTI/I(bI/IKaLII/IOHHHﬁ HOMCD U JaTa IIPOTOKOJIa KIIMHUYCCKOT'O UCCICAOBAHUA,
2) JaTa BHCCCHUA W3MCHEHHH B IMPOTOKOJI KIIMHUYCCKOI'O UCCIICIOBAHUA,
3) HaAaUMCHOBAHUC U MCCTO HaAXOXACHUSA 3asABUTCIIA,

4) HAaUMCHOBAHUC OpraHu3aIlnu, HpHBHequHOﬁ p33pa6OT‘-II/IKOM JICKApCTBCHHOTO IIpeliapara K
OopraHu3aiu NpoBEACHUA KIIMHUYCCKOTO UCCIICAOBAHUA (HpI/I HaJII/I‘{I/II/I);

5) HaUMCHOBAHHUA M MCCTa HaAXOXIACHHA MCIUIMHCKUX OpFaHI/I3aLII/II71, B KOTOPBIX ITPOBOIUTCA
KIMHUYCCKOC UCCIICAOBAHUC,

6) AaTa BblJadd pa3pCliCHUd Ha HTPOBCACHUC KIMHHUYCCKOTO HUCCICAOBAHUA W HOMCP I3TOTO
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pa3perieHus;

7) N3MEHEHUs1, BHOCHMBIE B ITPOTOKOJI KITMHMYECKOTO UCCIIETOBAHMS.
(uactsp 4.1 BBenena ®@enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIaONUi TpUALATH pabounX ITHEW CO JHS MOJIyY€HUS YKa3aHHOTO B 4acTu 4
HACTOSIIEH CTaThll COOOIIEHHs, YMOJHOMOYEHHBIH (eaepalbHblii OpraH MCIIOJHUTEIFHONW BIIACTH
paccMaTrpuBaeT 3TO COOOIIEHHE B YCTAHOBJIEHHOM UM MOPSJAKE W NPUHUMAET PEIICHHE O BHECEHHUH
W3MEHEHNUH B MPOTOKOJ KIMHUYECKOTO MCCIIEIOBAHUs JIEKAPCTBEHHOIO Ipernapara s MEIUIMHCKOTO
IpUMEHEeHUs] uau o0 OTKa3e BO BHECEHMM Takux u3MeHeHuil. Ilpu paccmorpenun cooOmieHus o
HEOOXOJIMMOCTH BHECEHHMS] WM3MEHEHUH B MPOTOKOJ KIMHUYECKOTO MCCIEI0BaHUS JIEKAPCTBEHHOIO
npernapata Ui MEIULUHCKOTO TPUMEHEHMs] B LEISX OLEHKHM OOOCHOBAHHOCTH MpeiJiaraeMblxX
W3MEHEHUH W OIPEAENICHUs CTEIEHU PHUCKA JUIs MAUKUEHTOB, MPUHUMAOIIMX y4acTHE B KIMHHYECKHUX
UCCIIEIOBAHUAX, YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM  HCHOJIHMTEIBbHOW BJIACTH  MOTYT
MIPUBJIIEKATHCS IKCIEPTHI COBETA IO 3THKE.

(B pen. ®enepanbHOTO 3aK0HA OT 22.12.2014 N 429-D3)

6. KnmnHuueckoe wucciefoBaHHE JIEKapCTBEHHOIO IpernapaTta Uil MEIUIUHCKOTOo MPUMEHEHUs
MOXXET OBITh MPHOCTAHOBJIEHO WM MPEKpalleHO, €ClM B Mpoliecce €ro IpoBedeHHs OOHapyKeHa
OTACHOCTb JJIs )KU3HH, 3/I0pPOBbs MallMEHTOB. B ciiyyae BO3HUKHOBEHUS OMACHOCTHU IS )KU3HHU, 3J0POBbSI
ManueHTa, YyJ4acTBYIOLIErO0 B  KJIMHUYECKOM HCCIIEJJOBAaHMM JICKQpCTBEHHOTO Ipemapara s
MEJUIIMHCKOTO MPUMEHEHUsI, HCCIeNoBaTeNd 00s3aHbl MPOUH(POPMHUPOBATH OO0 3TOM PYKOBOIUTENS
MEIUIIMHCKOM OpraHu3aluyl M  OpraHU3alyio, MOJYYMBIIYIO pa3peuieHHe  YHIOJHOMOYEHHOIO
(denepanbHOrO OpraHa MCHOJHUTENLHOM BIAaCTU HA OPraHU3alUI0 TMPOBEACHUS KIMHUYECKOTO
HCCIIeIOBAaHUS JIEKapCTBEHHOTO Mpemnapara. PemeHne o mpruoCcTaHOBIEHUU KIIMHUYECKOTO UCCIIEOBAHUS
JIEKapCTBEHHOT'O IpernapaTa A MEAUIMHCKOTO MPUMEHEHUS MPUHUMAIOT PYKOBOJIUTENb MEIUIIMHCKOM
OpraHu3anuy 1 (WJIn) OpraHu3aius, MoJTy4uBIlas pa3pelieHue YIOoJIHOMOYEHHOTO (peaepaibHOro oprana
WCIIOJIHUTENBHOM BIIACTH HA OPraHM3ALMIO MPOBEICHHS KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO
mpernapata Juis MEAMIMHCKOTO TPUMEHEHUs, pEIIeHHe O TMPEeKpalleHUd TaKoro MCCIIeOBaHus
MIPUHUMAET YIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJIHUTEIBHOM BIACTH HA OCHOBAaHUU COOOIECHUS
B IMHUCBMEHHOW (QopMe PYKOBOIUTENS MEIUIIMHCKOW OpraHH3allMy WM OpraHu3alys, [OJyYuBIIAs
paspellieHrne YInoJHOMOYEHHOro (hefepalbHOr0 OpraHa HCHOJHUTENBHOM BIACTH Ha OPTraHU3aIUIo
MIPOBEJICHUS KJIMHIUYECKOTO UCCIEA0BaHUS JIEKaPCTBEHHOTO Ipernapara Jisi MeJUIIMHCKOTO IPUMEHEHHS.

7. B cpok, He NpEeBbIIAIIINNA TATH paboyuX JHEW cO JHSA 3aBepIICHUs, MTPHUOCTAHOBICHUS HIIU
MPEKpALEHUs] KIMHUYECKOTO HWCCIENOBAHMs JIGKAPCTBEHHOTO IMpemapara Ui MEAUIMHCKOTO
MIPUMEHEHHUsI, coO0IIeHne 00 ITOM HAampaBlseTCsl OpraHU3alysiIMU, YKa3aHHBIMUA B 4acTu 3 craThi 38
HacTosiero deepaibHOTO 3aKOHA, B YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTEIFHOW BIACTH
M0 YCTaHOBIIEHHOM UM (opMme.

8. cDO]Z)MEI COO6H_ICHI/I$I O 3aBCpHICHHWH, IMPHUOCTAHOBJIICHUU WM HNPCKPAIICHHUU KIMHUYCCKOTO
HCCIICAOBAHU: JICKAPCTBCHHOI'O NIpCiapaTta Ajisi MEAUIUHCKOTO ITPUMCHCHU S NOJI’KHA COACPIKATD!:

1) uapopMaIUI0 0 METUIIMHCKOW OpraHM3allMyi WM MEIUIIMHCKUX OpPTaHU3aIUsaX, MPOBOIUBIINX
JIaHHOE HCCJICIOBAaHUE;

2) OIMMCAHUEC JaHHOT'O MCCIICAOBAHMAA,
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3) manHble uccienosarens (paMumus, UMs, OTYECTBO, MECTO PadOTHI, 3aHUMAaeMasi JIOJKHOCTH,
CIICHUAJIBHOCTh, CTaXx pa6OTI>I mo nMmporpamMmaM KIMHHUYCCKHUX I/ICCJ'ICIIOBaHI/Iﬁ JICKAPCTBCHHBIX
npemnaparoB, MNCPCUCHb KIMHHUYCCKUX I/ICCJleI[OBaHI/If/'I JICKAPCTBCHHBIX MPCIaparoB, B KOTOPBIX OH
IPUHUMAN y9acTHe (TIepHUO/Ibl yIacTHs) B KAUECTBE UCCIIEI0BATEIS I COUCCIIEIOBATENS);

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

4) pe3ynbTar JAaHHOTO MCCIIEIOBaHUS (3aBEpIICHUE, MPUOCTAHOBICHUE WU MPEKpPAIICeHUE JaHHOTO
HCCIICA0BaHMA C YKA3aHUECM UX NPUYXH U BJIUAHHA HAa OLICHKY €ro pe3yjibTaToB, O6HIYIO OLICHKY PUCKa "
OXKU/IaeMOW TOJB3Bl OT TPUMEHEHHs HCCIEeIyeMOTO JIEKApCTBEHHOTO Tperapara, a TakkKe
IperoaraemMble JajJbHEHIIe JeCTBYS).

8.1. Tlpu BbeIsBIEHUH (DeaepalbHBIM OpPraHOM HCIOJHUTEIBHON BJIACTH, OCYIIECTBIISIONIAM
(GYHKIMM 10 KOHTPOJIIO W HaA30py B cdepe 31paBOOXpaHEHHs, HApYIIEHWH MpaBW HajaJexalen
KJIMHUYECKOW IPAKTHKUA IPU NPOBEACHUH KIMHHYECKOTO MCCIIEOBAaHUS JIEKAPCTBEHHOI'O IIpernapara,
BIUSIOIIMX HA TOJHOTY W (WJIK) JOCTOBEPHOCTh AAHHOTO KIMHUYECKOTO HCCIEAOBAaHMS, yKa3aHHBIN
(benepanbHbIl OpraH HCIOJHUTEIBHON BIACTH MPUOCTAHABIMBAET MPOBEIECHUE NAHHOTO KIMHUYECKOTO
HCCIEA0BaHUS W BBIHOCUT MEIMIIMHCKOM OpraHW3alyH, B KOTOPOH IMPOBOJIUTCSA JTAHHOE KIIMHUYECKOE
UCCIIeIOBaHUE, TpeanucaHue o0 yCTpaHEeHMHM BbISBICHHbIX HapymieHud. [lpu HeycTpaHeHHH
MEJIMIUHCKON OpraHu3aliedl BbIABICHHBIX HApyNIEHWH B YCTAHOBJIEHHBI B IPEANHMCAHUU CPOK
yYKa3aHHbIN (QelnepalbHblil OpraH HCIOJIHUTEIBHON BIIACTH NPUHUMAET peEIIeHHE O MpeKpaleHun
IIPOBEACHUS KIMHUYECKOTO MCCIEIOBAaHUs JIEKAPCTBEHHOIO Iperapara M HampaBisieT B (enepaabHbII
OpraH MCIOJIHUTEIbHONH BIJIACTH, OCYUIECTBISIOIIMKA (YHKIMU 10 BBIpAOOTKE U  peanu3aluu
rOCyJapCTBEHHON MOJIMTUKM M HOPMATHUBHO-IIPABOBOMY PETYIUPOBAHUIO B c(epe 3paBOOXpaHEHUS,
3aKJIFOYEHHUE O BBISBJICHUU IPU MPOBEACHUH AAHHOTO KIMHUYECKOTO MCCIEIOBAHUS HAPYLICHUN ITPaBUII
Ha/IIeKallel KIMHUYECKOW MPaKTUKHU Ul IPUHATUS PEeLIeHUs 00 OTMEHE pa3pelleHus] Ha OpraHu3aluio
IIPOBEJICHUST TAHHOTO KJIMHMYECKOTO MCCIENOBAaHUSA C AATHl NMPHHATHS PELICHHUS O IPHOCTAHOBICHHUH
IIPOBEJICHUS KJIMHUYECKOTO UCCIIEOBaHNs JIEKAPCTBEHHOTO IIperapara.

(dactp 8.1 B pen. PenepanpHoro 3akoHa oT 13.07.2015 N 241-D3)

9. VYmnomHoMoYeHHBIH ¢eaepaTbHbIi OpPraH MCHOJHUTEIBHON BIJIACTH OIYOJUKOBBIBAET H
pasMmeniaer Ha cBoeM odummambHOM caiWte B cetd "HMHTepHeT" cooOleHHe o 3aBepIICHHH,
MIPUOCTAHOBJICHUU WM MPEKpalleHNH KIMHUYECKOTO HCCIEI0BaHUs JIEKApCTBEHHOTO Mpernapara s
MEJHUIIMHCKOTO MPUMEHEHHS B CPOK, HE MPEBBIIAIOIINA MATH paboyuX THEH CO JTHS ero MoJiyuyeHus, B
YCTaHOBJICHHOM UM TOPSKE.

10. YnonHoMo4eHHbIH (enepaabHbIi OpraH HCHOJHUTENbHOM BIACTU OCYIIECTBISET BeICHUE
peecTpa uccienoBarene, poBOIAIINX MM TPOBOIUBIINX KIMHUYECKUE UCCIIEI0BAHUS JIEKAPCTBEHHBIX
[IpenapaToB Uil MEJUIMHCKOTO NMPUMEHEHMs, B COOTBETCTBUHM C YTBEPXJEHHBIMU MM IpaBWIaMH U
pa3MeIaeT ero Ha cBoeM o¢HIMaTbHOM caiite B ceTd "MIHTepHeT" B YCTAaHOBJIEHHOM MM HOpSJIKE.
VYka3zaHHBII peecTp COAECPKUT UH(POPMAIUIO, TPEyCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSIIEH CTaThH.

11. Otuer o pe3yiibTaTaX KIHMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpelapara IJid
MCIUIUHCKOI'O IMPUMCHCHUS COCTABJIACTCA OpraHHSaHHeﬁ, yKa3aHH01>i B yactu 3 cTaTthu 38 HaCTOAMICTO
q)e,[[epaJ'ILHOFO 3aKOHa, Ha OCHOBAaHHUH 3aKIIYCHUN MEIUIIMHCKUX OpFaHHSaHHﬁ, IMPOBOJAUBIINX 3TO
HCCIICAOBAHUEC, U TIPCACTABIISICTCA B YHOHHOMO‘IGHHLIﬁ (l)e,[[epaJ'ILHHﬁ opraH HUCIIOJIHUTEIBHON BJIaCTH,
BBIJIABIIHIA Pa3speCICHUEC Ha MPOBEACHUEC 3TOTO0 HUCCIICAOBAHUS, B CPOK, HC HpCBBIIJ_IaIOIJ_IHﬁ TPEX MCCAILCB
CO JHA Cro 3aBCpHICHUA, IMPUOCTAHOBIICHHUA WM MPCKpAlICHUA, B MTOPAAKEC, YCTAHOBJICHHOM
YIIOJITHOMOYCHHBIM (I)C,[IepaJIBHBIM OpraHomM HCIIOJIHUTEIILHOM BIIACTH.
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12. Hapymienue mnpaBuil Hajajexalleld KIMHUYECKOW NPaKTUKH, (adbCH(pUKaLUs pe3yIbTaToB
KIIMHUYECKOTO MCCIIEI0BaHUs JIEKapCTBEHHOr0 IMpenapara i MEIUIMHCKOTO NPUMEHEHHs BJIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENbcTBOM Poccuiickoit Deneparum.

(B pen. ®enepanbroro 3akoHa oT 22.12.2014 N 429-D3)

13. IIpu npoBeeHNN KIMHUYECKOTO UCCIIEI0BaHMs JIEKAPCTBEHHOTO MpenapaTa Al MEAUIIMHCKOTO
MPUMEHEHHsI JOMYCKaeTcsi 3a00p y MAlMEeHTOB OMOJIOTHYECKUX MaTepHajioB (00pa3ibl OMOJIOTHYECKUX
KHUJIKOCTEH, TKaHEH, CEKPETOB W MPOIYKTOB KHU3IHEACATCIHHOCTH 4YeNOBEKa, (U3NOJOTUYECKUX U
MATOJIOTUYECKUX BBIJICTICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPIraHW3MOB, OMOIICUIHBIN MaTepua)
i ux usydenus B Poccuiickoit denepaunu u (unm) 3a npeaenamu Poccuiickoit denepanuu.

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

14. TTopsaok BBO3a B Poccuiickyto ®denepanuio U BbIBO3a 3a mpezenbl Poccutickoit denepanun
OMOJIOTMYECKHUX MaTrcpuraioB, MOJIYYCHHBIX npu IIPOBECACHNHN KIIMHHUYECKOI'O HUCCIICIOBAaHUA
JICKApCTBCHHOT'O IIpfrapara MIA MCAUIUHCKOTO IPHUMCHCHHUA, YCTAHABJIIMBACTCA HpaBI/ITeJ'II)CTBOM
Poccuiickoit ®enepanuu.

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

Crtatba 41. ,U,OFOBOp O npoBeeaeHn KinmHN4YeCcKoro unccriegqoBaHusa neKapcrtBeHHOro
npenapata And meanUUHCKOro npuMeHeHus

1. KnuHuueckoe wuccieoBaHUE JIEKAPCTBEHHOTO Ipemnapara JUisi MEAWLUHCKOTO MPUMEHEHHUS
MIPOBOJUTCSI B COOTBETCTBUU C JOTOBOPOM O MPOBEACHUH KJIMHUYECKOTO MCCIEI0BAHUS JIEKAPCTBEHHOTO
mpernapaTa Ui MEAWLHUHCKOTO TPUMEHEHUS, 3aKJI0YaeMbIM MEXJy OpraHu3alueil, NoIyduBIIeH
paspellieHre YInoJHOMOYEHHOro (hefepalbHOrO0 OpraHa HCIOJHUTENIBHOM BIACTH Ha OPraHU3aLHUIo
MIPOBEJICHUSI TAKOTO MCCIEAOBAaHMS, M MEIUIIMHCKOW OpraHu3aluel, OCYIIECTBIAIOMIEH MpOBEACHUE
TaKOI0 UCCIIEIOBAHUS.

2. HOFOBOp O IPOBCACHUN KIMHHUYECKOTO HCCICAOBaHUA JICKAPCTBCHHOI'O IIperiapara IJId
MCIUIHUHCKOI'O IPUMEHCHHA JOJIKCH COACPKATH:

1) YCJIOBHUSA U CPOKHU IPOBCACHUA JAHHOT'O HCCICAOBaHM,

2) OIIPCACIICHUC 06H.Iefl CTOUMOCTH HpOrpaMmbl JAHHOI'O HCCICAOBAHUA C YKA3aAHUCM CYMMBI,
npenHae.Haanomeﬁc;I JUIA BBIILIAT UCCIICA0BATCIIAM, COUCCICAOBATCIIAM,

3) onpenenenue GopMbl MPEACTABICHUS PE3YIbTATOB JAHHOTO MCCIEI0BAHUS B YIOJIHOMOYEHHBIN
(benepanbHbIN OpraH UCIOJHUTEIBHOMN BIACTH.

Cratbna 42. duHaHcoBoe obecneyeHue KNMUHUYECKOro nccnepoBaHus
NeKapCTBEHHOro npenapara Ans MeauUUHCKOro NnpuMeHeHus

®duHaHcOBOE oOecHeYeHUEe KIMHUYCCKOTO HCCICAOBAaHUA JICKAPCTBCHHOI'O IIpfliapara JJId
MCIAUITUHCKOI'O MPUMCHCHHUA OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB dhenepanbHOTO OrOIKETA;

2) CpCACTB OpFaHH3aHHﬁ, MOJIYYUBIIUX PA3PCIICHHUC HA OpraHu3alui0 IMPOBCACHUA HAaHHOTI'O
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HCCIICA0BaHMs, B COOTBECTCTBHUU C YCIIOBHUAMU JOTOBOPpA O €ro IMPOBCACHUU

3) UHBIX HE 3alpeUICHHbIX 3aKOHOAAaTeNbCTBOM Poccuiickoit denepanuu HCTOYHUKOB.

Ctatba 43. ﬂpaBa nauneHToB, y4dacTBywouwunux B KIIMHUYEeCKOM uUccriegoBaHUn
JIeKapCcTBeHHOro npenaparta gnsa MmeanumHCKoro npumMmeHeHusA

1. VYyacte mDanMEHTOB B KIWHUYECKOM HCCIEAOBAaHUM JIEKAPCTBEHHOI'O Tperapara s
MEJIMIIMHCKOTO IPUMEHEHUS SBIISETCS TOOPOBOIBHBIM.

2. TlanMeHT WM ero 3aKOHHBIA IMPEJICTABUTENh JIOJDKEH OBITh MH()OPMHUPOBAH B THCHMEHHOU
dhopwme:

1) 0 JICKapCTBCHHOM IIpernapare ajad MCIUIHUHCKOTO HNPUMCHCHHUA H CYHIHOCTHU KIIMHHUYCCKOI'O
HCCIICO0BAaHUA 3TOTO JICKAPCTBECHHOI'O IIpC€Iiapara,

2) 0 6e30MacHOCTH JIEKAPCTBEHHOIO IpernapaTa A MEIUIMHCKOTO MPUMEHEHUSs, ero 0XuAaeMoi
3¢ GEeKTUBHOCTHU U CTENIEHU pUCKa IS MAllUeHTa;

3) 00 YCIIOBHUAX YUaCTHA MalUCHTa B KIIMHUYCCKOM HCCICJOBAHUU JICKAPCTBEHHOI'O IIpCriaparta JJIsd
MCIUIHUHCKOI'O IPUMCHCHUA

4) 0 OIS HWIN LEIIX W MPOAOJDKUTCIBHOCTH KIMHHUYCCKOr0 HMCCICHOBAHUA JICKAPCTBCHHOI'O
npemnapara Jjid MEAUIUHCKOTO IIPUMCHCHMUS

5) o JneHcTBUSAX NAalMeHTa B clydyae HENmpeaBUIEHHBIX 3((EKTOB BIUSHHS JEKaPCTBEHHOTO
npemnapaTta Jiisi MeIMIUHCKOTO IPUMEHEHUS Ha COCTOSIHUE €T0 3/J0POBbS;

6) 00 YCIOBUAX 0053aTeNILHOTO CTpaxoBaHUs )KU3HU, 3J0POBbA MMAIUCHTA,

7) 0 TrapaHTusax KOH(i)I/I,I[CHHI/IaJ'IBHOCTI/I ydacTusd IIalueHTa B KIMHHUYCCKOM HCCICA0OBAaHHUU
JICKApCTBECHHOTI'O IMperiapara Ay MEAUIMHCKOIO IPUMCHCHHUS.

3. HO6pOBOJIbHOC CorylaCue InmaueHTa Ha y4aCTUC B KIIMHUYCCKOM HCCICAOBAaHUU JICKAPCTBCHHOI'O
npceiiapara i1 MCIUIHUHCKOIO IMPUMCHCHHA IMOATBCPIKAACTCA €ro IMNOAINMCbIO HIIM IIOAIIHMCBIO €TI0
3aKOHHOTI'O ITPCACTABUTCIIA Ha PIH(l)OpMaI_II/IOHHOM JIUCTKC IMTallUCHTA.

4, ITarueHnT wau ero 3aKOHHBIN OpeaACTaBUTCIIb HMECT IIPAaBO OTKa3aTbCs OT Y4YaCTHA B
KIIMHUYCCKOM HCCICAOBAHUMN JICKAPCTBCHHOI'O IIpfliapara A MCIAUIHWHCKOI'O IMPHUMCHCHHA Ha 00011
CTauu MPOBEACHU TAKOTO UCCICAOBAaHU.

5. HpOBCI[eHI/Ie KIIMHUYCECKOI'0 HCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara s MCSIUIHUHCKOI'O
MMPUMCHCHUSA C YHaCTUCM B KAaUCCTBC IALMCHTOB JIeTen HAOITYCKACTCA TOJIBKO C COrjlaCus B MMCbMEHHOMN
(l)opMe ux pOI[PITGJ'IGfI, YCLIHOBI/ITCJ'ICI\/'I. I[CTI/I MOTYT pacCMaTpuBaTbCA B Ka4CCTBC IOTCHIUAJIBHBIX
ManMEeHTOB TAaKOTO UCCIICAOBAHNS, TOJIBKO €CJIU €ro IPOBCACHUC HCO6XOI[I/IMO 4TI YKPCTIJICHHU A 310POBbA
JIeTel Wn HpO(l)I/IJ'IaKTI/IKI/I I/IH(1)6KI_II/IOHHBIX 3a00JIeBaHUN B JACTCKOM BO3pacCTe 100 ecinu OCJIBIKO TAKOT'O
HUCCICAO0BAaHUS ABJIACTCA NOJTYYCHHUC HJAHHBIX O HaI/IJ'Iy‘-II_HCﬁ AO3UPOBKE JICKAPCTBCHHOTO IIpCIiapaTa IJIA
JedeHus pAereil. B aTux CIydyadXx TaKOMY HCCICOAOBAHUIO MOOJDKHO IMPEAIICCTBOBATH KIIMHUYCCKOC
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HCCIIEIOBAaHUE JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAMLHMHCKOIO NPUMEHEHHUS Ha COBEPILIEHHOJETHUX
rpaxJaHaX, 3a MHCKIIOYEHUEM CJIydaeB, €CIM HUCCIEAYEMbIl JIEKAapCTBEHHBIH Ipemapar Julsd
MEUIIMHCKOTO IIPUMEHEHUS peJHa3HaYeH HCKITIOYUTEIBHO JUIs UCIOJIb30BaHUS

HCCOBCPIICHHOJICTHUMU I'paKJIaHaMHU.
(B pen. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. BaHPCIHaCTCFI MPOBCACHUC KIIMHHUYCCKOIO MCCICAOBAHUA JICKAPCTBCHHOT'O IMpfcrapara Ijid
MCIUIHUHCKOI0 NpUMCHCHHUA C YUaCTHEM B KAYCCTBC NalUCHTOB!

1) nereii-cupoT U eTel, OcTaBIIUXCs 0€3 MONe4YeHNs POIUTEINeH;

2) KEHIIMH B TNepuoja OEpeMEHHOCTH, JKEHUIMH B MEpPHOJ TPYAHOr0 BCKAPMIIMBAHHS, 3a
UCKJIFOUEHHEM CIIy4aeB, €CIM IPOBOAMUTCSA KIMHMYECKOE MCCIIEJOBAHUE JIEKAPCTBEHHOIO IIpenapara,
MpeIHa3HAYEHHOTO JUIsl YKA3aHHBIX XEHIIWH, IPU yCIOBUU HEOOXOJWMOCTH MOIy4eHHUs HMH(OpMaLUU
TOJIBKO BO BpEMs MPOBEAEHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIEIOBAaHUNW U TPHUHATHS BCeEX
HEOOXOIMMBIX MEp IO HCKIIOYEHHIO PUCKAa HAHECEHUs Bpela KEHIIMHE B MepHoJ OepeMEHHOCTH,
KEHIIMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHMUS, IIJIOy MIIH PEOEHKY;

3) BOEHHOCIYKalUX, 3a HCKIIOYEHHEM CIIydyaeB IIPOBEJCHMS KIMHUYECKOIO MCCIEI0BaHuUs
JIEKApCTBEHHOTO TIpernapara, CHeHabHO pa3pabOTaHHOTO Ui TPUMEHEHHUS B YCIOBUSX BOCHHBIX
NEHUCTBUM, YPE3BBIYANHBIX CUTyalMi, NPOPHIAKTHKA U JIedeHUs 3a00JeBaHUN W TOPAKCHHM,
MOJIyYeHHBIX B  pe3yiabTaTe BO3JCHCTBUS  HEONArONPUATHBIX  XUMHYECKUX, OHOJIOTMYECKUX,
paauanroHHbIX (akTopoB. KimHuYeckoe ucclieqoBaHUME TAaKOro JIEKapCTBEHHOTO Ipernapara MOKET
MIPOBOJUTHCS C YUaCTHEM B KaUeCTBE MALIMEHTOB BOCHHOCTY)KAIIUX, 32 UCKIIIOUYEHUEM BOCHHOCTYKAIUX,
MPOXOIALINX BOCHHYIO CIIYXOY 10 MPU3BIBY, C COOIIOACHUEM TpeOOBaHH, YCTAHOBJIEHHBIX HACTOSIIIUM
®denepalbHbIM 3aKOHOM B OTHOIIEHUU TPAXKIAHCKHUX JIMIL;

4) cOTpyIHUKOB MTPABOOXPAHUTEIbHBIX OPraHOB;

5) JINII, OT6I)IBaIOHII/IX HaKa3aHUC B MECTaX JIHMIICHUA CBO6OI[BI, a TAKXKC JIMI, HaXOOAIIUXCA II0J
CTp&)KGfI B CJICACTBCHHBIX H30JIsITOPAX.

7. HOHYCKaeTCH IMPOBCACHUC KIMHHUYCCKOIO0 HCCICA0BaHHA JICKAPCTBCHHOI'O IIpe€riapara aJisd
MCAUIHUHCKOI'O MPUMCHCHUA, IIPCAHA3HAYCHHOI'O JJIS JICUCHUA IICUXUYCCKUX 38.60J'I€B3.HI/II71, C y4aCTUucMm B
Ka4yCCTBC NNIAaIMCHTOB JIMI C ICUXNYCCKHMMH 3360J’IeBaHI/I5{MI/I, IMPHU3HAHHBIX He):[eeCHOCO6HLIMI/I B IIOPAIKE,
YCTAHOBJICHHOM 3aKOHOJAaTCIbCTBOM Poccuiickoi (Dez[epamm. Kanandgeckoe HCCIICJOBAHHC
JICKApCTBCHHOTI'O IIpCliapaTa B 3TOM ClIydac IMPOBOAUTCA IIPU HAJIMYHUU COTJIACHA B MMChbMEHHOU (I)opMe
3aKOHHBIX HpCHCTaBHTeHCﬁ YKa3aHHBIX JIMII.

Cratba 44. OO6sA3aTenbHOe CTpaxoBaHUe XWU3HW, 300POBbA MNaLMEHTa,
yyacTBylOLWEro B KIMHUMYECKOM UWCCNefoBaHMM NeKapCTBEeHHOro npenaparta Ans
MeAUNLUHCKOro NPUMeHeHus

(B pen. denepanpHOro 3akona ot 29.11.2010 N 313-D3)

1. OpFaHI/I3aI_II/IH, NOJIiyuuBIIad pa3pCHICHUC Ha OpPraHu3aluio IMPOBCACHUSA KIIMHUYCCKOTO
HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpcliapara g4 MCECAUIUHCKOIO IPUMCHCHUA, 00si3aHa B KaudecTBE
CTpaxoBaTCiisl CTpaxoBaTb PHUCK IMPUYUHCHUSA BpEAa KU3HH, 3A0POBBIO IMAaDUCHTA B PC3YIbTATC
MPOBCACHUA KIMHUYCCKOTO HCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCriapaTta i MCAUIUHCKOTIO IMPUMCHCHUA
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3a CBOM CUeT IMIyTEM 3aKJIKOUCHUA JOTroBOpa 00513aTEILHOIO CTpaxoBaHUA.

2. OOBEKTOM 0053aTeNFHOTO CTPAaXOBAaHUS SBISETCS HMMYIIECTBCHHBI WMHTEpEC TalHeHTa,
CBSI3aHHBIN C MPUYMHEHHEM BpeJlla ero JKM3HU WM 370POBBIO0 B PE3yNbTaTe MPOBEICHHS KIMHUYECKOTO
MCCIICIOBAaHUS JICKAPCTBEHHOTO Tpernapara Jyisi MEITUIIMHCKOTO IPUMEHEHUSI.

3. CtpaxoBbIM CiTydaeM IO JIOTOBOPY 00s3aTEIBHOTO CTPAXOBAHUS SBISETCS CMEPTh MAllMeHTa WIN
YXYJIIIEHUE €0 3J0POBbs, B TOM YHUCIIE BIEKYIee 32 cO00H yCTaHOBJICHUE HHBAJIMIHOCTH, IPH HAJTMYUHU
MIPUYMHHO-CJIECTBEHHON CBSI3M MEXJYy HACTYIJIEHMEM 3TOr0 COOBITHS M y4YyacTHEM MalleHTa B
KIIMHUYECKOM HCCIIeI0BAaHUH JIEKAPCTBEHHOI'O IIperapara.

4, Tp€6OBaHI/I$I O BO3MCHICHHMM Bpc€aa, IMPUYMHCHHOTO JKW3HW WKW 3I0pPOBBIO IMAalHMCHTA,
MPCABABIAIOTCA B TCUYCHHUC CpOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX rpaXxJaHCKUM
3aKOHOJaTCJIIbCTBOM.

5. Pa3zmep cTpaxoBoil BHIIIATHI 11O JOTOBOPY 00s3aTEILHOTO CTPAXOBAHUS COCTABIISCT:

1) B coyyae cMepTH MalMeHTa J1Ba MHJUIMOHA pyOsiel Ha Ka)XJOoro MalKeHTa, y4aCTBOBABIIETO B
KIIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO IIPENapara;

2) npu yXyALIEHUH 3[J0POBbS MalleHTa!

a) TIOBJIEKILIEM 3a c0o00#l yCTaHOBJIEHWE WHBAJIUIHOCTU | TPYMIBI, OJUH MUJUIMOH HSATHCOT THICAY
pyOsieii Ha KakJIOTo TMalKeHTa, y4YacTBOBABIIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
npernapara;

0) moBiekmeM 3a co0Oi yCTaHOBJIEHWE WHBAIUTHOCTH Il Tpynmel, oqMH MWUIMOH pyOJsield Ha
Ka)JIOTO MalMeHTa, YIaCTBOBABIIErO B KIMHUYECKOM HUCCIICIOBAHUH JICKAPCTBEHHOTO MpeIapara;

B) IOBJICKIIEM 3a cO0O¥ ycTaHOBJeHWE WHBaIUAHOCTU III Tpymmbl, mATHCOT ThICAY pyOsned Ha
Ka)KJIOTO MallMeHTa, y4aCTBOBABIIETO B KIIMHHYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO Mpenapara;

') HE TOBJIEKIIIEM 3a cO0O0W YCTAHOBJICHUS HHBAJIUIHOCTH, HE OOJiee YeM TPUCTA THICSY pyOJiei Ha
KaXJIOTO TMaI[MeHTa, YYaCTBOBABIIETO B KIMHMYECKOM KCCJICIOBAHUU JIEKAPCTBEHHOIO IIpernapara,
UCXOJl W3 HOPMATHMBOB, OTPAXKAIOIIMX XapaKTep W CTENCHb IOBPEXKIACHUS 3II0POBbS, a TaKXKe
(baKTHYECKH TIOHECEHHBIX IMAIMeHTOM pacXoOJ0B, BbI3BAHHBIX TIOBPSIKICHUEM 370pPOBbs, Ha
MEIUIUHCKYIO TIOMOIIlb, IPUOOPETEHHE JICKAPCTBEHHBIX MPEIIapaToB.

(nm. "r" B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTparun cuny ¢ 1 urons 2015 roga. - @enepanpHelii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0TOBOpPa 00s13aTEILHOTO CTpaxOBaHUA HC MOXKET OBITh MCHEC, Y€M CPOK HNPOBCACHUA
KIIMHUYCCKOTO UCCIICAOBAaHUSA JICKAPCTBCHHOTO IIpCIiapara.

8. Ycnosus A0TOBOpPa 00513aTEIILHOTO CTpaxoOBaHUsd, B TOM YHCJIC CTPAaXOBbIC TapI/I(l)BI oo
O6$[321TCJ'ILHOMy CTPAaxOBaHUIO, IMEPCUCHDb HCO6XOI[I/IMLIX AOKYMCHTOB IS OCYHICCTBJICHUSA CTanOBOﬁ
BBIIUIATBI, TOPAAOK YCTAHOBJICHHA CTPAXOBATCIEM HWHAUBUIYAJIBHOT'O I/II[CHTI/I(I)I/IKaI_II/IOHHOF O KoJa
ManueHTa, IopsAa0K I/IH(I)OpMI/IpOBaHI/IH CTPAaxOBaTCJIEM CTPAXOBIIHMKA O MPUBJICYCHHBIX K KIIMHUYCCKOMY
HUCCICAOBAHUIO JICKAPCTBCHHOI'O IMpfrapara Ijd MCEAUIUHCKOrO0 MNPUMCHCHUSA TMAlMCHTAX, MOPAAOK
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yIUIaThl CTPAXOBOM MPEMUH, MOPSAIOK peaan3alry ONpeaesieHHbIX HacTos UM DenepanbHbIM 3aKOHOM U
ApyruMu  (peepalbHBIME  3aKOHAMH TpaB W OO0S3aHHOCTEH CTOPOH MO JOTOBOPY 0053aTEIbHOTO
CTpaxOBaHHA, a TAaKXKC HOPMATUBLI, OTPAXKAIOMNIMEC XaApaKTEp MW CTCIICHb IMOBPCKIACHUA 3I0POBbA,
YCTaHAaBJIMBAIOTCA TUIIOBBIMU ITPABUJIAMU 00s13aTEILHOTO CTpaxoBaHUA.

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

9. B citydyae mpuuMHEHHS Bpea KU3HHU MAIMEHTa, Y9aCTBOBABIIETO B KIMHUYECKOM HCCIICI0BAaHUN
JIEKapCTBEHHOI'O Ipernapara, BBIFOJONPUOOpETaTENsIMU 10 JOTOBOPY O0OS3aTENIbHOTO CTpaxOBaHUS
SBIISIOTCSL TpakJlaHe, MMEIOIKME IpaBO Ha BO3MELIEHHE BpeJa B Cilydae CMEpPTH KOpMUIbLIA B
COOTBETCTBUU C TPAXKJIAHCKUM 3aKOHOJATEIHCTBOM, MPHU OTCYTCTBHU TaKUX TPaXIaH - POJTUTEIIH,
CYINpYyT, I€TH YMEPIIETO MalMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM HCCIEAOBAHUH JIEKAPCTBEHHOTO
mpernapata, B CIy4ae CMEpPTH NAIMEHTa, Y4YacTBOBABIIEIO B KIMHMUYECKOM HCCIIEJOBaHHUU
JIEKApCTBEHHOTO Tpernapara U He MMEBIIEr0 CaMOCTOSTEIHHOTO J0XOJa, - TpaxkJaHe, Ha WKIUBECHUU
KOTOPBIX OH HaxOJWJICS, B OTHONIEHWH BO3MEIICHHUS pPAcXOJOB Ha TMOTrpe0eHre MAaIlHeHTa,
Y4acTBOBABILErO B KJIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOTO Ipernapara, - JHIO, MOHECIIee TaKue
pacxopl.

10. CrpaxoBasi BbIILIaTA B CYET BO3MELIEHUS Bpena, NPUUYMHEHHOIO JKU3HU TMAIUEeHTa,
Y4acCTBOBABILIEr0 B KJIMHUYECKOM HCCIIEOBAaHMM JIEKAPCTBEHHOIO Ipenapara, paclpenienseTcss MEexXIy
BBITOJIONIPHOOPETATESIMU MPOTIOPLUOHAIBHO X KOJIMYECTBY B PaBHBIX JIOJISX.

11. Ilpu HacTyruieHUHM CTpPaxoBOTO Ciy4yas TalUMEHT, Y4YacTBOBABIIMA B KIMHHUYECKOM
UCCIIEIOBAaHUM  JIEKApCTBEHHOrO  IIperapara,  BbIFOJONpPHOOpeTaTeNb  BIpaBe  NPEIbSBUTH
HEMOCPEJCTBEHHO CTPaxXOBUIMKY TpeOoBaHHE O BO3MEIICHUH MPUYMHEHHOTO Bpeaa. CTpaxoBas BhIILIaTa
OCYILIECTBJISICTCSl CTPaxXOBIIMKOM B TEUEHUE TPHUALATH JIHEH cO JHS MpeACTaBICHUS HEOOXOIUMBIX
NOKyMeHTOB. [lannenT, yqacTBOBaBIIMA B KIIMHUYECKOM HCCIIE0BAHUH JIEKAPCTBEHHOTO Mpenapara, uin
BBITOJIONIPHOOpETaTeb 00s3aH COOOLIUTh CTPAXOBIIMKY JUISI OCYIIECTBICHUS CTPAaXOBOM BBIMJIATHI
WHUBUAYAIbHBIN WICHTU(OUKAIIMOHHBINA KO/ MMallMeHTa, YCTAaHOBJICHHBIN CTPaxoBaTeIeM B COOTBETCTBUU
C TUIOBBIMH MPABUIIAMH 003aTEILHOTO CTPaXOBaHUSI.

12. HO IIOJIHOT'O OMNpPECACIICHUA pasMEpa IMOJICKaIEro BO3MCIICHHUIO BpE€aa CTPAaxXOBINHUK II0
3a4BJICHUIO MMAlIMCHTA, Y4aCTBOBABUICI'O B KIIMHUYCCKOM HCCJIICAOBAHUHN JICKAPCTBCHHOI'O IIpeIiapara, njinu
3as41BJICHUIO BbIFOI[OHpI/IO6peTaTeJ'IH BIIPpAaBC OCYIICCTBUTL YaCTh CTanOBOﬁ BBITIJIATBI, COOTBCTCTBYIOIIY O
q)aKTI/I‘IeCKI/I OHpeﬂeHCHHOﬁ JaCTU IPUYUHCHHOI'O Bpcaa.

13. CTanOBaﬂ BbIIIaATAa B  COOTBCTCTBHMHM C  JOTOBOPOM 00513aTeNIHLHOIO CTpaxOBaHHA
OCYIICCTBJIACTCA HE3aBUCUMO OT BBITUIAT, IPUYIUTAOIINUXCA 110 APYT'UM BHUaM CTPpAaXOBaHHA.

14. He AOIIYCKACTCA  y4aCTUC IMalUCHTAa B IIPOBECACHHUU  KIIMHHUYECKOI'O0 HUCCICAOBAHUSA
JICKApCTBCHHOT'O IIperiapara Ipu OTCYTCTBHUU JOTOBOPA 00513aTCILHOTO CTpaxOBaHUH.

15. KoHTposib 3a HUCHOJIHEHMEM OpraHM3alUell, IOJydUMBLIEH pa3pelleHHe Ha OpraHU3aluio
IIPOBEJIEHUS KIIMHUYECKOTO MCCIEA0BAHNS JIEKAPCTBEHHOTO Mpernapara Jjs MEAUIIMHCKOTO TPUMEHEHUS,
YCTaHOBJICHHOM HAcCTOAIIEH cTaThell 00s13aHHOCTU MO 005A3aTEIbHOMY CTPAaXOBAaHUIO >KU3HH, 370POBbS
NaIMeHTa, YYacTBYIOLIEro (y4acTBOBABILEro) B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
mpernapara, OCYIIECTBIISIETCS YIMOJHOMOYEHHBIM (eiepajbHbIM OPraHoOM HCIOJHUTEIBHOM BIIACTH,
BBIJIABIIIMM pa3pEIICHUE Ha MPOBEIECHUE KIMHUYECKUX HCCIIEIOBAHUMN JIEKApCTBEHHBIX NPENapaToB AJs
MEUIIMHCKOTO MPUMEHEHUS.
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Mnaea 8. MIPOU3BOAOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
CraTtba 45. [Mpon3BoACTBO NeKapCTBEHHbIX CPeAcTB

1. IIpom3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBAaTh TPEOOBAaHUSAM IpPaBUII
HaJyIexalleld Iporu3BOJCTBEHHON MPAKTUKH, YTBEP)KIEHHBIM YIIOJIHOMOYEHHBIM (ellepajJbHbIM OpraHOM
MCIOJIHUTENBHOH BilacTH. OcoOEHHOCTH Mepexo/ia MPOU3BOJICTBA OTAEIbHBIX JIEKAPCTBEHHBIX CPENICTB K
UX MPOU3BOJICTBY B COOTBETCTBHU C TPEOOBAHMSIMM IMPaBWJI HaJJIeXkalleld IpOU3BOJACTBEHHON NMPAKTUKU
ycraHaBnuBarorcs IIpaButensctBoM Poccuiickoin denepanuu. Bpigada 3akitoyeHHl O COOTBETCTBUU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBAaHUSAM MpaBWJI HaJUIeXkalled MpPOU3BOICTBEHHOU
MIPAKTUKU OCYIIECTBIIACTCS II0 pPE3yJIbTaTaM WHCIEKTUPOBAHMS IPOU3BOIAUTENIEH JIEKAPCTBEHHBIX
CpeACTB B mopsiake, ycraHoBieHHOM IIpaButensctBoM Poccuiickoit ®epeparuu. Pasmep matel 3a
BbIJIAUy 3aKJIIOYEHHMS] O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TPEOOBAaHUSAM IpaBUII
HaJUIe)Kallled  MPOM3BOJACTBEHHOM MpakTUKM  ycTaHaBinuBaercsa [IpaBurensctBom — Poccuiickoi
®enepannu. [lopsaok opraHu3anuy U MPOBEACHUS MHCIEKTHUPOBAHUS MPOU3BOIUTENEHN JIEKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpeOOBaHMSIM TPaBUJ HaJJIeXkKalled MPOU3BOJACTBEHHON MpPaKTHKU
ycranaBinuBaercs [IpaButensctBom Poccuiickoit @enepanun.

(B pen. @eaepanbHbIX 3aKOHOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-
O3)

2. Ilpous3BOACTBO JEKAPCTBEHHBIX cpeAcTB B Poccuiickoii dDenepaiuu  OCYHIECTBIISIETCA
MIPOU3BOIUTENSIMUA JIEKAPCTBEHHBIX CPEICTB, UMEIONIMMU JIMIIEH3UI0 HA MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpenctB. IlonTBepkaeHHe COOTBETCTBUS JIMIEH3MATa IpaBUiiaM HaJyIeXkKalled MpOU3BOJICTBEHHON
MIPAKTUKU OCYIIECTBISETCS B paMKax JIMIIEH3MOHHOTO KOHTPOJISi B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B 4aCTH | HACTOSIIEH CTAThU.

(B pen. @enepanbHbix 3ak0oHOB 0T 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYILECTBISETCS € COONIOIeHHEeM TpeOOoBaHUM
MIPOMBIIIJIEHHOTO PErJIaMeHTa, KOTOPBIM YTBEPK1aeTCsl pyKOBOIUTENIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB W BKIIOYaeT B ce0s TmepedeHb MCMHOJIb3yeMbIX (apMaleBTUYECKUX CYOCTaHUMH H
BCIIOMOTATENbHBIX BELIECTB C yKa3aHHEM KOJIMYECTBA KaXIOr0 M3 HHUX, JaHHbIE OO0 HCIOJIb3YEeMOM
00Opy/IOBaHUH, OIHKCAaHUE TEXHOJOTHUYECKOro TMpollecca U METOJIOB KOHTPOJS Ha BCEX ATamax
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpu mpou3BOJACTBE JIEKAPCTBEHHBIX CPEJCTB HCIOJIB3YIOTCS (papMaleBTHUYECKHE CYOCTaHIIMH,
BKJIFOUEHHBIE B FOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, 32 UCKIIOYCHUEM (papMalleBTHUECKUX
CyOCTaHIIM, MPOU3BOAUMBIX Ui MPOBEACHUS KIMHUYECKUX UCCIIeOBaHMM 1 11 skcnopTa. K mporeccy
MPOU3BOJICTBA (papMaIeBTUYECKONW CYOCTaHIIUU OTHOCSITCS JTIFOObIE CTAANH TEXHOJOTUYECKOTO Mpollecca,
MO3BOJISIFOIINE MOJIYYUTh TOTOBBIN MPOIYKT, COOTBETCTBYIOIIUN TpeOOBaHUSIM (papMaKkONEHHON CTaThH, B
TOM uucie (epMeHTalus, SKCTPAKIHs, OYHCTKA, BbIJCICHHE, MEePEKPHUCTAUIN3AINS, BBICYIIMBAHHE,
H3MeJIbUCHHE.

(B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

4.1. HepequL JICKAPCTBCHHLBIX MperaparoB I MCEAUIUHCKOTO IMIPUMCHCHHA, B OTHOIICHUU
KOTOPbIX YCTAaHABJIMBAKOTCA Tpe60BaHI/I$I K OG’BCMy Tapbl, YHNAKOBKEC W KOMIUICKTHOCTH, ICPCUYCHb
JICKAPCTBCHHBIX NPCIapaToB I BETCPUHAPHOT'O MPUMCHCHU S, B OTHOIICHUN KOTOPBIX YCTAHABJIMBAKOTCH
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TpeOOBaHUS K O0BEMY Taphl, a TaKkKe TpeOOoBaHHMA K OOBEMY Tapbl, YIMAKOBKE M KOMILIEKTHOCTU
JICKapCTBEHHBIX MPENapaToB JUIi MEAWLIUHCKOTO NpPUMEHEeHHs, TpeOoBaHus K 0OBeMy Tapbl
JICKApCTBEHHBIX TPENapaToB ISl BETEPUHAPHOTO MHPUMEHEHHS OMPEICISIOTCS COOTBETCTBYIOIIUMU
YIIOJTHOMOYEHHBIMH (heIepajibHBIMU OpraHaMH HCIIOJHUTEIFHOW BJIACTH B TOPSIKE, YCTAaHOBICHHOM
[IpaBurensctBoM Poccniickoit denepanuu.

(uactp 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHuzanuy, OCYIIECTBIISIONINE MPOU3BOACTBO (apMaIreBTHICCKOW CYOCTaHIIUU CIUPTA
STHJIOBOTO (9TaHONA) IS TPOM3BOJICTBA CIUPTOCOACPKAIIMX JIEKAPCTBEHHBIX IPENapaToB, OOsS3aHBI
OCYIIECTBIISITh YY€T M JICKJIApUPOBAHHE B TMOPSAKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOTrO
3akoHa oT 22 Hos0ps 1995 roma N 171-®@3 "O rocynapcTBEHHOM pErylMpOBAaHUU IPOU3BOJICTBA U
000poTa ATHIIOBOTO CHHPTA, ATKOTOJBHOW W CIHPTOCOJEpIKAmed NpOoAyKIHH U 00 OrpaHWYeHUH
noTpebsieHns (pacuTHs) aJKOTOJIBLHON MPOTyKIUH'".

(uactsp 4.2 BBeneHa PenepanbHbiM 3akoHOM 0T 03.07.2016 N 261-D3)

4.3. NHauBUayanpHbIE NPEIIPUHUMATENN U FOPUIUYECKUE JIMIA, OCYHIECTBISIOIINAE 3aKYNKy U
WCIIOJIb30BaHNEe (hapMarieBTUUECKON CyOCTaHIIMKM CIUPTa STUIIOBOTO (3TaHOJA), a TAKKE MPOU3BOJCTBO,
U3rOoTOBJIEHUE M (UiIU) 000poT (3a HCKIIOYEHHEM PO3HUYHOW TMPOJaXH) CIHUPTOCOAEPKALIUX
JICKApCTBEHHBIX TMPENapaToB, OOsS3aHBI OCYIIECTBISATh HMX YYeT U JEKIapUpOBaHHE B TIOPSIIKE,
yCTaHOBJIEHHOM cTaThsaMu 8 u 14 ®enepanpHoro 3akoHa oT 22 HoAOps 1995 roma N 171-©3 "O
rOCy/IJapCTBEHHOM PpEryJMpOBaHUM TMPOU3BOJACTBA M 000pOTa ATHIOBOTO CHHUpPTA, AJIKOTOJBHOW H
CIIUPTOCOIEPIKAIIEH TPOTYKIIUU U 00 OTpaHUYCHUHU TTOTPEOICHUS (PaCIIUTHSI) aTKOTOJIBHOM PO yKITUu".
(uactp 4.3 BBeneHa denepanbHbiM 3akoHOM 0T 29.07.2017 N 278-D3)

5. 3amnpeniaercss IpoOU3BOJICTBO:

1) IekapCTBEHHBIX CPEJICTB, HE BKIIOUYEHHBIX B TOCYJapCTBEHHBII peecTp JIeKapCTBEHHBIX CPE/ICTB,
3a HUCKJIIOYEHHEM JIEKAPCTBEHHBIX CPEJICTB, MPOMU3BOJMMBIX JUISI MPOBEIEHUS  KIMHUYECKHX
UCCIIEIOBAaHUM U JUISI SKCIIOPTA;

2) danbcubuIUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB;
3) JIeKapCTBEHHBIX CPEJICTB O€3 JIMIICH3UU Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;

4) JICKApCTBCHHBIX CPEACTB C HAPYHICHUCM IPaBUJI OpraHu3aluu IIPOU3BOACTBA U KOHTPOJIA
Ka4yeCTBa JICKAPCTBCHHBIX CPCACTB,

5) ¢dapmaneBTHUeCcKOl CYOCTaHIIMM CHOUPTa O3TUJIOBOTO (3TaHOJA) HAa TEXHOJOTHYECKOM
000pynOBaHUH, KOTOPOE HE 3apErUCTPUPOBAHO MIIM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DeepalibHbIM
3akOHOM OT 22 Hosi0pst 1995 roma N 171-®d3 "O rocynapCTBEHHOM pPEryJIMpOBAaHUU MPOU3BOJICTBA U
o0opoTa 3TUJIOBOTO CHHPTa, AJKOTOJBHOW M CHUpPTOCOAEpIKalled MPOAYKIUH M OO0 OrpaHHYEeHUH
noTpebyieHus (pacuTHs) aTKOTOJIBHOMN MPOTyKITUH'".

(. 5 BBeaeHn PeaepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

6. HpI/I BBOJIC JICKAPCTBCHHLIX CPCACTB B l"pa)K,Z[aHCKI/Iﬁ O60pOT YIIOJIHOMOYCHHOC JIMIO
MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB OCYIICCTBIIACT NOATBCPIKACHNUEC COOTBCTCTBUS JICKAPCTBCHHBIX
CpCACTB Tpe6OBaHI/IﬂM, YCTaHOBJICHHBIM IIpU UX FOCY,Z[apCTBCHHOf/'I perucrtpanvuu, U rapaHTupycr, 4To
JICKApCTBCHHBIC CpCACTBA IPOU3ZBCACHBI B COOTBCTCTBUU C Tpe6OBaHI/IHMI/I mpaBHJI HaIexKamen
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IIPOU3BOJICTBEHHOH IIPAKTUKHU.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7. YTOTHOMOYEHHBIM JMIIOM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB SBISETCS €ro pabOTHUK,
aTTECTOBAHHBIA B YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM (heiepaJbHBIM OPraHOM HCIOJHUTEIBHON BIIACTH
MOPSIIKE M UMEIOLUI CTaX pabOThl HE MEHEE YEeM IATh JIET B 00JaCTH MPOU3BOJCTBA U (M) KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB, BhICIIEE 00pa30BaHUE COOTBETCTBEHHO IO OJHOM U3 CIIELUAIbHOCTEH
U (WIM) OHOMY M3 HANpaBJICHUI MOATOTOBKU: OWOJIOTHS, OMOTEXHOJIOTHS, BETEPHUHAPHS, KIMHIYECKAs
MEIUINHA, paJuallMOHHAs, XUMUYecKas M OuoJyiornyeckas 3amura, ¢apmanus, (yHIaMeHTalIbHas
MEJUIMHA, XUMUUYECKask TEXHOJIOTHsl, XUMUSI.

(uactp 7 B pen. @enepanpHoro 3akoHa oT 22.10.2014 N 313-D3)

8. IlpousBoaMTENN JIEKAPCTBEHHBIX CPEICTB (32 MCKIIOUEHHWEM (HapMaleBTUUECKOW CyOCTaHIIMU
CIUpPTa ATUJIOBOTO (3TaHOJA) MOTYT OCYILECTBIIATH MPOAAXKY JEKAPCTBEHHBIX CPEJICTB WJIM TepeaaBaTh
HX B YCTAaHOBJIEHHOM 3aKOHOJATeNbCTBOM Poccuiickoit Denepannn mopsaKe:

(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) IpyruM mpou3BOIUTENSAM JIEKapCTBEHHBIX CPEICTB VI MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3aiusM ONTOBOM TOPrOBIIU JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHu3alusM, BETEPUHAPHBIM aNTEYHbIM OpPraHU3alUsAM, WHIUBUIYAIbHBIM
MpeaNpUHUMATENSAM, UMEIOIIUM JIMIEH3UI0 Ha (hapMalleBTHUECKYIO0 AEATEIbHOCTh WM JIMIEH3UI0 Ha
MEIUIMHCKYIO e TEIbHOCTb;

4) HayyHO-HCCIIEI0BATEIbCKUM OPTraHU3aLUAM Ul HayYHO-HCCIIE0BaTENbCKONW PabOThI;
5) MEAMIIMHCKUM OpraHU3alUsM 1 BETEpUHAPHBIM OpraHu3alusiM;
6) opraHu3amusaM, OCyIIECTBIISIONIUM Pa3BeeHHEe, BEIPAIIMBAHIE U COIEP KaHNE KUBOTHBIX.

9. IlpowsBomutenu QapManeBTUYSCKONH CYOCTaHIIMM CHOUPTa STHIOBOTO (3TaHONa) OOs3aHbI
OCYILIECTBIISITh pean3aluio (repenady B yCTAaHOBIEHHOM 3aKOoHoaTesnbcTBOM Poccuiickoit deneparuun
nopsiike)  (apManeBTUYECKOW  CyOCTaHIIMM  COHpPTa  STHWIOBOrO  (3TaHONA)  MPOU3BOJUTENSAM
JIEKapCTBEHHBIX CPEACTB JJISl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB B EMKOCTSIX 00beMOM He Ooiee 1
mutpa u (umm) He meHee 1000 TuTpoB, a opraHu3anusIM, YKa3aHHBIM B IyHKTax 2 - 6 yactu § HacToALIeH
CTaThH, B Tape 00beMoM He Oosee 1 nutpa.

(dactp 9 BBenena denepanbHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

Cratbsa 46. MapknpoBKa rnekapCcTBeHHbIX CpeacTB

1. JlexapcTBeHHBIE Npenaparbl, 3a MCKJIIOUEHUEM JIEKAPCTBEHHBIX IMPENAapaToB, MU3rOTOBJICHHBIX
anTeYHbIMU OpraHU3alMsIMU, BETEPUHAPHBIMHM AaNTEYHBIMU OPraHU3ALUSAMH, WHAWBUIYabHBIMU
NpEINPUHUMATESIMY, HUMEIOIUMH  JIMIEH3UI0 Ha  (apMaleBTUUYECKYI0 JIeSTeNbHOCTh, JIOJIXKHBI
MOCTyIaTh B 0OpallleHue, ecilu:

1) Ha HX HCpBH‘-IHOfI YIIAaKOBKE (33 HUCKIIIOYCHUEM HCpBI/I‘-IHOI\/'I YIIAKOBKH JICKAPCTBCHHBIX
PaCTUTCIIbHBIX HpenapaTOB) XOpomo YuTacMbIM IJ_IpI/I(bTOM Ha PYCCKOM S3bIKEC YKa3aHbl HAMMCHOBAHUC
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JIEKapCTBEHHOIO  Ipenapara (MeXIyHapoJAHOE HENAaTEHTOBAHHOE, WJIM TIPYNIHUPOBOYHOE, WU
XHMUYECKOE, WM TOProBOE€ HAaMMEHOBAHHWE), HOMEP CEpHH, JaTa BBITYyCKa (JIsI UMMYHOOMOJIOTHIECKUX
JIEKapCTBEHHBIX IPENapaToB), CPOK TOJHOCTH, JO3MPOBKAa WM KOHILIEHTpauus, oO0beM, aKTHUBHOCTb B

€MHULIAX JIEHCTBUS WIH KOJIUYECTBO J103;
(B pen. ®enepanbHbix 3ak0HOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOHN (IOTPEOUTEIHCKOIM) YNAKOBKE XOPOIIO YUTAEMbIM IIPUPTOM Ha PYCCKOM
S3bIKE YyKa3aHbl HaMMEHOBAHHE JIEKApCTBEHHOIO IpernapaTa (MeXAyHAapOJHOE HENaTEeHTOBAHHOE, WU
IPYNIHUPOBOYHOE, WJIM XHMHUYECKOE€ M TOProBO€ HAaMMEHOBAaHMsI), HAMMEHOBAHUE IPOU3BOJAUTEINS
JIEKapCTBEHHOI'O IperapaTa, HOMEp Cepuu, J1aTa BhIMycKa (IS IMMYHOOMOJIOTUYECKUX JIEKapCTBEHHBIX
[IpernapaToB), HOMEP PErUCTPALMOHHOTO YIOCTOBEPEHMs, CPOK TOJHOCTH, CIOCOO MPUMEHEHHUS,
JO3UPOBKA WM KOHLIEHTpalus, o0beM, aKTUBHOCTb B €IUHUIAX JAECUCTBUS JUOO KOJIUYECTBO 103 B
yIaKOBKe, JIeKapCTBEHHAas (hopMa, YCIOBUSI OTIIYCKa, YCIOBUS XPAaHEHHUS, IPEAYNPEAUTEIbHbIE HAIICH.
(B pen. ®enepanbHbIX 3ak0HOB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. ®apMaleBTUYECKUE CYOCTaHIIMU JIOJDKHBI TOCTYMaTh B OOpalleHHe, €clii Ha UX HEepBUYHON
YIaKOBKE XOPOIIIO YUTAEMbIM HIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (hapMalleBTUYECKOM
CY6CTaHHI/II/I (Me>1<)1yHap0)1Hoe HEMMAaTCHTOBAHHOC, WJIM T'PYINIIUPOBOYHOC, HWIIM XUMHUUYCCKOC U TOProBOC
HauMEHOBaHMs), HAMMEHOBaHKUE MPOU3BOAUTENS (papMalleBTUYECKON CyOCTaHIIMM, HOMEp CEepUU U JaTa
HU3TOTOBJICHUSA, KOJIMYECTBO B YIIAKOBKE W CAWHHIBI U3MCPECHUA KOJIMYECTBA, CPOK TOAHOCTHU U YCIIOBHA
XpaHEHUsI.

(B pen. @enepanbHoro 3akoHa o1 22.12.2014 N 429-D3)

3. JlexapcTBeHHbIE CPECTBA B KAUECTBE CHIBOPOTOK JOJKHBI IIOCTYIATh B O0OpalieHle ¢ yKa3aHueM
KUBOTHOTO, U3 KPOBH, IJIa3Mbl KDOBH, OPraHOB U TKAHEH KOTOPOTO OHH IOJIYYEHBI.

4. Ha BTOpruHYyIO (MOTPEOUTEIHCKYIO) YIAKOBKY JICKAPCTBEHHBIX CPEJICTB, MOJTYYCHHBIX M3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKAaHEW 4YEJIOBEKa, JI0JDKHA HAHOCUTHCS Haanuck: "Antutena k BUY-1, BUU-
2, k Bupycy renatuta C v MOBEpXHOCTHBIA aHTUTEH BUpyca renatuta B oTrcyrcrByror.

5. Ha  mepBuunyio VIIaKOBKY U BTOPUYHYIO (moTpeduTeNbCKyIO) YIIaKOBKY
paanodapMaleBTHYECKUX JIEKAPCTBEHHBIX CPEACTB JI0JKEH HAHOCUTHCA 3HAK PaJAHallMOHHON OTIAaCHOCTH.

6. Ha BTOpMYHYIO (OTPEOUTENHCKYIO) YITAKOBKY TOMEOMATHYECKUX JIEKAPCTBEHHBIX MPENapaToB
NOJDKHA HAHOCUTHCS Haamuch: "T'oMeonatuyeckuii”.

7. Ha BTOpuuHyl0 (MOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IMpPENnapaToB
JOJI’KHA HAHOCUTHCS Haanuch: "[Ipoaykuus npouuia paaualioOHHbIA KOHTPOJIb'.

8. Ha mnepBuuHyr0 ymakoBKy (eciu mJisi 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) U
BTOPUYHYIO (TIOTPEOUTENBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX MpENaparoB, MpeJHa3HAYCHHBIX s
KIMHHYCCKUX UCCIICIOBaHUM, JOKHA HAHOCUTHCS HAAMUCh: "JIJIs KIIMHUYECKUX UCCICA0BaHUM ",

(B pen. denepanpHOrO 3aKoHa 0T 22.12.2014 N 429-D3)

9. VmakoBka JICKAPCTBCHHBIX CPCACTB, IIPCAHAZHAYCHHBIX HWCKIOYHUTCIBHO [UIA 3JKCIIOpTa,
MapKUpyeTCsa B COOTBETCTBUU C Tpe6OBaHI/I$IMI/I CTpaHbI-UMIIOPTEpPA.

10. Ha tpaHcmopTHyl0 Tapy, KOoTopas He MpegHa3HaueHa sl TMOTpeOuTened W B KOTOPYIO
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MOMEIICHO JIEKAPCTBEHHOE CPEACTBO, JOJDKHA HAHOCHUTHCS HH(OpPMALUMs O HAUMEHOBAHWH, CEPHH
JIEKapCTBEHHOI'O CPEJCTBA, JaTe€ BbBITYCKA, KOJUYECTBE BTOPUUHBIX (MOTPEOUTENBCKUX) YIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOTO CPEJICTBA C YKa3aHMEM HAUMEHOBAHUS U
MECTOHAXO0XK/ICHHUS POU3BOIUTEIS JIEKAPCTBEHHOTO CPEJICTBA (apec, B TOM YUCIIE CTpaHa U (M) MECTO
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJACTBA), a TAKXKE O CPOKE I'OJTHOCTU JIEKAPCTBEHHOI'O CPEACTBA U 00
YCITIOBHSIX €r0 XpaHEHUS U MEePEBO3KH, HEOOXOAUMBIE MPENyIPEeIUTEIbHbIC HAAMCH U MAaHUITYISTOPHBIE
3HAKH.

11. Ha nepBuYHyl0 yHakoBKYy W BTOPUYHYIO (TOTPEOUTENHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX
CPEICTB JJIsi BETEPUHAPHOTO MPUMEHEHHs JIOJDKHA HAHOCUThCA HaAmuch: "o BeTepuHApHOTrO
MpUMEHEeHUs "

12. Ha BrOopuuHyl0 (MOTPEOUTENBCKYI0) YHNAKOBKY JIEKapCTBEHHOIO Ipenapara HaHOCHTCS
ITPUXOBOM KOJI.

naea 9. BBO3 JIEKAPCTBEHHbLIX CPEAOCTB
B POCCUUCKYIO ®EOEPALIMIO N BbIBO3 JIEKAPCTBEHHbIX CPELCTB
U3 POCCUUCKOW ®EQEPALIUK
(B pen. denepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratba 47. Nopsaok BBO3a nekapcTBeHHbIX cpeacTtB B Poccumnckyro depgepauuio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccumnckon ®epgepauum
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 mnekapcTBeHHBIX cpenctB B Poccuiickyro denepauuio OCYIIECTBISETCS B MOPSJKE,
ycrtaHoBiieHHOM [IpaBurensctBom Poccuiickoii ®epepanuu, B COOTBETCTBUM C TaMOXKEHHBIM
3aKOHO/IaTeILCTBOM TaMOKeHHOTO coro3a B paMkax EBpA3DC (manee - Tamo)keHHBIH CO103) W (WIIH)
3aKoHoJIaTeNbcTBOM Poccuiickoit denepaninv 0 TaAMOKEHHOM JICIIE.

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

2. BBosumbie B Poccuiickyro ®Deznepainnio JeKapCTBEHHBIC CPEACTBA JOJDKHBI ObITh BKJIFOUCHBI B
TOCYJapCTBEHHBIN peecTp JICKapCTBEHHBIX CPEICTB.
(B pen. enepanbpHoro 3akona ot 06.12.2011 N 409-D3)

3. lomyckaercs BB0O3 B Poccuiickyto denepainio KOHKPETHOW MApTHUU 3aperHCTPUPOBAHHBIX U
(uM)  He3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, MPEJHA3HAUYCHHBIX JJIS  [POBEICHUS
KIIMHUYECKUX MCCIIeIOBAaHUN JIEKapCTBEHHBIX MpENapaTroB, MPOBEACHUS SKCIEPTHU3bl JIEKApPCTBEHHBIX
CPEICTB JUIsl OCYIIECTBICHHUS TOCYIapCTBEHHOM PErucTpanu JEKapCTBEHHBIX MpEenapaTtoB WM s
OKa3aHUsi MEIUIMHCKOW MOMOIIU IO >KM3HEHHBIM MOKAa3aHUSM KOHKPETHOTO MMallMeHTa Ha OCHOBaHUU
paspellieHus, BBIJIAHHOTO YIOJHOMOYEHHBIM (efepanbHbIM OpPraHOM HCIOJHUTENBHONW BJIACTU TIO
3asBJIECHUSM JIML, YKa3aHHbIX B cTaThe 48 Hacrosulero ®denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJI€HUS M TNPUHIATHE PEIICHHUs O BbIJAYe pa3pelieHdss Ha BBO3 KOHKPETHOW MapTUU
3apEruCTPUPOBAHHBIX U (WJIM) HE3aPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, PEeIHA3HAYCHHBIX IS
MPOBEACHUS KIMHUYECKUX MCCIEJOBAHUN JIEKAPCTBEHHBIX IIpENapaToB, IPOBEACHUS HKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB JUIsl OCYLIECTBIEHUS TOCYJapCTBEHHOW PpETUCTpAMU JIEKAPCTBEHHBIX
npenaparoB WM JUisl OKa3aHUsS MEIUWUMUHCKOM IMOMOIIM IO >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO
nanueHTa Jubo 06 oTka3e B BbIJaue YKa3aHHOTO Pa3pelieHus MPOU3BOIATCS B CPOK, HE TPEBBIIIAIONIUN
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nsATH pabounx auei. IlnaTa 3a BeIady yKa3aHHOTO pa3peIieHus] He B3UMAeTCsl.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4. B Poccuiickyto Denepanyio MOKHO BBO3UTH JIEKAPCTBEHHbBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOATBEPKIEHO  CEpTU(UKATOM  MPOU3BOAMUTENSI  JIEKAPCTBEHHBIX  CPEICTB,  YJAOCTOBEPSIOIIUM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUSIM (papMaKONEHHBIX cTaTel MO0 B CiIydae
UX OTCYTCTBUSI HOPMAaTUBHOM TOKYMEHTAIlMU WJIM HOPMATUBHOIO JOKYMEHTA.

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

5. 3anpemaercs BBo3 B Poccuiickyto @enepanuio GpanbcuuiunpoBaHHBIX JEKapCTBEHHBIX CPEJICTB,
HG)IO6pOKa‘-I€CTB€HHI)IX JICKApPCTBCHHEBIX CPCACTB, KOHTpa(i)aKTHI)IX JICKApCTBCHHBIX CPCACTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. @anbcUPUIMPOBAHHbIE JIEKAPCTBEHHBIE CPEICTBA, HEAOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CpEeACTBA MOJJICKAT U3BATUIO U MOCIIEAYIONIEMY YHUUYTOKEHUIO WU BbIBO3Y U3 Poccuiickoit denepanuu,
KOHTpa(aKkTHbIE JIEKaPCTBEHHbIE CPEACTBA - U3BSTUIO U MOCIEAYIONIEMY YHHUTOXKEHHIO. YHUUYTOXKECHHE
i BbiBo3 M3 Poccuiickoit ®enepaunu  danbcuUIUPOBAHHBIX — JIEKAPCTBEHHBIX  CPEJICTB,
HEZOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, KOHTpa(akTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYILIECTBIISIETCSl 3a CYET JIMIA, OCYIIECTBUBLIETO HX BBO3. [lOpSNOK YHHYTOXKEHUS U3BATBHIX
¢banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JICKaPCTBEHHBIX CPeACTB ycTaHaBimuBaeTcs [IpaBurensctBoM Poccuiickoit deneparmm.
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluma, ocymecTBasomue BBo3 B Poccumiickyro  ®enepanuio  daabCcuGUIMPOBAHHBIX
JIEKapCTBEHHBIX  CPEJICTB, HEAOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJICTB, KOHTPAa(PAKTHBIX
JIEKapPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOXXEHHBIM 3aKOHOIATEIHCTBOM
TamoskeHHOTO cot03a U (Uin) 3aKoHOJaTenbCTBOM Poccuiickoit denepanuu 0 TaMOKEHHOM JIEIe.

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

8. BbIBO3 jekapcTBEHHBIX cpencTB u3 Poccuiickoit denepariuu ocymecTBIsIeTcsl 0e3 MPpUMEHESHHS
OTpaHUYEHUM, YCTAaHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOKEHHOro cor3a M (WIIH)
3akoHOAaTrenscTBOM Poccuiickoit denepannu 0 rocyAapCTBEHHOM pETYIHMPOBAHUU BHEUIHETOPrOBOM

NS TEITBHOCTH.
(B pen. ®enepanbHbix 3ak0HOB OT 06.12.2011 N 409-03, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-

®3)

Koncynprantllntoc: mpumedanue.
C 29.11.2019 cr. 47 nononnsiercs 4. 9 (O3 ot 28.11.2018 N 449-D3).

Cratba 48. Opuauyeckme nuua, KOTOpbIM pa3pelleH BBO3 NIeKapCTBEeHHbIX CPeAcTB
B Poccumnckyro ®epgepauuto
(B pen. denepanpHOro 3akona ot 06.12.2011 N 409-D3)

JlekapctBeHHble cpenctBa B Pocculickyro denepaunio MOTyT BBO3UTh:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1 ) MNPOU3BOAUTCIIM  JICKAPCTBCHHBIX  CPCACTB  JIA neiaen COOCTBEHHOTO MMpOU3BOACTBA
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JICKApCTBCHHBIX CPCACTB;

2) wuHOCTpaHHbIE pa3pabOTUMKU JIEKAPCTBEHHBIX CPEJICTB M HWHOCTPaHHbIE IPOU3BOIUTENIN
JIEKapCTBEHHBIX CPEJCTB WU JAPYrHe IOpUANYECKUE LA 110 OPYYEHHUIO pa3paboTuHKa JeKapCTBEHHOTO
CpeaCTBa JUIsl MPOBENCHMS KIMHUYECKUX MCCIEI0BAHUN JIEKAPCTBEHHOI'O Ipenapara, OCYLIECTBIICHUS
rOCyJapCTBEHHON  pEeruCTpaliii  JIEKApCTBEHHOTO  Iperapara, BKIIOYEHHs  (apMaleBTUYECKON
CyOCTaHIIMHM B TOCYIAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJCTB, KOHTPOJIS KauyecTBA JIEKAPCTBEHHBIX
CPEACTB IMPH HAJTHYUH Pa3pelIeHHUs YIIOJTHOMOYEHHOTO (peepallbHOTO OpraHa MCIOJHUTEIBHONW BIACTH
Ha BBO3 KOHKPETHOW NapTUU JIEKAPCTBEHHBIX CPE/ICTB;

3) opraHu3any ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEJCTBAMM;

4) Hay4YHO-WCCIIEIOBATEIbCKUE OpraHu3alui, oO0pa3oBaTeIbHBIE OPraHW3alldd  BBICIIETO
o0pa3oBaHus, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB IS pa3pabOTKH, HCCIENOBAHUM, KOHTPOJIS
0€30MacCHOCTH, KauecTBa, OJ(PQPEKTUBHOCTU JIEKAPCTBEHHBIX CPEJICTB MpPH HAIWYUM pa3pelieHus
VIIOJTHOMOYEHHOTO (pesiepalibHOTO OpraHa UCTIOHUTEIHHOHN BIIACTH,

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

5) MEeTUIIMHCKUE OpraHU3alluy, UHbIE YKa3aHHbIE B MMyHKTaX | - 4 HacToAIIeH CTaThbU OpraHu3aluu
JJIs1 OKa3aHus MC}IHHHHCKOﬁ IIOMOIIHY 10 JKM3HCHHBIM ITOKa3aHHUAM KOHKPCTHOTO MAalMEHTA IMPU HAJTUYHNN
paspelleHns yInoJHOMOYEHHOTO (efepaIbHOrO OpraHa HCIOJHUTEIBHON BIACTH HAa BBO3 KOHKPETHOM
MapTUM JIEKApPCTBEHHOTO IpernapaTra, BbIIAHHOTO B YCTAHOBJIIEHHOM IMOPSJKE B (OpME 3IEKTPOHHOIO
JOKYMEHTA, TIOIMMCAHHOTO YCHJICHHOW KBATU(DUIIMPOBAHHOM SJIEKTPOHHOM MO IITUCKIO.
(B pen. ®enepanpHoro 3akoHa ot 12.03.2014 N 33-03)

Crtatba 49. [IOoKyMeHTbl, NpeacTtaBnsieMble B TaMOXeHHble opraHbl Poccunckon
dPepepaumm npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccumnckyro ®eaepauyuio
(B pen. @enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

1. Ilpu BBO3e JeKapCTBEHHBIX cpenctB B Poccuiickyro ®enepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit @enpepauuu Hapsxy C JOKYMEHTaMH, MPEACTaBICHHE KOTOPBIX MPEAyCMOTPEHO
TaMO>KCHHBIM 3aKOHOJATEJIbCTBOM TaMOXEHHOro coro3a U (WiIHM) 3aKOHOJATelIbCTBOM Poccuiickoit
Odenepanyu 0 TAMOKEHHOM JeJie, MPEACTABISAIOTCS CIEIYIOIINE JOKYMEHTBI:

(B pen. denepanpHoro 3akona ot 06.12.2011 N 409-D3)

1) CepTI/I(bI/IKaT MMPOU3BOJUTCIIAA JICKAPCTBCHHOI'O CPCIACTBA, y,Z[OCTOBepHIOH_[I/Iﬁ COOTBCTCTBHUC
BBO3UMOI'0 JICKAPCTBCHHOI'O CpCACTBA Tpe6OBaHI/I$IM q)apMaKOHeﬁHOﬁ cTaThbu JHOO B ciIyqac c¢¢€
OTCYTCTBUA HOpMaTHBHOﬁ JAOKYMCHTAIUN WJIKX HOPMATUBHOI'O JOKYMCHTA,

2) pa3spCliCcHUC YIMOJIHOMOUYCHHOTO @enepanLHoro opraHa HCIIOJIHUTEILHON BJIACTH Ha BBO3
KOHerTHOﬁ napTu JICKAPCTBCHHOI'O CPpCACTBA B ClIydasAaX, YCTAHOBJICHHBIX YaCTbIO 3 craren 47
HaCTOAIICTO CDeI[epaanoro 3aKOHa.

2. JlokyMeHTBI, yKa3aHHble B NyHKTax | M 2 yvactu | HacTOsILEH CTAaTbH, NPEACTABIAIOTCS B
TaMOXeHHble opranbl Poccuiickoit denepanuu npu npuOBITHN JIEKaPCTBEHHBIX cpeicTB B Poccuiickyro
denepanuro.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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Cratba 50. BBO3 nekapcTtBeHHbIX rnpenapatoB B Poccuuckyro Pepepauuro ans
NIMYHOIro UCMNONIb30BaHUA U UHbIX HEKOMMEPYECKUX Lienen, a Takke AN UCNOoSIb30BaHUs
Ha TeppUTOPMUN MeXAYHApPOAHOro MeAULIMHCKOro Knacrtepa
(B pen. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JlexapcTBeHHblE mpernaparbl MOryT ObITh BBe3eHbl B Poccuiickyro @enepanuio 6e3 ydera
TpeOOBaHUM, IPEYCMOTPEHHBIX YacTsiMu | - 4 crateu 47, ctathsimu 48 u 49 HacTosimiero deepaibHOTO
3aKOHA, €CJIM OHM IMPEeIHAa3HAUEHBI JUIS:

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

1) nuyHOrO MCHOJIB30BaHUs (U3NYECKUMH JULaMH, npuObsBIIMMU B Poccuiickyro ®exneparuro.
IIpu »srom BBO3 B Poccuiickyto Dexnepanuio JIEKapCTBEHHBIX MPENAPATOB,  COAEPIKAIINX
CHWIIBHOACWUCTBYIOIIME W (WJIM) SJIOBUTHIE BEIECTBA, BKIIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIIMX BEMIECTB JUIA LEJEH YrOJIOBHOTO 3akoHoJaTenbcTBa Poccuiickonn denepauu u B
CIIUCOK SIOBUTBHIX BEIIECTB I LeJed YroJOBHOTO 3akoHoAaTenbcTBa Poccuiickoir Penepanuu,
yrBepxkaeHHbIe [IpaButenscTBoM Poccuiickoit denepanuu, OCyIIECTBISAETCS MPU HAJTUYMH JTOKYMEHTOB
(3aBepeHHBIX KOMHUN JOKYMEHTOB HJIM 3aBEPEHHBIX BBIMHCOK W3 HUX), MOATBEPKJAIOIIUX Ha3HauYEHUE
¢uznueckoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX MpEnaparoB (3a HCKIIOYEHHUEM JIEKapCTBEHHBIX
MpEenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit @enepanmu U OTIycKaemblx B Poccuiickoi
Oenepanuu 6€3 pelenTa Ha JeKapcTBeHHbIN npenapar). [loarBepkaronine JOKyMEHTHI (X 3aBEpEHHbIE
KOIWU WJIM 3aBEPEHHbIE BBIMUCKU U3 HUX) JIOJDKHBI COAEPKATh CBEICHUS O HAMMEHOBAHUU U KOJIMYECTBE
Ha3HAYEHHOTO JIEKapCTBEHHOTO Ipemnapara. B ciydae, ecnu NOATBEp)KIArOMIME JOKYMEHTHI (UX
3aBepeHHbIe KOMHH WJIM 3aBEPEHHbIE BBINHCKU W3 HUX) COCTAaBJIEHbl HAa MHOCTPAHHOM SI3bIKE, K HHUM
MpUJIaraeTcs HOTapualbHO 3aBEPEHHBIN IIEPEBOJ] HA PYCCKUH S3BIK;
(. 1 B pen. @®enepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCHoJb30BaHWS  PAOOTHUKAMH  JUIUIOMATHYECKOTO  KOpIyca WM  IPEACTaBUTEISIMHU
MEXIYHApOJHBIX OpraHu3alui, akkpeauToBaHHbIX B Poccuiickoi denepannu;

3) JCYCHH ITaCCAXHUPOB UM YJICHOB SKANAXKEH TPAaHCIIOPTHBIX CPCACTB, IOC3THBIX 6p1/1raz[ nu

BOJMTENICH TPAHCIIOPTHBIX CPEICTB, MpHOBIBIINX B Poccuiickyro deneparnmro;
(B pen. @enepansroro 3akoHa ot 06.12.2011 N 409-D3)

4) nevyeHus y4aCTHUKOB MEXKIyHAPOIHBIX KYAbTYPHBIX, CHOPTHBHBIX MEPOIMPHUITHIA U YIaCTHUKOB
MEXIYHAPOIHBIX SKCIICAUIIHIA,

5) jeueHHss KOHKPETHBIX HBOTHBIX B 300MapKax, a TaK)Ke )KMBOTHBIX, BBO3UMBIX B Poccuiickyro
deneparnuio Uit y4aCTHs B CIOPTHBHBIX M 3PEJUIIHBIX MEPOTIPUSTHUSX;
(B pen. denepanbpHoro 3akona ot 06.12.2011 N 409-D3)

6) UCIIOJIb30BAHUS HA TEPPUTOPUU MEKTYHAPOIHOTO MEAUIIMHCKOTO KiacTepa.
(. 6 BBeaeH deaepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B ciyuasix, mpeJyCMOTPEHHBIX YacThio 1 HacTosel craTbu, Jomyckaercs BBO3 B Poccuiickyto
deneparyio JIeKapCTBEHHBIX MTPENapaToB, HE 3aperucTpupoBanHbIX B Poccuiickoit denepannu.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. .HeKapCTBCHHBIC npemnaparsl, MPEAHA3HAYCHHBIC I FYMaHHTapHOﬁ IIoOMOIIH (COHCﬁCTBHH) NN

www.consultant.ru Crpannna 99 u3z 127
HajIe:KHAsl IPAaBOBas MOAJEPKKA


http://www.consultant.ru/
http://www.consultant.ru/

®Denepanbusblii 3akoH o1 12.04.2010 N 61-03
(pexn. or 06.06.2019)
"O6 oOpalIeHNH JICKAPCTBEHHBIX CPEACTB"

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jara coxpanenus: 20.06.2019

IIOMOIIM IIPY 4YPE3BBIYAWHBIX CUTyalusiX, BBO3ATCA B Poccuiickyro @Penepauuio B IOpsIKE,
ycranoBjeHHoM [IpaButensctBoM Poccuiickoit ®eneparuu. 3ampemaercss BBo3 B Poccuiickyro
@denepallvio  HE3APETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENaparoB,  IpEeJHA3HAYEHHBIX IS
r'yMaHUTapHON NOMOIIY (COASHCTBUS) WM MOMOILM IIPU YPE3BBIYANHBIX CUTYALUAX.

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

Ctatba 51. CotpyaHuyecTBO peaepanbHOro opraHa WCMOSIHUTENILHOW BRacTy,
YNOSIHOMOYEHHOro B 0OfacTM TaMOXeHHOro pgerna, M ApPYrux YNONHOMOYEHHbIX
¢enepanbHbIX OpraHOB UCNONTHUTENTBLHOW BNacTu

1. VYnonHomoueHHBIE (QenepaibHbie OpraHbl MCIOJHUTEIBHON BJIACTU TMPEAOCTABISIOT B
pacniopsbkeHre  (eepaTbHOrO OpraHa HCIOJHUTEIBHOM BJIACTH, YIMOJHOMOYEHHOTO B 00JacTH
TaMOXXEHHOTO JIela, TOCYJAapCTBEHHBIN PEeCTp JEKAPCTBEHHBIX CPEJICTB, a Takxke HH(OopMmaIuoo o
BBIJJAHHBIX pa3pelICHHUSX HAa BBO3 KOHKPETHOM IapTUM JIEKAPCTBEHHBIX CPEACTB B  CIy4asX,
YCTaHOBJIEHHBIX 4acThIO 3 cTaTthi 47 HacTosero deaepaibHOro 3akoHa.

2. denepanbHBIi OpraH HCHOJIHUTENBHOM BIIACTH, YMOJHOMOYEHHBIH B OOJIACTH TaMOXEHHOIO
nena, "HGOPMUPYET yKa3aHHbIE B 4acTH | HAcTOALIEH CTaTbU YIIOJTHOMOYEHHBIE (e/lepaabHble OpPraHbl
HCTIOJIHUTENBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro denepanuio U BBIBO3E
JIeKapCTBEHHBIX cpencTB u3 Poccuiickoit denepanuu no ¢GopMe U B MOPSAAKE, KOTOPbIE YCTAaHOBJICHBI
[IpaBuTenscTBOM Poccuiickoit denepanuu.

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

Masa 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue papmaLeBTUYECKON AEATENIbHOCTHU

1. dapmarneBTHYeCcKas JCATEIBHOCTh OCYIIECTBIIICTCS OpPraHU3alUsSIMU ONTOBOW TOPTOBIIU
JICKApCTBEHHBIMH  CPEICTBAMH,  aNTCYHBIMH  OPraHU3ALUSMH,  BETCPHHAPHBIMH  AlTCYHBIMH
OpraHu3alUsIMM,  HHIUBUAYaIbHBIMH  NPECIIPUHUMATEISIMH,  WMCIOIMIMMHU  JIMIICH3UI0  Ha
(bapMareBTHUECKYI0 JCATEIbHOCTh, MEJWIUHCKUMH OPraHU3allUsIMK, HWMCIONUMH JIMIICH3UIO Ha
(bapMaIeBTHUECKYI0 JCATENbHOCTh, W HX 00O0COOJICHHBIMHU TOApa3JieliecHUusIMH  (aMOyIaTOpHsIMH,
denpamepckuMu U QENbIIMIEPCKO-aKyIIEPCKUMH  IIYHKTaMH, IIeHTpaMu (OTAeNeHUusiMu) oOmmen
BpaueOHOM (CeMEHHOM) MPaKTHKHU), PACIIOJIOKEHHBIMH B CEJIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTCUHbIC OpPraHU3aIlH, U BETCPHUHAPHBIMH OPraHMU3AlUsSIMHU, UMCIONIUMH JIMIICH3HIO Ha
(bapMaIeBTHYECKYIO JCATEIBHOCTD.

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

2. ®usnyeckue JHLIA MOTYT OCYHIECTBIATH (PapMalleBTUYECKYIO JAEATENbHOCTh IMPH HAIUYHH
BBICILIETO MJIM CpPEeTHEro (papmaleBTHUecKOro oopa3oBaHus M cepTU(UKaTa CIIEUAINCTA, BBICUIIETO WU
CpeIHEro BeTepHHApHOTO 00pa3oBaHMs M cepTU(UKATa CIELUAINCTA, a TAKXKE BBICIIETO UM CPEIHEro
MEIULMHCKOrO 00pa3oBaHus, cepTU(UKATa CIEUATUCTa U JOMOJHHUTEIBHOTO MNPOQecCHOHATBHOTO
00pa30BaHUs B YaCTU PO3HUYHOM TOPTrOBJIM JEKAPCTBEHHBIMU IperapaTaMu NpU YCIOBUHM UX paboThI B
000CO0IEHHBIX MOpa3IeIeHUSIX MEIUIIMHCKUX OpraHu3alnii, yka3aHHbIX B 4acTH | HacTOAIIEH CTaThu.
(vacts 2 B pen. @enepanpHoro 3akoHa ot 27.07.2010 N 192-D3)
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Koncynsrantlntoc: npumeyanue.

Cratpss 52.1 Bcrymaer B cuiy ¢ 29.11.2019. JlekapcTBeHHble mpenaparbl Uisi MEIUIMHCKOTO
IIPUMEHEHUS], BBEJIEHHBIE B I'pakAaHckuil obopoT no 29.11.2019, nomyexar XpaHEHHUIO, NEPEBO3KE,
OTILYCKY, peajn3alliy, nepeaade, IPUMEHEHUIO 0 UICTEUEHUS CPOKa UX FOJHOCTH.

Ctatba 52.1. BBoao B rpaxaaHCKMM OOOpPOT feKapCTBEHHbLIX npenapaTtoB ANnA
MeAULMHCKOro NpUMeHeHus
(BBenena denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Tlepen BBOJIOM B TpakJaHCKUN OOOPOT KaXKI0HM Cepuu WM KaKJIOW MapTHM MPOU3BEICHHOTO B
Pocculickoit @enepannn JeKapCTBEHHOTO Mpenapara AJisi MEIUIIMHCKOTO MPUMEHEHHUS], 32 UCKITIOYEHUEM
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaTroB, MPOU3BOAUTEIb TAaKOTO JIEKAPCTBEHHOI'O
npenapara npejacTaBisieT B (eaepalbHbId OpraH UCIOJHUTEIBFHON BIACTH, OCYIIECTBISIOMNA QYHKITUN
[0 KOHTPOJIIO W HaA30py B cdepe 31paBOOXpaHEHUs, JOKYMEHT IPOU3BOJUTENS JIEKAPCTBEHHOTO
CpPEeICTBa,  IMOJATBEPXKAAOIIMM  KAadyeCTBO  JIGKQPCTBEHHOTO  IIpemapara, W IOATBEPKJEHUE
YIOJIHOMOYEHHOTO JIMIA IPOW3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBUSA JIEKAPCTBEHHOI'O
npernapaTa TpeOOBaHUSAM, YCTAHOBJIEHHBIM IPH €0 TOCYJapCTBEHHOMN perucTpaiim.

2. Ilepen BBOJOM B TpakAaHCKUW OOOPOT KAKIOM CEPUU WM KaKIOW MapTUHU BBO3WMOTO B
Poccuiickyto ®epeparuio JE€KapCTBEHHOTO IMpenapata i MEAMIMHCKOTO MPUMEHEHHUd, 3a
UCKITIOYEHHEM HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, OpraHU3alis, OCYIIECTBIISIONIAs
BBO3 JICKapCTBEHHOTO Tmpemnapata B Poccuiickyto deneparuio, mpeacTtaBimsieT B (enepalbHbIA OpraH
WCIOJIHUTENBHON BJAcTH, OCYHIECTBIAIOMUNA (QYHKIUMU 1O KOHTPOJIO M Ham3opy B cdepe
3IpaBOOXpAaHEHUS, CEepTU(UKAT MPOU3BOJIUTENS JIEKAPCTBEHHOTO  CPEJICTBA,  YAOCTOBEPSIOLIUI
COOTBETCTBHE BBO3MMOTO JIEKAPCTBEHHOIO Mpenapara TpeOoBaHUAM (papMakoIeiiHOW CTaThu, a B Cllyyae
oTcyTcTBUsl (hapMaKONEeWHON CTaTbu TPEOOBAaHUSM HOPMATHUBHOM JOKYMEHTALlUMU, U MOATBEPIKICHUE
MPEACTABUTENSl OpPraHU3alMM, OCYLIECTBISIOIIEH BBO3 JIEKAPCTBEHHOro Impenapara B Poccuiickyro
@enepanvi0 U YIOJHOMOYEHHOM HMHOCTPAHHBIM  IPOU3BOJUTEIEM  JIEKAPCTBEHHBIX  CPEICTB,
COOTBETCTBUSI BBO3MMOIO JICKQPCTBEHHOTO Tperapara TpeOOBaHUSM, YCTAaHOBJICHHBIM IIPU €ro
roCyJAapCTBEHHOM perucTparuu.

3. Iopsaok mpencTaBieHHs] B COOTBETCTBUU C yacTsIMH | W 2 HacTosied CTaTbu TOKYMEHTOB H
CBEICHMI O JICKApPCTBEHHBIX Tperaparax, BBOJUMBIX B TPaXAAHCKHA 00OPOT, yCTaHABIUBAETCS
[IpaBuTenscTBOM Poccuiickoit denepanuu.

4. B OTHOIIEHHHM TMEpBbIX TPeX CEpHMl WIM MapTHl JIEKapCTBEHHOrO TIperapara, BIIEpPBbIC
npousBeieHHOTO B Poccuiickoit @enepanuu wid BHepBble BBO3UMOro B Poccuiickyro Dexnepainuio, B
(benepanbHbIN OpraH UCIOJHUTENBHON BIACTH, OCYIIECTBISIFOIINA (QYHKIIUU IO KOHTPOJIIO M HAa30py B
cdepe 3ApaBOOXpaHEHUS, TOTIOJHUTEIHHO PEACTABISAETCS MPOTOKOJ UCIILITAHUI O COOTBETCTBUU CEPUU
WIM TapTUU JIEKapCTBEHHOTO IIpemapaTta Al MEIUIIMHCKOTO TPHUMEHEHUs MOoKa3aTelsiM KadecTBa,
MPEeTyCMOTPEHHBIM HOPMATUBHOM JOKyMEHTAIlMell (lanee - MPOTOKOJ HWCHBITAHUHN), MPOBOJUMBIX
aKKpEJAMTOBAHHBIMH B COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickoit deaeparuu 06 akKpeIuTauu B
HAI[MOHANIFHOW  cucTeMe  akkpeAuTauuud  (egepanbHBIMU  TOCYJApPCTBEHHBIMU  OIOKETHBIMH
YUPSKICHUSAMH,  TOJBEJOMCTBEHHBIMH  (eiepalbHOMy  OpraHy  HCIOJHUTEIbHOW  BIACTH,
OCYILIECTBISIONIEMY (QYHKIIMH TIO BRIPAO0OTKE U peann3aiiy ToCyIapCTBEHHON MOJUTHKNA U HOPMATHUBHO-
MIPaBOBOMY PETyJIMPOBAaHUIO B cdepe 3ApaBOOXpaHeHUs, U (eAepallbHOMY OpPraHy HCIOTHUTEIHLHOM
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BJIACTH, OCYIIECTBIISIOMEMY (YHKIMH TO KOHTPOJIIO U Hau30py B cdepe 3apaBooxpanenusi. Ilopsaox
BblJa4M YKa3aHHbIMU q)eﬂepa.HI)HbIMI/I TroCcyaapCTBCHHBIMU 6IOI[)KGTHI)IMI/I YUYPCKACHUAMA JAHHOI'O
MPOTOKOJIAa U Pa3Mep IUIAThI 3a €ro BblIavy ycTaHaBiuBaroTcs [IpaButenscTBoMm Poccuiickoit @enepanuu.

5. ExxerogHo He mo3zanee 1 ¢eBpaiisi Mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB MJIM OpraHU3aIH,
OCYILECTBIISIOIIME BBO3 JIEKAPCTBEHHBIX NpernapaTtoB B Pocculickyro @enepauuio, NPEACTaBIAIOT B
(benepanbHBIN OpraH MCIOJHUTEIHHON BIACTH, OCYIISCTBISIOMMNN (HYHKINU O KOHTPOJIIO U HA/I30pPy B
cdepe 31paBoOOXpaHEHUs], TPOTOKOJI UCIBITAHIA MOCTYIHMBIIETO B TEYCHUE TOJA B TPAKIAAHCKUN 000pOT
JIEKapCTBEHHOI'O IIpernapara KOHKPETHOTO MPOM3BOAMTENS (HA OJHY CEpPHUI0 KaXJ0ro TOProBOro
HAaUMEHOBAHUS C YYETOM JIEKAPCTBEHHOM (OPMBI M JIO3UPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMHU B
COOTBETCTBUHU C 3aKOHOJaTenbcTBOM Poccuiickoil ®denepaunu 00 akkpeAUTallMd B HaIMOHAIbHOMN
CUCTEME aKKpEIUTAIMH UCTIBITATEIbHBIMU Ja00paTOpUsIMU (LIEHTPaMHu).

6. IlpowsBoguTeny JIEKAPCTBEHHBIX CPEICTB WM OPTaHMW3allMH, OCYIIECTBISIONINE BBO3
JIEKapCTBEHHBIX MpenaparoB B Poccuiickyro denepainnio, He MEHEE YeM 3a OJIMH TOJl 10 TJIAaHUPYEMBIX
IMPHUOCTAHOBJICHUA WM MPEKPAIICHUA ITPOU3BOJACTBA JICKAPCTBCHHBIX IMIPEIIapaTOB WM HX BBO3a B
Poccuiickyro @expepanuio yBeJOMIISIIOT 00 3TOM (eaepalibHbIl OpraH HCIOJHUTENIBHON BIAcTH,
OCYIIECTBIISIOMNI (QYHKIIMH 110 KOHTPOJIIO M HAA30py B cepe 3ApaBOOXpaHEHHs U (eaepaabHbIi opraH
WCTIOJTHUTEBHOW  BJIACTH, OCYHIECTBISAOMMA (QYHKIUM TI0  JIMIEH3UPOBAHUIO  ITPOM3BOJICTBA
JICKApCTBCHHBIX CPCACTB.

7. BBoa B TpakmaHCKUA OOOPOT KaKIOW CEpUM WM KaXKJAOHW MapTHH WMMYHOOHMOJOTHYECKOTO
JIEKapCTBEHHOTO Mpenapara, npous3BeneHHoro B Poccuiickoit denepannu iy BBO3UMOro B Poccuiickyro
@enepannio, OCYILIECTBISETCS Ha OCHOBAaHUHU pa3pellieHUs, BBIJAHHOTO (eaepalibHbIM OpraHoM
WCIOJIHUTENBHOM BJACTH, OCYIIECTBISIONIMM (QYHKIMM TO KOHTPOJIK U Ham3opy B cdepe
3[paBOOXpAaHEHUS, HAa OCHOBAaHUHU BBIJIAHHOTO (enepaTbHBIMH TOCYJApPCTBEHHBIMU OIOKETHBIMU
YUPEXKJICHUSIMHU, YKa3aHHBIMU B 4acTu 4 HacTOSILEH CTaTbH, 3aKIIFOUYEHHUS O COOTBETCTBUU CEPUM HIIU
MapTUl UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO TMperapara TpeOOBaHUSM, YCTAHOBJICHHBIM TPU €ro
rocynapcTBeHHOU peructpauuu. [opsnok Belauu paspelieHrs Ha BBOJ B TPaXJaHCKUNA 000pOT cepuu
WM MTApTUH UIMMYHOOHOJIOTMUYECKOTO JIEKapCTBEHHOTO Mpernapara, a TakKe MOpsiI0K BbIIaul YKa3aHHOTO
3aKJIIOUEHUsT M pa3Mep IUIaThl 3a €ro Bblgady ycraHaBinuBawotcs IIpaButensctBoM Poccuiickoit
denepanuu.

8. 3a HempencTaBlieHHWE WJIM HECBOEBPEMEHHOE TPEICTaBIEHWE JOKYMEHTOB M CBEACHHUI,
MPeIyCMOTPEHHBIX yacTsamu 1, 2, 4, 5 u 6 HacTosIIeH CTaTh, MPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aliy, OCYIIECTBIISIONINE BBO3 JIGKAPCTBEHHBIX IpernapaToB B Poccuiickyto denepaiuio, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOIATENBCTBOM Poccuiickoii Denepanum.

9. IlpencraBieHue JOKYMEHTOB U CBEAEHUH, NPEAyCMOTPEHHBIX yacTaMu 1, 2 u 4 HacTosei
CTaTbM, W TMOJYYEHHE IPEIYCMOTPEHHOTO YacTbl0 7 HACTOSILENH CTaTbU pA3PELIEHUs] Ha BBOJ
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOI0 IMpenapaTa B TpakJaHCKUA o00OpoT He TpedyroTcs B
OTHOLIEHUM JIEKAPCTBEHHBIX IpEnapaToB, MpeJHa3HAUYEHHBIX /IS MPOBEJCHUS  KIMHUYECKUX
UCCIIEIOBAaHUI JIEKapCTBEHHBIX IPENAapaTOB, MPOBEIEHUS SKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIIEHUS] T'OCYIapCTBEHHOM PErMCTpPAllM JIEKAPCTBEHHBIX IPENAapaToB, a TAaKK€ B OTHOILIECHUU
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB, MPeJHA3HAYCHHBIX Ul OKa3aHUS MEIULIMHCKOMN
IIOMOIIY T10 KU3HEHHBIM MOKa3aHUsAM KOHKPETHOTO INallueHTa, BBO3UMbIX B Poccuiickyro ®enepanuio B
COOTBETCTBUU C 4acThlO 3 craThy 47 HacTosero deaepajbHOroO 3aKOHa.
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10. IIpu BBIABICHHM B TPaXIAHCKOM O00OpOTE CEpUHM WIM HApTHH JIEKAPCTBEHHOIO IpernapaTta,
JOKYMEHTBI M CBEICHHS O KOTOPBIX, NMPEAYCMOTpEHHBbIE yacTsaMu |, 2 u 4 Hacrosmed cTaTtbu, He
IpescTaBieHbl B (pefepabHbIl OpraH HCIOJIHUTEIBHOM BJIACTH, OCYLIECTBISIIOIIMM (QYHKIUU 1O
KOHTPOJII0O U Haa30py B cepe 3ApaBOOXpaHEHHMS, JIMOO CEpUM WM HMapTUH MMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIpenapara, HE UMEIOUIMX pa3pelieHuss Ha BBOJ B TIpakIaHCKUH 000poT,
MPEIyCMOTPEHHOTO 4YacThl0 7 HACTOSIIEH CTaTbd, (pelepasibHBId OpraH HCIOJHUTEIHLHONW BIIACTH,
OCYIIECTBIIAIOINN (YHKIMH MO KOHTPONIO W Haa3opy B cdepe 3ApaBOOXpaHEHHs, B IOPAIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit denepanuyu, NPUHUMAET pPELICHHWE O NPEKPAIICHUH
IpaXIaHCKOTO 00O0pOTa TAaKMX CEPUM WIM MNapTUU 10 TPEACTaBIEHUS YyKa3aHHBIX JOKYMEHTOB H
CBEJICHUI1 TM00 MOJIyYeHHs YKa3aHHOTO Pa3peIIeHHs.

Cratbsa 53. NMpoaaxa, nepenaya NekapcTBeHHbIX CPEeACTB OpraHM3auMssMn OoNnTOBOM
TOProBnM NieKapCcTBeHHbIMU cpeaAcTBaMm

1. Opranuzanuu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMHM MOTYT OCYIIECTBISATH MPOJAKY
JIEKAPCTBEHHBIX CPEJICTB WM IEepeAaBaTh MX B YCTAaHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuilckon
denepanun NOpsAKe:

1) npyrum opraHu3anusM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

2) NPOU3BOIUTENSIM JIEKAPCTBEHHBIX CPEJICTB IS LeJIel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;
3) anTeuHbIM OpPraHU3alUsIM U BETEpPUHAPHBIM allTeYHBIM OPraHU3allsiIM;

4) HayyHO-HCCIIEI0BATEIbCKUM OPTraHU3aLUAM Ul HayYHO-HCCIIE0BaTENbCKONW PaboThI;

5) UHAMBUAYAJNbHBIM NOPEIIPUHUMATENSIM, HMEIOLIUM JIMIEH3HI0 Ha (apMaleBTUYECKYIO
JEeSITeNIbHOCTD UITU JIMLEH3UIO Ha MEAULIUHCKYIO ACSITeIbHOCTD;

6) MCIUIHUHCKHUM OpraHu3aluiaM, BETCPUHAPHBIM OpraHU3allusaM,
7) opraHu3anusaM, OCYIICCTBIIAOIINM Pa3sBEACHUE, BbIPAIIUBAHHUEC U COACPKAHNE ) KNBOTHBIX.

2. Opranu3aiuy ONTOBOKH TOPrOBIIH JIEKAPCTBEHHBIMH CPEACTBAMU O053aHbI XPaHUTh 3aKYIUICHHYIO
(dapmalleBTHUECKYI0 CYOCTaHIIMIO CIUPTAa 3TUJIOBOTO (3TAHOJA), OCYIIECTBIATH €€ PEealU3alMI0 WIH
nepenayy B YCTAaHOBJICHHOM 3aKOHOJaTeNnbcTBOM Poccuiickoit denepanuu HOpsSAKE OpPraHU3aLUsAM,
yKa3aHHBIM B MMyHKTax 1 - 7 yactu | HacTosel craTteu, B Tape 00beMoM He Oosee 1 muTpa.

(uacts 2 BBeneHna denepanbHbiM 3ak0HOM 0T 29.07.2017 N 278-D3)

Cratba 54. NMpaBuna oNnToBOW TOProBIiM fIeKAPCTBEHHbIMU CpeacTBaMn

OnrToBasgs  TOproBiisl  JIGKAPCTBEHHBIMH  CPEACTBAMHU  OCYLIECTBISIETCA  IPOU3BOAUTEIISMU
JIEKAPCTBEHHBIX CPEJCTB W OPraHU3alUsIMHU ONTOBOM TOProOBIM JIEKAPCTBEHHBIMU CPEICTBAMH IO
MpaBUJIaM HaJJIeKaleil JUCTPUOBIOTOPCKOM MPAKTUKK M MIPaBUIIaM HaJUIekKalleld MPaKTUKN XpaHEHUS U
MEPEBO3KU JIEKAPCTBEHHBIX IPEMApPaTOB, YTBEPKJIECHHBIM COOTBETCTBYIOIIMMH YIIOJHOMOUYEHHBIMU
(beneparbHBIMU OpraHAMU UCTIOJIHUTENBHOM BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
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Crtatbs 55. I'Iopnnox pO3HM‘IHOl7I TOpProBIin nneKkapcrtBeHHbIMU NnpenapaTtamu

1. Po3HuyHass TOproBiisd JIEKApCTBEHHBIMM IIperapaTaMM B KOJIMYECTBAX, HEOOXOAMMBIX JUIf
BBINIOJIHEHUST BpayeOHbIX ((esbIIIepCKUX) Ha3HAYEHUM WM Ha3HAUYE€HUN CHEeLMaIucToB B oO01acTu
BETEPUHAPUHU,  OCYLIECTBJSETCS  ANTEUYHbIMM  OpPraHMU3alMsIMK,  BETEPUHAPHBIMM  ANTEUYHBIMU
OpraHu3alusIMH, VHAUBUAYaJIbHBIMU MpeIPUHUMATEISIMH, UMEIOIIUMH  JIMLEH3UIO Ha
(bapMaeBTHUECKYI0 JEATEIbHOCTh, MEAWIUHCKIMH OPraHU3alUsMK, HWMCIONIUMH JIMIEH3UI0 Ha
(apMalleBTUUECKYIO0 JAESTEeIbHOCTb, U HX O000COOJEHHBIMU MOJApa3JeNCHUsIMU (aMOyIaTOpUsSIMU,
denpamepckuMu M QENbIIIepCKO-aKylIepCKUMH  yHKTaMH, LEHTpaMH (OTHEJIEHUsMU) oOIien
BpaueOHOM (CeMEHOM) MPAKTUKH), PACIIOJIONKEHHBIMU B CEIHCKUX HACEJIECHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpPraHMU3alM, U BETEPUHAPHBIMHM OPraHU3alMsAIMU, UMEIOIIMMH JIMIEH3UI0 Ha
(apMalleBTUUECKYIO0 JAEATEIbHOCTh. PaspemieHa po3HWYHasi TOProBJs TOJIBKO JIEKapCTBEHHBIMHU
Mpernaparamu, 3aperucTpupoBaHHbiMA B Poccuiickoir denepanuv WIA W3TOTOBJICHHBIMH aNTE€YHBIMU
OpraHu3alusIMH, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMH, WHAUBU1YyaJIbHBIMU
MpeNNpUHUMATEN MU, UMEIOUIMMH JIMLIEH3UI0 Ha (apMaleBTUUECKy JesTeNbHOCTh. Po3HHMYHAas
TOProBJIsSl JIEKAPCTBEHHBIMU IpenapaTaMHi OCYILECTBISETCS MO MpaBuUjiaM HaaJexalell anTeyHou
MPAKTUKHU, YTBEPKJICHHBIM YIIOJTHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOTHUTEIbHON BIACTH.

(B pen. @enepanbHbix 3ak0oHOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)

2. Bunmel anTedHBIX OpraHM3alMid W TpaBWIa OTIyCKa JICKAPCTBEHHBIX IPEImapaToB IS
MEIUIMHCKOTO TPUMEHEHHUS aNTeYHbBIMH OPraHW3alMsIMH, HHIWBHIYaTbHBIMH MPEIIPUHIUMATEISIMH,
MMEIOIIAMHU JIUTICH3HUIO Ha (hapMalleBTHUECKYIO ICSITEIBHOCTD, a TAK)KE TPABHUIIA OTITYCKA JIEKAPCTBEHHBIX
MPEenapaToB Ui MEIUIIMHCKOTO MPUMEHEHHS MEJIUIUHCKUMH OPTraHU3aIlMsIMK, UMCIOUINMHE JINIICH3UIO
Ha (apMareBTUUYECKYIO IEATEIBHOCTh, U WX O000COOJEHHBIMHU TOApA3ICICHUSIMH (aMOyIaTOPHUSIMU,
dbenpamepckuMu U QENBANIEPCKO-AKYIIEPCKUMU  ITYHKTaMH, IeHTpaMHu (OTIACIeHUsAMHU) oOmen
BpaueOHOM (CEeMEHHOM) MPaKTHUKH), PACIOJIOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€4YHbIC OPTaHU3aAIMH, YTBEPKIAIOTCS YIIOJHOMOYCHHBIM (elepalbHbBIM OpPraHOM
WCTIOJIHUTEJIBHOW BJIAaCTH.

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

3. [IpaBuna oTmycka HapKOTUYECKHX CPEACTB M MCHUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4eCcTBE JIGKAPCTBEHHBIX IPEIaparoB, JIEKAPCTBEHHBIX IPENapaToB, COJEPXKAIIUX HAPKOTHUECKUE
CpeACTBa W TICUXOTPOIHBIC BEIIECTBA, YTBEPKIAKOTCS YIIOJTHOMOYCHHBIM (helepaibHbIM OpPraHOM
WCTIOJIHUTEJIBHOW BIIACTH 10 COTJIACOBAHUIO C (ellepalbHBIM OpPraHOM HCIOJHHUTEIBHOW BIIACTH,
YIIOJITHOMOYCHHBIM B cepe BHYTPEHHHX JICI.

(B pen. enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4, .]ICKapCTBeHHHe npenaparel ik  BCTCPUHAPHOI'O  NMPUMCHCHHA - IMOJIC)KAT  OTITYCKY
BCTCPUHAPHBIMHU AIlITCUHBIMU OpraHu3alusaMH, BCTCPUHAPHBIMU OPraHU3alusAMU, HWHIANBUAYAJIbHBIMU
npeaAlpuHUMaTeIIIMA, UMCIOITUMHU JIMIICH3UIO Ha (l)apMaI_leBTI/I‘-IeCKYIO ACATCIIbHOCTD. HpaBHna OTIIyCKa
JICKAPCTBCHHBIX IIPCIapaToB I BETCPUHAPHOTO IMPUMCHCHHA YTBCPKIAAKOTCA YIIOJIHOMOYCHHBIM
(l)eﬂepaJ'ILHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

5. IlepeueHb MEIMIMHCKMX OpraHM3alluii, HMMEIOUIMX JMIEH3UI0 Ha (apMaleBTUYECKYIO
JeATeNbHOCTh, U MX 000COOJEHHBIX MOJpa3jiesieHuil (aMmOynaTopuii, denbamepckux U ¢GeapamepeKo-
aKylmIepcKUX MYyHKTOB, LEHTpoB (oTAeneHuid) oOmed BpayeOHOM  (ceMeilHOM) NpakTUKN),
PACIIOJIOKEHHBIX B CEJIBbCKUX HACEICHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPraHU3alUH, a
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TaKXKE€ II€pEUEHb JIEKAPCTBEHHBIX IIPENaparoB (3a HUCKIOYEHHEM HAPKOTHUYECKUX JIEKapCTBEHHBIX
npenapaTroB U IICUXOTPOIMHBIX JICKAPCTBCHHBIX HpenapaTOB), npoaaxxa KOTOPbIX MOKCT OCYIICCTBIIATHCA
YKa3zaHHbIMU OpraHu3alusaMHi U HUX 000Cc00IEeHHBIMHU nmoapa3aACIiCHUAMMA, YCTAHABJIIMBAIOTCA OpraHaMu
WCIIOJHUTENBHOU BiacTu cyOnekToB Poccuiickoit deneparumn.

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

6. AnrteuHble OpraHu3alllM, WHIUBUIYyaJIbHbIE MPEANPUHUMATENM, HMEIOUIUE JMIEH3UI0 Ha
(bapMareBTHUECKYI0  JeSITEIBHOCTh, 00s3aHBI  O0ecreunBaTh  yTBEPXKACHHBIH [IpaBHTENHCTBOM
Poccuiickoit denepannu u GopMupyeMblii B yCTAaHOBICHHOM UM HOPSAJIKE MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MIPEeNapaToB, HEOOXOIUMBIX JJIsl OKa3aHUSI MEAUIIMHCKON TTOMOIIIH.

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

7. ArnredHbie opraHvsanuv, HWHAUBHUAYAJIBHBIC MTPCANPUHUMATCIIN, HWMCIOIIHWEC JIMOCH3UIO Ha
(dapMalleBTUUECKYIO JIeATEIbHOCTh, HApSAAYy C JIEKQpCTBEHHBIMHM IIpenapaTaMd HMEIT IpaBo
puoOpeTaTh W MPOJaBaTh MEAUITUHCKUE U3IEHS, Je3UHPUITUPYIOINE CPEICTBA, TPEAMETHI M CPEJICTBA
JIAYHOHI TMTUCHBI, NIOCYyAYy A MEAUIHUHCKHUX ueneﬁ, npeaMETel U CPEACTBA, MPEAHAZHAYCHHBLIC JJIA
yxoJa 3a 6OJ'II)HI)IMI/I, HOBOPOXICHHBIMA U ACTbMHU, HC NIOCTUTTIIMMHA BO3pacTa TPEX JIET, OYKOBYIO OIITUKY
U CpeAcTBa yXoJa 3a HEW, MHUHEpalbHbIE BOJbI, MPOAYKTHl J€UYEOHOrO, JETCKOTO M JAMETUYECKOTO
IIUTaHUA, OMOJIOTMYECKHN aKTHBHBIE )IO63BKI/I, Hap(l)IOMepHBIe U KOCMETHYCCKUE CPEACTBA, MEAUIIMHCKUEC
U CAaHUTAPHO-IIPOCBECTUTCIIBHBIC IICUATHBIC H3OAaHHA, MPCAHA3HAYCHHBLIC JIA IIpoIaraH/bl 3A0pPOBOTO
00pasa XHU3HHU.

(B pen. @enepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3)

8. JlesTenpHOCTh anTeuyHbIX opranu3anmii Boopyxennbix Cun Poccuiickoit denepaunu, Ipyrux
BOWCK, BOMHCKMX (DOPMHPOBAHUN M OPraHOB, B KOTOPBIX 3akoHOAaTelbcTBOM Poccuiickoit deneparuun
MPEAYCMOTPEHO TIPOXOKJICHWE BOCHHOW CIY)KObI uiu  (enepaibHOM TOCYIapCTBEHHOW CITY>KOBI,
CBS3aHHOM C MPaBOOXPAHUTEJIBHON JESATENbHOCTBIO, pEriaMeHTupyercss HactoamuMm DeaepanbHbIM
3aKOHOM U YTBEP)KJIEHHBIMH COOTBETCTBYIOUIMMH (hefepalbHbIMU OpraHaMH HMCIIOJHUTEIbHONW BIACTH
nosnokeHussMu. KOHTposb 3a coOnoJieHneM YKa3aHHBIMH aNTeUHbIMH OPTaHU3ALUSIMU TOJI0KESHHUH
Hactosiero denepanibHOr0 3aKOHA OCYIIECTBIISIETCS COOTBETCTBYIOIIMMU (peiepaibHBIMU OpraHaMu

WCTIOJIHUTEJIBHOW BJIaCTH.
(B pen. @enepansHoro 3akoHa ot 13.07.2015 N 262-D3)

CratbAa 56. UaroToBneHue u OTNYyCK NIeKapCTBEHHbIX NpenapaToB

1. UsroroBneHue JICKAPCTBCHHLIX IIPCIIapaTOB allITCYHBIMU OpraHu3aluiaAMHU, BCTCPHUHAPHBIMU
AlITCUHBIMHU OpraHu3atusaMi, HWHAUBUAYAJIbHBIMH J[IPCANPUHUMATCIAMY, HUMCIONIMMH JIMOCH3UIO Ha
Q)apMaHGBTI/I‘ICCKYIO ACATCIIbHOCTD, OCYHICCTBIIACTCA IO PCLCIITAM Ha JICKApCTBCHHBIC IIPCIIApaThl, I10
Tpe6OBaHI/I$IM MCIUIMHCKHUX OpraHHSaHHﬁ, BCTCPUHAPHBIX OpFaHI/ISaHI/Iﬁ B COOTBCTCTBUHU C IIpaBUIIaMHU
HU3TrOTOBJICHUA MW OTIIYyCKa JICKAPCTBCHHBLIX  IMPCIIAPATOB, YTBCPKACHHBIMU  YIIOJIHOMOYCHHBIM
(l)eﬂepaJ'ILHLIM OopraHomMm HCIIOJIHUTEILHOM BIACTH.

2. HpI/I HU3TOTOBJICHUU JICKAPCTBCHHBIX IMPCMAPATOB AlITCYHBIMU OPraHU3allUAMU, BECTCPUHAPHBIMHA
AllTCUHBIMHU OpraHu3atusaMi, HWHAUBUAYAJIBbHBIMH J[PCANPUHUMATEIAMU, HUMCIOUNIMMH JIMOCH3UIO Ha
(l)apMaL[eBTI/I‘-ICCKyIO ACATCIIbBHOCTD, MHCIIOJIB3YHOTCA (I)apMaL[eBTI/ILIeCKI/IC Cy6CTaHI_II/II/I, BKJIIOUYCHHBIC
COOTBCTCTBCHHO B FOCyI[&pCTBCHHBIfI peecTp JCKApCTBCHHBIX CPECACTB IJId MCAUTTUHCKOTO IPUMCHCHUSA U
Focy[[apCTBCHHBIf/'I peecTp JICKAaPpCTBCHHLIX CPCACTB AJId BCTCPHUHAPHOIO IMPUMCHCHUA B YCTAHOBJICHHOM
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IopsaKe. He J0IMYCKAaCTCd H3TOTOBJICHUC AIITCUHBIMU OpPraHUu3allusAMH, BCTCPUHAPHBIMU aAllTCYHBIMU
opraHnusanusamu, HHIUBUAYAJIbHBIMHA nNpeaApUHUMATCIIAMHU, UMCIOIIIUMU JIMIICH3HUI0 Ha
(bapMareBTHUECKYIO JeSITeIbHOCTh, JICKAPCTBEHHBIX MPENapaToB, 3aperucTpUpOBaHHBIX B Poccuiickoii
denepanuu.

3. MapkupoBka JI€KapCTBEHHBIX IPENapaToB, M3TOTOBJIEHHBIX AaNTEUYHbIMH OPTraHU3ALUSIMU,
BETEPUHAPHBIMU ANTEYHBIMU OpPraHMU3ALUSAMH, WHIUMBUIYaIbHBIMU IPEANPUHUMATENAMU, UMEIOMIUMHU
JUIECH3UI0 Ha (apMaleBTHYECKYIO JESITeIbHOCTh, M O(QOPMIICHHE TaKWX TPEnapaToB JOJDKHBI
COOTBETCTBOBATH NPaBUJIaM, YKa3aHHBIM B 4acTH | HAaCTOAIIEH CTaThU.

4. ArrTeunsre OopraHusanuu, BCTCPUHAPHBIC alITCYHbIC opraHu3anuvu, HHIWBUAYAJIbHBIC
NpeCaAIpUHUMATEIN, UMCIOIIHUE JIMICH3HUIO Ha q)apMaHeBTI/I‘-IGCKYIO ACATCIIBHOCTH, HECYT OTBCTCTBCHHOCTD
3a HECOOJIOZIeHHE IMpaBWJI W3TOTOBJIEHHUS U OTIyCKA JIEKAPCTBEHHBIX IMPENaparoB B COOTBETCTBUU C
3aKoHoarenbcTBOM Pocculickon @enepanum.

Ctatba 57. 3anpeweHue npoaaxu danbCcUPMUNPOBaAHHbIX JleKapCTBEHHbIX
CpeAacTs, He[oOOpOKa4YeCTBEHHbIX  JIeKapCTBEHHbIX  CPeAcCTB, KOHTpacpaKTHbIX
NleKapCTBEHHbIX CpeacTB

[Iponaxa danbcuuupoBaHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpencTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB 3aIllpPelacTCsl.

CrtaTtbsa 58. XpaHeHMe nekapCTBEeHHbIX CpeacTB

1. XpaHeHHe JICKAPCTBEHHBIX CPEICTB OCYIISCTBISICTCS TPOM3BOJUTEISIMHA JIEKAPCTBEHHBIX
CPeACTB, OpraHM3alUsAMH  ONTOBOM  TOPrOBIM  JIGKAPCTBEHHBIMH  CPEACTBAMH,  AITCYHBIMH
OpraHu3alusIMH, BETEPUHAPHBIMU aInTeYHBIMH OpraHu3alusIMH, VH/IMBUyaJIbHBIMA
MPEIIPUHIMATEISIMHA, UMCIOIIUMHE JIUIICH3UIO Ha (hapMaleBTHUECKYIO JIEATEIbHOCTh WIN JIMIEH3UI0 Ha
MEJIUIUHCKYIO JIESITeIbHOCTh, MEAWIUHCKUMH OpraHU3alMsMU, BETCPUHAPHBIMU OPTraHU3AIUSMH |
WHBIMU  OpTaHW3alMsIMU, OCYIISCTBISIONIMMU OOpalieHHe JIEKAPCTBEHHBIX CPEICTB. XpaHEHUE
JICKApCTBEHHBIX CPEJCTB JUISI BETCPHHAPHOTO IMPHUMEHEHUS OpraHM3alMsIMH W HHIUBUIyaTbHBIMU
OPEINPUHUMATEISIMA B CIy4asX, €CIH OHH WCIIOJB3YIOTCS HCKIIOUUTEIIFHO TIPU pPa3BElICHUH,
BBIPAIIMBAHUY, COJICPYKAHUH U JICUCHUU YKMBOTHBIX, MOXKET OCYIICCTBIIATHCS O3 MOJIYYCHUS JIMIECH3UU
Ha (apMaIleBTUYCCKYIO IETCIbHOCTb.

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

2. HpaBI/ma XpaHCHHA JICKAaPCTBCHHBIX CpCIACTB YTBCPKAAOTCA COOTBCTCTBYIOIIIUM
YIIOJIHOMOYCHHbBIM Q)eﬂepaﬂbHHM OpraHom HCITOJTHHUTEIIFHOM BIACTH.

3. XpaHeHHE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB,
paanodapMaleBTHUYECKUX  JIEKAPCTBEHHBIX  CPEJICTB OCYILECTBISECTCS B COOTBETCTBUH C
3aKoHo1arenbeTBOM Pocceniickont denepannu.

Cratba 58.1. lpeaMeTHO-KONMMYECTBEHHbIN Yy4YeT JeKapCTBEHHbIX CpeacTtB Ans
MeAULUHCKOro NpUMeHeHuUs
(BBeneHa denepasibHbIM 3aKOHOM OT 25.12.2012 N 262-D3)
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1. Tlepeuensp JeKapCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHUs, TOAeKAIINX TPEIMETHO-
KOJIMYECTBEHHOMY VUYETY, YTBEPIKIACTCS YIIOJTHOMOYCHHBIM (helepaibHBIM OPraHOM HCIOJHUTEILHON
BJIACTH.

2. HOp?IZIOK BKIIFOUCHUS JICKAPCTBCHHLIX CPCACTB 1A MCIUIMHCKOI'O IMPUMCHCHUA B ICPCUYCHD
JICKApPCTBCHHBIX CPEACTB MJIA MCAUIUHCKOIO IMPUMCHCHUSA, IMOMJICKANUX NPCAMETHO -KOJIMYCCTBCHHOMY
yUYeTy, YCTaHABIMBACTCS YIOJHOMOYEHHBIM (ellepalbHbBIM OpPraHOM HCIIOJIHUTENIFHON BJIACTH IO
COTJIACOBAHUIO C (hefepalibHBIM OPraHOM HCIIOJHHUTEIBHON BJIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX HEII.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. TlpeaMeTHO-KOJMYECTBEHHbIN y4eT JIEKAPCTBEHHBIX CPEICTB JJI MEIUIIMHCKOTO MPUMEHEHUS
BEIYT IPOU3BOJUTENMN JIEKAPCTBEHHBIX CPEJCTB, OPraHU3allMM ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU
CPEICTBAMM, ANTEYHbIE OPraHMU3alMHU, WHIMBHIyaJlbHbIE NMPEANPUHAMATENN, UMEIOLIME JIMLIECH3UI0 Ha
(bapMalleBTUUECKYIO JIeATEIbHOCTh WM JIMIEH3UI0 Ha MEIUIMHCKYIO JESTeNIbHOCTh, U MEIUIIMHCKHUE
OpraHu3aliy, OCYILIECTBISIONINEe 00pallle e JIEKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHNUS,
IyTeM PErucTpanuyu JIOObIX CBA3aHHBIX C UX OOpalleHHeM olepaluii, Ipu KOTOPbIX M3MEHSETCS HX
KOJIMYECTBO U (WUJIM) COCTOSIHME, B CIIEHUANbHBIX )KYpHaJaxX y4deTa olepalui, CBSI3aHHbIX ¢ oOpalieHuemM
JIEKapPCTBEHHBIX CPEJICTB U1 METUIIMHCKOTO MPUMEHEHHUSI (Jjajiee - CIelIMaIbHbIE KYPHAIIBI).

4. TlpaBuna perucTpaluy ONepaluil, CBA3aHHBIX C OOpaIleHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEJHUIIMHCKOTO MPUMEHEHHMs], BKJIIOUEHHBIX B TMEpPEUeHb JIEKAPCTBEHHBIX CPEICTB ISl MEIUIUHCKOTO
MPUMEHEHHUS], TIOIeKAIINX PEeIMETHO-KOIMYECTBEHHOMY YU€Ty, B CHEI[HAIbHBIX )KypHaiaxX U MpaBuia
BEJICHUS M XpaHEHUS CHEIUAIbHBIX >KYPHAJOB YTBEP)KIAIOTCS YIMOJIHOMOYEHHBIM (peaepaabHbIM
OpraHoM UCHOJHUTEIbHOM BIACTH.

5. Konrtponp 3a coOirofeHHeM NpaBHJI PErucTpaly olepauuid, CBsI3aHHBIX € OOpalieHHeM
JIEKaPCTBEHHBIX CPEACTB Ui MEIUIUHCKOTO NMPUMEHEHMsI, BKIIOYCHHBIX B IE€pPEUCHb JICKAPCTBEHHBIX
CPEICTB s MEAMIMHCKOTO NPUMEHEHUs, MOAJEKAIUX MPEIMETHO-KOJINYECTBEHHOMY Y4YeTy, B
CHElHANIbHBIX JKypHallaX, a TakXe 3a COOJIIOJICHUEM IMpaBWJI BEACHMS U XpPAaHEHUS CIEHUAIbHbIX
KYpHAJIOB BO3JIaraeTcsi Ha yIOJHOMOYEHHbIE (e/iepalibHble OpraHbl UCIOJHUTEIBHOM BIACTU U OPraHbl
UCIOJIHUTENBbHON BilacTH cyObekToB Poccuiickoit ®enepanuu, OCYIIECTBISAIONINE JIMIEH3UPOBAHUE
MIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (apMalleBTUYECKON JEATENbHOCTH U  MEIUIUHCKOM
NEeSITENLHOCTH, U OCYIIECTBIISIETCS B paMKax JTUIEH3UOHHOTO KOHTPOJISL.

Maea 11. YHUWMTOXEHUWE NEKAPCTBEHHbLIX CPEACTB
Crtatba 59. OcCHOBaHUA M NOPAAOK YHUUTOXEHUS NeKapCTBEHHbIX CPeacTB

1. HenmoOpokauecTBeHHBIE JIEKAapCTBEHHBIE CPENCTBA, (anbcuPUIMPOBAHHBIE JEKAPCTBEHHBIE
CpeICTBa TMOJJIEKAT UIBATUI0O U3 OOpallleHWs ¢ YHUYTOKEHUIO B TMOPAIKE, YCTaHOBICHHOM
[IpaBurensctBoM Poccuiickoit ®@enepannn. OCHOBAHMEM [UIsl YHUYTOKEHMS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BJIAJENblla  JIEKAPCTBEHHBIX  CPEACTB,  pEUIEHUE  COOTBETCTBYIOIIETO
YIIOJTHOMOYEHHOTO (eIepallbHOTO OpraHa NCMOTHUTENHFHON BIACTH WU PEIICHHE Cy/a.

(B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

2. KOHTpa(I)aKTHBIC JICKAPCTBCHHLBIC CPCACTBA MOMICKAT UIBATHIO U3 O6paIJ_ICHI/I}I U YHUYTOKCHHUIO
o pCHICHUIO Cyla. HOp}IIIOK YHUYTOKCHU A KOHTpa(I)aKTHLIX JICKApPCTBCHHBIX CPCACTB YCTAHABJIMBACTCS
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IIpaBurensctBoM Poccuiickoit denepanuu.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxonpl, CcBf3aHHBIE C YHHYTOXKEHHEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CpEACTB,
HET0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, (PaabCH(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
BO3MEIIAIOTCS UX BIAAEIbLEM.

4. Bnapener| neKapCTBEHHBIX CPEACTB JOJDKEH MPEACTaBUTh B YIOJHOMOYEHHBIH (erepanbHbIi
OpraH MCHOJIHUTEIBHOM BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTaHOBJIEHHOM IOPSAKE €ro KOIHIO,
noATBepkAatonue GakT yHUUTOKEHUS JIEKapCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIOLIUI YIIOJTHOMOYEHHbIN (efepanbHbIi  OpraH HCIHOJHUTENIBHON BIACTH,
NPUHABIIMKM perieHne 00 YHMUYTOKEHHWM JIEKapCTBEHHBIX CPEJACTB, OCYIIECTBISET KOHTPOJb 3a HX
YHUYTOKECHUEM.

6. YHn4YTOXKEHNE JICKAPCTBCHHBIX CpEaAcCTB IMPONU3BOANTCAH opraHusalnusMu, UMCIOITUMH
COOTBETCTBYIOIIYIO JIMIIEH3UIO, Ha CIIEIMATFHO 000PYA0BaHHBIX IUIOMIAKAX, TIOJUTOHAX U B CTICIIUAIEHO
000py/IOBaHHBIX MOMEIIEHUAX C COOM0IeHneM TpeOoBaHUI B 00JacTU OXpaHbl OKpYXKAloUIe cpelsl B
COOTBETCTBHUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanni.

7. HapxkoTtuueckuwe JI€KapCTBEHHBIE CPEJCTBA, IICUXOTPOMHBIC JIEKAPCTBEHHBIC CPEJICTBA,
paguodapmarieBTUYECKUe  JICKAPCTBEHHBIE  CPEACTBA  YHUYTOXKAIOTCS B COOTBETCTBHUH  C
3aKoHo 1aTenbcTBOM Poccuiickoit denepannm.

Masa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPEMNAPATbI ANlA MEAUUUMHCKOIO NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOe perynupoBaHue LieH Ha NeKapCTBeHHble npenaparbl
Ans MeAULMUHCKOro NpUMeHeHus

FOCY,Z[apCTBeHHOC peryaupoBaHue ILIEH Ha JCKAPCTBCHHBIC IIpCriaparbl A MCEAUIUHCKOI'O
IMPUMEHCHUS OCYHICCTBIIACTCA IMTOCPEACTBOM:

1) yrBepxkaenus [IpaBurensctBoM Poccuiickoit denepanuu nepednsi KU3HEHHO HEOOXOAMMBIX U
BOKHEHIINX JICKAPCTBEHHBIX IMpENnapaTroB, KOTOPBIM CPOPMUPOBAH B YCTAHOBJICHHOM UM IMOPSJIKE Ha
OCHOBE KOMIIJICKCHOH OIICHKH JICKAPCTBEHHBIX MpEIapaToB, BKIIOYAs aHAJIM3 CBEACHUN O CPaBHUTEIbHOM
KIIMHUYECKOW I(PQPEKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO CPEICTBA, OICHKY 3KOHOMHUYECKHX
MOCJICJICTBUI MPUMEHEHUS JIEKApCTBEHHOTO CPEJICTBA M H3YYEHHUE JOMOJHUTENbHBIX MOCIEACTBHMA
MIPUMEHEHHSI JIEKAPCTBEHHOTO CPE/ICTBA;

(m. 1 B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepXKJIEHMS METOJAMKH pacdera TMpelesIbHbIX OTIYCKHBIX II€H IPOU3BOAMTENEH Ha
JIEKapCTBEHHbIE IIpernaparhbl, BKIIOUYEHHBbIE B IIEpEYEHb JKU3HEHHO HEOOXOJUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX IPENnaparoB, a TaKKe BHEIAPEHHUs MEXaHU3MOB (POPMUPOBAHUS CHCTEMBI peepeHTHBIX
[CH,

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

3) Focy,[[apCTBeHHOf/'I perucrtpanuu  MNOpCACIIbHBIX  OTIIYCKHBIX  IICH HpOHSBOI{HTGJ’ICﬁ Ha
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JICKApCTBCHHBIC IMpPCIiapaTbl, BKJIIOYCHHBLIC B ICPCUCHb KU3HCHHO HCO6XOIII/IMBIX W BaXXHEHIINX

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

4) BedeHHS TOCYJApCTBEHHOTO pPEECTpa TMpPEICNIbHBIX OTIYCKHBIX II€H IPOU3BOJUTENCH Ha
JIEKApPCTBEHHBIC TMIperapaThl, BKIIOYCHHBIE B IMEPEYCHb KUZHEHHO HEOOXOJAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MPEMAPATOB;

5) yTBepKICHHUS METOJUKH YCTAHOBIICHHS OpraHAMU HCIIOJHHUTEILHONW BJIACTH CYOBEKTOB
Poccuiickoit ®enepanyiyi TpeeNbHBIX PAa3MEPOB ONTOBBIX HAJA0AaBOK U MpEAETbHBIX pa3MepoB
PO3HUYHBIX HaA0AaBOK K (DaKTHUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOJUTENISMHU
JIEKAPCTBEHHBIX IpEnapaToB, Ha JICKAPCTBEHHBIE IIpEnaparsl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO
HE0OXO0IMMBIX M Ba)KHEHUIINX JIEKapCTBEHHBIX IIPENapaToB;

6) yCTaHOBJICHUS NPEJEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJIUTENSIMHU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKapCTBEHHbIE Npernaparbl, BKIIOYEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOIUMBIX WU
BAKHEWIIINX JICKAPCTBEHHBIX IIPENApATOB;

7) yTBEp)KICHHsI TOpSAJKA BBIJIAYM TPEANMHCAHUN OpraHaM HMCIOJHUTEIHLHON BJIACTH CYyOBEKTOB
Poccutickoit denepanuu 0 NpuBEICHUN B COOTBETCTBHE C 3aKOHOIaTebcTBOM Poccuiickoin denepanun
perieHuit 00 YCTaHOBJICHHHM TIPEACIBHBIX Pa3MEpPOB ONTOBBIX HAM0aBOK W TMPEICIBHBIX pPa3MepOB
PO3HUYHBIX Ham0aBOK K (DaKTUUECKHM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM ITPOW3BOJAUTEISIMHA
JIEKApCTBEHHBIX TMpPENapaToB, Ha JICKAPCTBEHHBIE IMpernapaThl, BKIIOYEHHBIE B IEPEUYCHb >KU3HCHHO
HEOOXOMUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX TIPEMApPATOB, €CIM OHH TMPHHATHI C HapyIICHUEM
3akoHosarenbeTBa Poccuiickoit @enepanuu, B nopsiake, ycranoBiaeHHOM [IpaButensctBom Poccuiickoi
denepanuu;

8) HampaBJICHHS YIOJHOMOYEHHBIM (eAepaabHbIM OPraHOM MCIOJHUTEIBLHON BJIACTH OpraHam
WCTIOJHUTEIBHOW BJIacTU CcyObekTOB Poccuiickoit ®enepanuu mnpeAnvcaHUil O TPHUBEACHUH B
COOTBETCTBHME C 3aKOHOJATEIbCTBOM Poccuiickoit  deaepaniuu NPUHATBHIX C  HapyHICHUEM
3akoHoaaTenbcTBa Poccuiickoit deneparuu pereHnit 00 YyCTaHOBICHUH TIPEICIbHBIX pa3MEPOB OMTOBBIX
HaJI0aBOK M TPEICIbHBIX pPa3MEpOB PO3HWYHBIX HAI0ABOK K II€HAM Ha JIGKAPCTBEHHBIC IpeIaparhl,
BKJIFOYCHHBIC B TIEPEUEHB KU3HECHHO HEOOXOAMMBIX M BaXKHEHIITNX JICKAPCTBEHHBIX MPEIapaToB;

9) ocymectBieHus (eaeparbHOrO rocyapcTBEHHOTO Hal30pa B cdepe oOpalleHus JeKapCTBEHHbBIX
CPEICTB M PETMOHAIBHOTO TOCYJIAPCTBEHHOIO KOHTPOJISI 3a NPUMEHEHUEM LEH Ha JIEKapCTBEHHbIC
IpernapaTbl COOTBETCTBEHHO YIIOJTHOMOYEHHBIMH (eiepaibHBIMU OpraHaMH HCTHOJHUTEIHHOM BIACTH U
OpraHaMH HCIOJHUTENBHON BlacTH cyObekToB Poccuiickoit depepaiiy coriacHO MX KOMIETCHIIMH B
nopszuke, ycranoiaeHHoM [IpaBurensctBom Poccuiickon ®@enepanny;

(m. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) npumeHeHUs NPESYCMOTPEHHBIX 3aKoHoJarenbcTBOM Poccuiickoit  ®Pexpepauuu  Mep
OTBETCTBEHHOCTH 3a HapylIeHHE MOpPs/IKa [IEeHOOOpa30BaHMs Ha )KM3HEHHO HEOOXOIUMbIE U BayKHEHIIe
JIEKapCTBEHHBIE Mpenaparsbl.

Ctatba 61. locypapcTBeHHass perucTpauva WM nepeperucrtpaums npenenbHbIX
OTNYCKHbIX LEeH MNpou3BoAuTesien Ha JleKapCTBEHHble npenapaTbl, BKIIOYEHHble B
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nepe4yeHb XXU3HEHHO HEOOXOAUMBIX U BaXXHEMULUMX NeKapCTBEHHbIX NpenapaTtoB
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHass OTIyCKHAs 1I€HAa IPOW3BOJUTENS Ha JIEKApPCTBEHHBIN Ipenapar, BKIIOUEHHBIN B
[IEpeUeHb JKU3HEHHO HEOOXOJMMBIX U BaXKHEHIIMX JIEKApCTBEHHBIX IpenapaToB, MOJJIEKUT
rOCyJIapCTBEHHOW PErvMCTpaluu B Mopsake, ycraHoBiaeHHOM [IpaBurensctBom Poccuiickori denepannu,
Ha OCHOBaHHMH NPEACTABICHHOTO B YIOJHOMOYEHHBIH (hefepaiabHBIii OpraH HCIOJHUTEILHOW BIIACTH
3asBJICHUS JIepKaTels WU BJAJAENblla PErMCTPAlMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
(YNOJIHOMOUYEHHOTO UM JINLIA).

2. 3aperucTpupoBaHHas TIpejeNbHas OTIYCKHAs I1€Ha TMPOU3BOAUTENSl Ha JIEKAPCTBEHHBIN
IpernapaT, BKJIIOUYEHHBIH B MEpEYeHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEHIIWX JIEKapCTBEHHBIX
MIpernapaToB, MOXKET OBbITh MEPEPErucTpUpPOBaHa B CTOPOHY YBEJIIMYEHHS OJIMH pa3 B KaJEHAAPHOM o1y
Ha OCHOBAHUU MPEJCTABIEHHOTO B YIIOJHOMOYEHHBIN (hefiepabHbIN OpraH NCHOJHUTENBHOM BiacTu 110 1
OKTSIOpS KaXJIOTO Toja 3asBIIEHUS JepXaTeliss WM BIaJeNblla PErucTPAallMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOTO Tpernapara (YIoJTHOMOYEHHOTO UM JIUIA).

3. 3apeructpupoBaHHas TpeneiabHAs OTIMYCKHAs II€Ha TMPOW3BOJUTENST Ha JIEKApPCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B TIEPEUYCHHb JKU3HEHHO HEOOXOJMMBIX M BAXKHEWIINX JIEKAPCTBEHHBIX
MpenapaToB, MOKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHS Ha OCHOBAHUU MPEJCTABICHHOTO B
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH HCIOJIHUTEIbHON BIACTH 3asBJICHUS JAep)KaTessl WM BiaJesblia
PETUCTPAIIMIOHHOTO YI0CTOBEPEHHUS JIEKApCTBEHHOT 0 Mpenapara (YIoJIHOMOYEHHOTO UM JIUIA).

4. Jlepxatenb WM BiaJieliel]l PErHuCTPAllMOHHOTO YIOCTOBEPEHMs JIEKApCTBEHHOTO Iperapara
(yrmIomHOMOUYEHHOE WM JUI0) 00s3aH MPEACTaBUTh B  YIOJHOMOYCHHBINH (QenepanbHBIA Oprax
HCTIOJIHUTENIBHOM BJIACTH 3asIBJICHUE O MEPEPETrUCTPALMU 3aPETUCTPUPOBAHHON MPEAEIbHON OTIYCKHOM
LIEHBI TIPOU3BOMTENS Ha JIEKAPCTBEHHBIN Mpernapar, BKIIOUYEHHBIN B epeyeHb KU3HEHHO HEO 0X0UMBIX
Y BOXHEHMIIKX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHIDKEHUS B CICAYIOIIUX CIy4YasX:

1) cHIKeHUE LeHbl B MHOCTPAHHOM BaJlIOTE Ha JIGKAPCTBEHHBIN MpernapaT B CTpaHE MTPOU3BOIUTENS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IMperapaT 3aperucTpupoBaH U (WiIHM) B KOTOpPbIE
MOCTABJISIETCS IPOU3BOIUTEIIEM;

2) CHW)KCHHME IIEH Ha pe(epeHTHBIC JICKAPCTBEHHBIC IpermapaThl B COOTBETCTBHHM C IYHKTOM |
HAcTOsIIEd dYacTh (VIS COOTBETCTBYIOIIMX BOCIPOW3BEICHHBIX, OMOAHAIOTOBBIX (OHOIOJIOOHBIX)
JICKAPCTBCHHBIX MPEIapaToR);

3) mpeBbIlIEHUE MPEACTHbHON OTIYCKHOM IIeHBbl Ha MEpPBBIH BOCTPOU3BEICHHBINA, OMOAHATIOTOBBIH
(6rono100HBII) NEeKapCTBEHHBIN MpernapaT MHOCTPAHHOTO IMPOM3BOJCTBA HAJ MPEACTbHON OTIYCKHOM
[IEHOW MPOM3BOAUTENS HA BTOPOU BOCTIPOU3BEACHHBIN, OMOAHAIOTOBBIN (OMOTIOA00HBIN) JIeKapCTBEHHBIH
rpenapar, pacCUMTaHHONW B COOTBETCTBUU C METOIAUKOM, yTBep:kAeHHOU IIpaBurensctBoM Poccuiickoin
Odenepauny;

4) mpeBbIllIEHUE MPEebHON OTMYCKHOW II€HBl Ha TEPBBIA BOCIPOU3BEACHHBIN, OMOAHATIOTOBBIN
(buomoI0OHBIN) NEeKapCTBEHHBIN Mpemapar MpPOW3BOAMUTENS TOCydapcTBa - ujeHa EBpasmiickoro
SKOHOMHUYECKOTO  COK3a HAJA NPEACIbHOM  OTIYCKHOW IIEHOM NPOU3BOJUTENSI HAa  BTOPOM
BOCITPOM3BE/ICHHBIN, OHOAHANOTOBBIA (OMOMOMOOHBIN) JIeKapCTBEHHBIA MpenapaT MPOU3BOIUTENs
rocymapcrtea - wieHa EBpa3suiCKOro 3KOHOMHUYECKOTO CO03a, PACCUMTAHHOM B COOTBETCTBHM C
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METOUKOH, yrBepxkacHHOM [IpaButenscTtBoM Poccniickon ®denepannn.

5. Ilopsnok nepeperucTpanuy 3aperucTpupOBaHHbIX MPEIEIbHBIX OTIYCKHBIX LIEH TPOU3BOIUTEIIECH
Ha JIEKAPCTBEHHBIE IIperaparbl, BKIIOUYEHHbIE B IEPEYEHb XU3HEHHO HEOOXOIUMBIX M BaKHEUIINX
JIEKapCTBEHHBIX I[IPENapaToB, B CIydasX, MNPEIYCMOTPEHHBIX dYacTaMH 2 - 4 HacTOSIUEH CTaThy,
ycranaBinuBaercs [IpasurensctBom Poccniickont denepanumn.

6. DKOHOMMYECKUH aHaIu3 MpeAeIbHOW OTIYCKHOW ILIEHbl IPOM3BOJUTENS HA JIEKAPCTBEHHBIN
IpernapaT, BKJIIOUYEHHBI B TMEpEYEeHb >KU3HEHHO HEOOXOJAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
IpenaparoB, MpPH €€ TOCYIapCTBEHHOW pErucTpali WIM NEPEPEerucTpaluy  OCYIIECTBIISETCS
(denepalbHBIM OPraHOM MCIIOJHMUTEIbHOW BIIACTH, OCYLIECTBISIOIMIMM (YHKIUM 10 TMPUHSATHIO
HOPMAaTHUBHBIX IIPABOBBIX AaKTOB U KOHTPOJIIO 3a COONIOJEHMEM 3aKOHOJATEIbCTBA B  cdepe
roCy/lapCTBEHHOI'O PEryJIupOBaHUs 1IeH (Tapu(oB) Ha TOBAPHI (YCIYTH).

7. Pacuer mpenenbHBIX OTMYCKHBIX II€H, YKa3aHHBIX B 4YacTsAX | W 2 HACTOSIICH CTAaTbH, TIPU HUX
rOCyJIapCTBEHHOW PETHCTPAllMU WM MEPEPErUCTPallii OCYIIECTBIISIETCA B COOTBETCTBUU C METOIUKOM,
yTBepkieHHOH [IpaButenscTBoM Poccuiickoit denepanvii M yUUTHIBAOIIECH B TOM YHUCIIE:

1) cobmonenue OanaHca MHTEPECOB MOTpPeOUTENEN JEKapCTBEHHBIX IMPENapaToB, BKIIOYEHHBIX B
MNEpCUYCHb KU3HCHHO HGO6XOHI/IMBIX A BaXXHEHUIIHX JICKAPCTBCHHBIX IIPCrapaTroB, U HpOHSBO}IHTCJ’ICﬁ
JIEKapCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B IIE€PEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB;

2) dakTHUeCKyI0 OTIYCKHYIO IIeHY Ha JIEKapCTBEHHBIC MpemnapaThl B Poccuiickoit denepanum, MeHy
BBO3a JIEKApCTBEHHBIX MpenapaTtoB B Poccuiickyro @enepaiuio, a TakXKe I[IEHbl HAa aHAJOTHUYHbBIC
JIEKapCTBEHHBIC MpernapaThl, Haxo smuecs B oopamenun B Poccuiickoit deneparuu;

3) 3aTpaTtbl MOPOU3BOAUTEIIA JICKAPCTBCHHOI'O IIp€liapara Ha IIPOU3BOACTBO MW pCalnu3allro
JICKaApCTBCHHOT'O IIpeIiapara,

4) ueHy Ha JIEKapCTBEHHBIN Ipenapar, ero eHy B CTpaHe MPOU3BOJUTENS U B CTpaHaxX, B KOTOPBIX
JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaH U (WIKM) B KOTOPbIE MOCTABIISETCS IPOU3BOAUTEIIEM.

8. He AOITIYCKAKOTCA peain3aluiad U OTIIYCK JICKAPCTBCHHBIX NPCIAPATOB, BKIOYCHHLIX B IIEPCUCHDb
KHU3HCHHO HCO6XOI[I/IMBIX A BaKHEHIIMX JICKAPCTBCHHBLIX IIPCIIApAaTOB, HAa KOTOPLIC ITPOU3BOAUTCIIAMHA
JICKAPCTBCHHBIX IPCIAPATOB HE 3apCruCTpupoBaHa MNPCACIIbHAA OTIYCKHASA ILCHA, pcaln3alunsi
MIPOU3BOAUTCIIAMHA JICKAPCTBCHHBIX IIPCIIAPATOB IIO LCHAM, IMPCBLIITAIOIINM 3apPCTUCTPUPOBAHHLIC HJIH
NEpEePErucTpupoOBaHHbIC MPCACIIbHBIC OTITYCKHBIC LICHBI Ha JICKAPCTBCHHBIC IIPCIIAPAThI C YICTOM HaAJIOr'a
Ha ,Z[O6aBJ'IeHHYIO CTOHMMOCTS.

9. OcoOGEHHOCTH TOCYAPCTBEHHOTO PETYINPOBAHUS MPEACTBHBIX OTIYCKHBIX 1IEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIC TMpernaparbl, BKIIOYEHHbIE B TEPEYCHb KXU3HEHHO HEOOXOIUMBIX M BaKHEUIIHX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT HKOHOMUYECKUX U (WJIHM) COLMATIBHBIX KpPUTEPHUEB
(M3MeHeHue ycIoBUH, MOPSAKA U CTOMMOCTH TPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB, UCIOIb30BaHUE
HOBBIX (HOpPM, METOJOB M CMOCOOOB TOCYIApPCTBEHHOTO pErylMpOBaHHsS II€H Ha JIEKapCTBEHHBIC
mpemnapaTsl, B TOM YHCIIe Ha OCHOBE MeXaHM3Ma peepeHTHOTro IIeHO0Opa30BaHusl, H3MEHEHHH MOpsIKa
OKa3aHUsl MEIUIIMHCKOM MOMOIIM, U UHbIE U3MEHEHHUsI) ycTaHaBnuBatoTcs [IpaBurensctBoM Poccuiickoit
denepanuu.
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Ctatba 62. [ocymapCTBeHHbIA peecTp npeAeribHbIX  OTNYCKHbIX  LieH
npousBoauTesien Ha nekapcTBeHHble npenapaTtbl, BKNOYEHHbIe B NMepevyeHb XXU3HEHHO
HeobXoAUMbIX U BaXXHEULUMX NleKapCTBEHHbIX NpenapaTtoB

1. 3aperucTpupoBaHHblE MM NEPEPETUCTPUPOBAHHBIE MPEICIIbHBIE  OTIHYCKHBIE  I[E€HBI
HpOH?;BOIIHTCJICfI Ha JICKAPCTBCHHBIC IIPCIapaThbl, BKIIIOYCHHBIC B MCPCUYCHb ) XKU3HCHHO HCO6XOILI/IMBIX u
BaXXHEHTITIX JICKAPCTBCHHBIX IMperaparoB, MNOMJICKAT BKIOYCHHUIO B FOCY}I&pCTBCHHBIfI peecTp
MpCACIIbHBIX OTITYCKHBIX LICH HpOI/ISBOI[I/ITeJ'Ief/'I Ha JICKApCTBCHHBIC NIPCIIapaThbl, BKIIIOYCHHBIC B IIEPCYCHDb
KHU3HCHHO HCO6XOI[I/IMI>IX 7 BaKHEUTITNX JICKApPCTBCHHBIX MPCIapaToB.

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

2. T'ocynapcTBeHHBIN peecTp MpeeIbHBIX OTIYCKHBIX II€H MPOU3BOAUTENCH Ha JIEKapCTBEHHBIE
npemaparbl, BKIOYCHHBIC B MTCPCUYCHL KU3HCHHO H€O6XO}II/IMI)IX U BaXHEUIINX JICKAPCTBCHHBIX
MpenapaToB, COJAEPKUT B ceOe CIenyonlyo nHpopMaIuo:

1) HamMeHOBaHUE JeprKaTeNsl WIH BJIAJIebIla PETUCTPAIIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, HaWUMEHOBAHHE TPOU3BOJIUTENS JICKAPCTBEHHOTO TMperapara, CBEACHUS O PETHCTpaIuu
JiepaaTesis WK BIIaJieNiblla PErUCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO Mpenapara, CBeIeHUs O
pErucTpamyy MPOU3BOAUTEINS JEKAPCTBEHHOTO TperapaTa Il MEIUIIMHCKOTO MPUMEHEHHS B KaueCTBE
HaJOroIJIaTeNblIMKa B  CTpaHe  perucrpauuu (i POCCHMCKUX  IOPUIMYECKHX — JIUI[ -
uaeHTU(DUKAITMOHHBIN HOMep Hanoromatenbimuka (MHH), s uHOCTpaHHBIX IOPUAMYECKHX JIHI -
CTpaHa pEerucTpanuy, HAaWUMEHOBAaHHE PETUCTPUPYIOLIETO OpraHa, PpPEruCTPAallMOHHBIN HOMEp, KOJ
HaJIOTOIJIATEeNbIINKA B CTpaHE PErUCTpalud (MHKOPHOpAIMHM) WM €ro aHajor), MECTO HaXOXIEHUs
MIPOM3BOJICTBEHHBIX IJIOMIA0K, YIaCTBYIOIIMX B MPOIECCE MPOU3BOJICTBA JIEKAPCTBEHHOIO Ipernapara, ¢
yKa3aHHUEM CTaJIMU IMpolecca MPoU3BOACTBA;

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

2) HaWMMCHOBAaHHE JICKAPCTBEHHOTO TMpemapara (MEXIyHapOJHOE HENAaTeHTOBAHHOEC, WM
TPYINITUPOBOYHOE, HIIM XUMHUYECKOE U TOPIrOBOC HAUMCHOBAHMS);
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep PETUCTPALMOHHOTO YAOCTOBEPEHHUSI IEKAPCTBEHHOTO IIperapara;

4) nexapcTBeHHas GopMa ¢ yKa3aHHUEM JO03UPOBKU JICKAPCTBEHHOTO Ipenapara M ero KoJn4ecTBa
BO BTOPUYHOH (NMOTPEOUTEIBCKOM) YITAKOBKE, & TAKIKE KOMILJICKTHOCTb;
(B pen. denepanbpHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas IpeeabHas OTIYCKHAS LIeHa B PYOIsiX;

6) maTa ¥ HOMEp MpHKaza YIMOJTHOMOYEHHOTO (eAepalbHOrO OpraHa MCIOJIHUTEIBHOW BIACTH O
rOCy/IapCTBEHHOU PETUCTPALIMU WU TIEPEePETUCTPAIlMU MIPEIeTbHON OTITYCKHOM IIeHBI Ha JIEKAPCTBEHHBIH
mpemapaT, BKJIIOUEHHBIH B TMEpPEYeHb >KM3HEHHO HEOOXOJMMBIX M BaXXHEHIINX JIEKapCTBEHHBIX
MpenapaTos;

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

61) AaTa BCTYIUICHUA B CHITY IPpHKa3a YIIOJITHOMOYCHHOI'O (beﬂepaanoro opraHa HCIIOJIHUTEILHOMI
BJ1aCTH O I“OC}’,[[B.pCTBCHHOfI perucrpanuu wWJin MNepeperucTpanmumn HpeﬂeHBHOﬁ OTHyCKHOﬁ IICHBI
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IMPOU3BOAUTCIIAA HA HCKapCTBCHHbIﬁ rnpenapar, BKJIIOUCHHBIN B MNepCUYCHb KU3HCHHO H€O6XOHI/IMBIX n
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;
(m. 6.1 BBenen denepanbHbIM 3aKkoHOM OT 06.06.2019 N 134-D3)

7) WITPUXOBOM KOJI, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTEIIBCKYIO) YIMAKOBKY JICKAPCTBEHHOTO
npenapara;
(n. 7 BBeaeH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8) Koa NeKapCTBEHHOTO Tpernapara M0 aHaTOMO-TEPareBTHYECKO-XMMUYECKON KiacCHU(pUKAIIH,
PEKOMEHI0BaHHOM BcemMupHOU opranu3anmeit 3[paBOOXpaHeHUs.
(. 8 BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass peTHCTpaIusl WU IEePEperucTpanusl MpeAeTbHBIX OTIYCKHBIX IIEH Ha
JICKapCTBCHHBIC TIperaparhl, BKJIIOYCHHBIC B TEPEYCHb JKM3HCHHO HEOOXOJMMBIX W BaKHEUITUX
JICKaPCTBCHHBIX IPENapaToB, BEJACHHE TOCYIAPCTBEHHOTO peecTpa MPENeTbHBIX OTIYCKHBIX IICH
MIPOM3BOIUTENICH HA JICKAPCTBEHHBIC ITperapaThl, BKIIFOUCHHBIC B TIEPEUCHb )KH3HEHHO HEOOXOIMMBIX H
BOKHEHIIIMX  JICKAPCTBCHHBIX  IPENapaToB,  OCYIIECTBISIOTCA B TOPSAIKE, YCTAHOBJICHHOM
[TpaBuTenscTBOM Poccuiickoit denepanuu.

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

Ctatba 63. YcTtaHoBneHue opraHamMuM MWCNONHUTENLHOW BNacTM CyObLEKTOB
Poccuinnckon depepauum npenenbHbIX pa3mMepoB OMTOBbIX HAAb0aBOK U npeAenbHbIX
pa3MepoB PO3HUYHbIX HaA6aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBNEHHbIM
npousBoaUTENAMM JNEKapCTBEHHbIX MpenapaTtoB, Ha NeKapCTBeHHble npenapaTtbl AN
MeAUNLMUHCKOro NPUMeHeHus

1. Opranbl HCIOJTHUTEIBHOW BIACTH CyObekTOB Poccuiickoit ®enepanuiyi yCTaHABIWBAIOT
npeiebHbIE Pa3MepPhI ONTOBBIX HAI0ABOK U MpeJelibHbIE pa3Mepbl POSHUYHBIX Ha/10aBOK K (DaKTUYECKUM
OTILYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOIUTEIISIMHU JIEKAPCTBEHHBIX MIPENapaToB, HA JIEKAPCTBEHHbIE
npemnapaThl, BKIIOYCHHbIE B TEPEYEHb KU3HEHHO HEOOXOIMMBIX W Ba)XXHEHIIUX JEKapCTBEHHBIX
MpernapaToB, B COOTBETCTBHMM C YTBEPXJCHHOW B TMOpAIKe, YyCTaHOBJIEHHOM llpaBuTenbcTBOM
Poccuiickoit denepanun, METOAMKON YCTAaHOBJICHHS OpPraHaMH HCIIOJTHUTEIBHOW BJIACTH CYOBEKTOB
Poccuiickoit @enepanuui TpeeNbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK W MPEAENbHBIX pa3MepoB
PO3HUYHBIX HAA0ABOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOJUTEIISAMHU
JIEKapCTBEHHBIX TIPENapaTroB, Ha JIEKApCTBEHHBIE Iperaparbl, BKIIOYCHHBbIE B IEpPEUYEHb >KU3HEHHO
HEOOXOMUMBIX W  BaXHEHIIMX JIEKQpPCTBEHHBIX mpemapaTtoB. IIpoekTel  pemieHuii  opraHoB
UCIIOJIHUTENBHON BlacTu cyOBbekToB Poccuiickoit ®@enepaiu 06 ycTaHOBJIGHUU W (WIIM) W3MEHEHUU
MpeeNbHBIX Pa3MEPOB OMNTOBBIX HAA0AaBOK W TMpPEAeTbHBIX pPa3MEpPOB PO3HUYHBIX HAI0aBOK K
(aKTUYECKUM OTIYCKHBIM II€HaM, YCTAaHOBIEHHBIM MPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX IMpenapaToB, Ha
JIEKapCTBEHHbIE TIperaparhl, BKIIOYEHHbIE B TMEPEYeHb J>KU3HEHHO HEOOXOAMMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX MPENapaToB, MOJJIEkKAT COTJIACOBAHHIO C (elepalbHBIM OpPraHOM HCHOTHUTEIHHOU
BIIACTH, YIOJHOMOUYEHHBIM OCYILIECTBISATh IPABOBOE pETYIHpPOBaHHE B cdepe ToCyAapCTBEHHOTO
perynupoBaHus 1ieH (TapudoB) Ha TOBaphl (yClyrd), B MOpsjaKe, yCTaHOBIEHHOM IIpaBurenncTBOM
Poccuiickoit ®enepanuu.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpFaHI/I3aI_[PIH ONTOBOM TOProBJIn H (I/IJ'II/I) allTCUHBbIC OpraHvu3alvv, HWHIUBUAYAJIbHBIC
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NpEeINpPUHUMATEIH, WMEIOIKE JHUIEH3UI0 Ha (PapMaleBTUYECKYIO AEATENbHOCTb, OCYIIECTBISIOT
peain3alMio JIEKAPCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B IEPEYEHb >KU3HEHHO HEOOXOIUMBIX H
BAKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB, MO II€HAM, YPOBEHb KOTOPBIX HE IPEBBIIIAET CYMMY
(aKTHUECKOW OTITYCKHOW IIEHBI, YCTAHOBJICHHOW MPOM3BOIUTEIEM JIEKAPCTBEHHBIX IPETapaToB U He
IIPEBBIIAIONIEH 3aPETHCTPUPOBAHHOM WM TNEPEPETMCTPUPOBAHHOM TNPENEIbHOM OTIIYCKHOM LIEHBI
IIPOU3BOAUTENS (Ha AaTy peaju3alui JIEKApCTBEHHOrO Ipernapara Iporu3BOJUTENIEM), U pa3MepP ONTOBOM
Haj0aBKU W (MIM) pa3Mep pO3HUYHOW Han0aBKM, HE TMPEBBIIIAIONINE COOTBETCTBEHHO pa3Mepa
MpeAeIbHOM ONTOBOM HaM0aBKK U (WJM) pa3Mepa MpeAeIbHOM PO3HUYHOW HaJI0aBKH, YCTAHOBJICHHBIX B
cyonexTe Poccuiickoit @enepannu.

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

3. Opranbel UCHOJHUTENBHOW BiacTU cyObekToB Poccuiickoit denepanuu pasmemiaroT B CETU
"NuTepHer" unu onmyOIMKOBBIBAIOT HH(OPMAILIMIO O 3apETrUCTPUPOBAHHON MpeAeIbHON OTIYCKHOM IIeHe
Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOIUMBIX M BaKHEMIINX
JIEKapCTBEHHBIX IMpernapaToB, 00 YCTAaHOBJIEHHBIX B cyObekre Poccuiickoit ®exepanum pasmepe
MpeAeTbHOM ONTOBOW HaM0aBKHU U (WJIM) pazMepe MpeneabHON pO3HUYHON HaJ0aBKH K YCTAaHOBIECHHBIM
MIPOU3BOJIUTENSIMUA JIEKAPCTBEHHBIX MpernaparoB (PaKTUYECKMM OTIYCKHBIM I[€HaM Ha JIeKapCTBEHHBIE
npenapaThl, BKJIIOYEHHbIE B IE€pPEYECHb >KM3HEHHO HEOOXOAMMBIX W Ba)XXHEHIINUX JEKapCTBEHHBIX
npenapaToB, U 00 ykazaHHOW B yacTu 2 Hactosied ctatbu cymme. MHdopmamums, nperycMoTpeHHas
HACTOSIIIEN YacThlo, TOJDKHA pa3MEeIaThCs TAKKe B allTEUHBIX OpraHU3alusix B JOCTYIHOM sl CBEACHUS
BCEX 3aMHTEPECOBAHHBIX JIUIT (PopMe M OOHOBIIATHCS MO MEPE €€ OMYOJTMKOBAHMUS.

4. Tlpunsatele C HapylleHHMEM 3aKoHozatelbcTBa Poccuiickoit denepaiuy pemieHUuss OpraHoB
WCTIOJTHUTENBHON BiIacTH cyObekTa Poccuiickoit denepannu 00 YCTaHOBICHHUH TMPEICIBHBIX Pa3MEPOB
ONTOBBIX HAJ0AaBOK U MPEENIbHBIX Pa3MEPOB POZHUYHBIX HA/I0ABOK K 3apETUCTPUPOBAHHBIM IPEIEIbHBIM
OTILYCKHBIM II€HaM Ha JIEKapCTBEHHBIE Mpernaparhl, BKIIOUYEHHbIE B IIEPEYCHb )KU3HEHHO HEOOXOIMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, MOyIekKAT OTMEHE B CyZAeOHOM MOpPSIKE.

aea 13. MOHUTOPUHI 3®P®EKTUBHOCTU U BE3ONMACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALWUXCA B O6PALLEHUN
B POCCUNCKOW ®EOEPALINK
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®apmakoHansop
(B pen. denepanbpHOro 3akona ot 22.12.2014 N 429-03)

1. JIekapcTBEHHBIE MperapaThl, Haxo secs B oopameHnu B Poccuiickoit deneparuu, moyiexar
MOHHUTOPUHTY J(PQPEKTUBHOCTH W O€30MaCHOCTHM B IENSIX BbBISBICHUS BO3MOXXHBIX HETaTHBHBIX
MOCJEACTBUM MX MPUMEHEHHUs], WHIUBHUIYAIbHOM HENEPEHOCUMOCTH, MPEAYNPEKIACHUS MEIULMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIEIUANTNCTOB, MAIMEHTOB WM BIAJETBIEB KUBOTHBIX M MX 3alIUTHl OT
MPUMEHEHHSI TAKUX JIEKAPCTBEHHBIX MPENapaToB.

2. CDapMaKOHaIBOp OCYHICCTBJIACTCA COOTBECTCTBYIOIIMM  YIIOJTHOMOYCHHBIM (beI[epaJ'IBHBIM
OopraHomMm HUCIIOJIHUTEIBHON BIAcTH B YCTAHOBJICHHOM HM IIOPAAKE ITYTCM aHAJIN3a HpeI[OCTaBHSIeMOﬁ
CY6’LCKTaMI/I O6paIJ_IeHI/I}I JICKApCTBCHHBIX  CPCACTB I/IH(bOpMaI_[I/II/I (O) MOOOYHBIX HCﬁCTBHHX,
HCKCIIATCIIBHBIX PCAKIUAX, CCPLC3HBIX HCKCIIATCIIbHBIX PCAKIUAX, HCUPCABUIACHHBIX HCKCIIATCIIbHBIX
pCaknusax NpHU NPHUMCHCHUHN JICKAPCTBCHHLIX IIPCIIapaTos, 00 HHHHBHHyaﬂLHOﬁ HCIICPCHOCUMOCTH,
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OTCYTCTBUH 3(P(PEKTUBHOCTH JICKAPCTBEHHBIX MPENAPaTOB, a TAKXKE 00 MHBIX (PaKTaX M 0OCTOSTEIBCTBAX,
MPEJCTABISAIOMINX YrPO3y JKU3HHM WM 3J0POBBIO UEJIOBEKa JHOO >KMBOTHOTO MpPH TNPUMEHEHHUH
JIEKapCTBEHHBIX MPENapaToB M BBISIBICHHBIX HA BCEX 3Tamax oOpalieHHs JIEKapCTBEHHBIX MpPEnapaToB B
Poccniickoit denepanuy U Apyrux rocy1apcrBax.

3. CyObeKThl 0OpalleHus JCKapCTBEHHBIX CPEIICTB B MOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM
denepadbHBIM  OPraHOM  HCIOJNHHUTENBHOM  BIACTH, O0sM3aHBI COOOMATh B  YIIOJHOMOYECHHBIH
(benepanbHBI OpraH HCHOJHHUTEIBHON BIIACTH O MOOOYHBIX JCHCTBHUSX, HEXKEIATEIbHBIX PEAKIHUAX,
CEpbE3HBIX HEXKEJIaTeIbHbIX PEAKIUAX, HEMPEABUACHHBIX HEXKENATeNbHbIX PEaKUUsIX NMpU NPUMEHEHUU
JIEKapCTBEHHBIX IpEenaparoB, 00 WHAMBHUAYaJbHON HENEPEHOCHUMOCTH, OTCYTCTBUM 3(PPEKTUBHOCTH
JIEKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (PakTax M 0OCTOSATENbCTBAX, MPEACTABISIOMIUX YIPO3y
KU3HU WIH 3/I0pOBBIO YelloBEKa MO0 >KMBOTHOIO NP MPUMEHEHMM JIEKapCTBEHHBIX IpPErnapaToB U
BBISIBJICHHBIX Ha BCEX 3Tamax oOpallleHus JIEKapCTBEHHBbIX mpemnapatoB B Poccuiickoit ®@enepauuu u
JAPYT'MX rOCyIapCTBax.

4. JlepaTely WM BIQJCIBIBI PETUCTPAITMOHHBIX YIAOCTOBEPECHHN JIGKAPCTBEHHBIX IPEIapaToB,
IOPUIMYECKHUE JIUIA, Ha UM KOTOPBIX BBIJIAaHBI pa3pelieHus Ha MPOBEICHUE KIMHNYSCKUX HCCIICI0BAHMMA
B Poccwmiickoit deneparuu, nauO0 yIOTHOMOUYEHHBIE WMH JpPyrue OPHAWYECKHE JIMIa B paMKax
obecrieueHnst 6€30MacHOCTH JIEKAPCTBEHHBIX MPETAPaTOB B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIITUM
VIIOJTHOMOYCHHBIM (he/IepaTbHBIM OPTaHOM HCITOJHUTEIIBHON BIIACTH, OOS3aHBI OCYIIECTBISATH MPHEM,
yder, o0paboTKy, aHaJIM3 W XpaHEHHE TOCTYNAIOMUX B HUX aaApec OT CYOBEeKTOB oOpalieHus
JIEKapCTBEHHBIX CPEACTB U OPraHoB TOCYIAPCTBEHHOH BJIACTU COOOIIEHHMH O MOOOYHBIX NEHCTBUSX,
HEeXKeJlaTeNbHBIX PEaKLUAX, CEPbE3HbIX HEXKEeIaTeIbHbIX U HEMPEIBUICHHBIX HEKEIaTeIbHBIX PEeaKIMIX
IpU NPUMEHEHUH JIEKaPCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTSX HUX B3aUMOJEHCTBUS C JIPYTUMU
JIEKapCTBEHHBIMU TpenaparaMy, WHIUBUAYAIbHOW HENEPEHOCHMOCTH, a Takke 00 HHBIX (akTax H
00CTOSITENBCTBAX, MPEACTABISIONINX Yrpo3y >KU3HM MU 3JI0POBBIO0 YeJOBEKa JHOO >KMBOTHOTO WIIH
BIUSIOIIUX HAa H3MEHEHHE OTHOIICHMS OXHJaeMOH TOJb3bl K BO3MOXKHOMY PHCKY HPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB.

5. HpI/I BBISABJICHUU I/IH(l)OpMaI_II/II/I O CEPBE3HBIX HEKCIATCIBHBIX PCAKIUAX M HEIMPECABHUACHHBIX
HCXKCIATCIBbHBIX PCaKOUAX IIPpU IMPHUMEHCHUHU JICKAPCTBCHHBIX IIPpC€IapaToB, 00 O0COOEHHOCTAX HX
B3aHMO,HeI>'ICTBHH C ApYruMu JICKapCTBCHHBIMHU IIp€liapaTaMu, I/IHI[I/IBI/II[yaJ'IBHOI\/'I HEIICPCHOCUMOCTH, a
Taxkke 00 MHBIX Q)aKTaX u 06CTOHT€J’IBCTB3X, BIUAIOIIMX HA U3MCHCHUEC OTHOIICHUA OH(HHaeMOﬁ ITOJIB3bI K
BO3MOKHOMY PHCKY MPUMCHCHUS JICKAPCTBCHHBLIX IIPCIAapaToB, [ACPKATCIW HWIINW  BJIAACIIbIbL
PETUCTPALIMOHHBIX y,I[OCTOBepeHI/Iﬁ JICKAaPpCTBCHHLIX IIPCIIapaToOB, OPUIUYCCKUC JIMIId, HA UM KOTOPBIX
BbIIdHbI Pa3pClICHUA Ha IMPOBCACHUC KIMHHYCCKUX HUCCIICIOBAaHUN B Poccuiickoi @enepaunn, 1100
YIIOJIHOMOUYCHHBIC HWMU JpYruc HOPUIANYCCKUC JIUIA 00s13aHBI INPpUHATb MCPbI, HAIIPABJICHHBLIC Ha
YCTPAHCHUC HCTaTUBHBIX HOCJ'IG,I[CTBI/Iﬁ IIPUMCHCHUA TaKuX JICKapCTBCHHLIX npcIiapaTos,
NpeaAYNpEeIKACHUC TPUINHCHUS BpCJa KU3HU WA 3JOPOBBIO YCJIOBCKA 1100 JKUBOTHOTO, 3alllUTy UX OT
NMPUMCHCHUS TAKUX JICKAPCTBCHHBIX IIPCIIapaToB, HA JIOTIOTHUTEIbHBIH C60p JaHHBIX 00 3(1)(1)CKTI/IBHOCTI/I
u 0€30MacHOCTH TaKUX JICKAPCTBCHHBIX IPCIIaApaTOB.

6. 3a HecooOIIeHNe WM COKPBITHE MH(OPMAINH, TPETyCMOTPEHHOM YacThio 3 HACTOALIEH CTaThy,
Jep)KaTeld WIM  BIQJAENbLbl  PErHCTPALMOHHBIX  YJAOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENaparos,
IOPUAMYECKHUE JIMIIA, HA UMsI KOTOPBIX BBIJAHBI pa3pellieHNs Ha NPOBEICHUE KIMHUYECKUX UCCIIEIOBaHUN
B Poccuiickoit ®enepauuu, 1ub0 YHIOJTHOMOYEHHBIE MMM JpYyrue MOPUAWYECKHE JMIA, a Takxke
JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MH(OpPMAaLUs CTajla HM3BECTHA MO poay HX NpodecCHOHATbHON
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JEATEIIbBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOJATENBCTBOM Poccuiickon denepauuu.

7. Ilpu moxydeHUH YIOJHOMOYEHHBIM (hefepaqbHbIM OPTaHOM HCTIOJTHUTENIFHOW BJIACTH B paMKax
OCYILIECTBICHUSI UM (papMakoHa/a30pa J0KA3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOIO Ipernapara
YCTQHOBJICHHBIM TpPEOOBAHUSAM WM TPH TOJY4CHUH HWHPOPMALMU O HECOOTBETCTBUU TAHHBIX 00
3pPEKTHBHOCTH U 0 0E30MaCHOCTH JIEKAPCTBEHHOTO IMperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COJIEPKaLIUMCS] B MHCTPYKIUU 110 €r0 MPUMEHEHUIO (B TOM YHCJIE BBISBJICHHBIX B XOJ€ OCYILECTBICHUS
(dapmakoHa30pa KOHTPOJIBHO-HAI30PHBIMUA OpraHaMH HHOCTPAHHBIX TOCYAApCTB), YHOJHOMOYEHHBIN
(enepanbHbIN OpraH UCIOJHUTENBHON BIACTU B YCTAaHOBJIEHHOM UM MOPSAKE paccMaTpUBAET BOIPOC O
MIPUOCTAHOBJICHUH IPUMEHEHHSI TAKOTO JIEKAPCTBEHHOTO IIperapara.

CtaTbs 65. [NpnoctaHoBNeHne NpuMeHeHUsA fieKapCcTBEHHOro npenapara
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu mosnyyeHun MHGOPMALIMK O HEXENATENbHBIX PEAKIUIX MPU MPUMEHEHUU JIEKaPCTBEHHOTO
mnmpemapara, HE YKa3aHHBIX B HWHCTPYKIHUHU 110 MPUMCHCHHUIO JICKAPCTBCHHOT'O IIp€Iiapara, CCPbE3HBIX
HEeXKeJlaTeNbHBIX peaKiusix, 00 OCOOEHHOCTAX €ro B3aUMOJEHCTBUS C JPYIrUMH JIEKApCTBEHHBIMU
npenapaTamMmu, KOTOpbIE MOTYT MPEICTaBIATh YIPO3y KU3HHU WM 3J0POBBIO YeJIOBEKa JIMOO0 )KMBOTHOTO, a
TaKkK€ 0 HECOOTBETCTBMU JIaHHBIX 00 3(PPEKTUBHOCTH M O OE30MAaCHOCTU JIEKAPCTBEHHOIO Ipernapara
JaHHBIM O JICKaAPCTBCHHOM IIperiapare, COACPKAIMUMCA B UHCTPYKIIUHU 110 €TI0 IPUMCHCHUIO, B TOM YHCJIC
OT YIOJHOMOYEHHBIX OPraHOB HWHOCTPAaHHBIX TOCYAapCcTB, OOMEH KOTOPOH OCYIIECTBIAETCS B
COOTBETCTBUHU C COIVIAIIEHUSMHM MEXIY YIOJHOMOYEHHBIM (pellepalbHbIM OPraHOM HCIOJIHHUTEIbHOU
BJIACTU M YINOJHOMOYEHHBIMM OpraHaMH HHOCTPaHHBIX TOCYIApCTB, YIOJIHOMOYEHHBIM (enepaabHbIi
OpraH HCHOJHUTEJIBHOW BJIACTH paccMaTpUBAET BOIPOC O BO3MOKHOCTH IPUOCTAHOBJICHHs OOpallieHHsI
TAKOTO JICKapCTBEHHOIO Ipernapara B MOPAIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJHUTEILHON BIACTH.

2. llpm HeHCNOJHEHMHM WM HEHAJJISKalleM MWCIOJHEHUH JepXKaTelsiIMU WM BiaJelblaMu
PETrUCTPALIMOHHBIX YAOCTOBEPEHUH JICKAPCTBEHHBIX IPENapaTroB, MOPUAMYECKUMHU JIMIAMH, Ha HUMS
KOTOPBIX BBbIJIaHbl pa3pelleHns Ha IpOBeJIeHHE KIMHUYECKUX ucciaenoBanuil B Poccuiickoit deneparnuu,
WIH YIIOJIHOMOYEHHBIMU UMH JIPYTMMHU IOPUINYECKUMU JINLAMU 0053aHHOCTEH, YCTAaHOBJICHHBIX YaCTAMHU
3 u 4 cratbu 64 Hacrosmero denepanbHOrO 3aKOHA, JIMOO B CIIydyasX MPEICTABICHHUS] COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (heiepajibHbIM OPraHOM HCIOJIHUTENIHOM BJIACTH 3aKIIOUEHHUS O HEIOCTOBEPHOCTH
pe3yabTaTOB KIMHUYECKOTO MCCIEI0BaHU JIEKAapCTBEHHOTO Mpenapara Jyis MEeAULUHCKOIO IPUMEHEHNs,
KOTOpPO€ OCHOBAHO Ha pe3ysbTaTaX MPOBEPKU MEIUIMHCKONW OpraHM3aluy, MPOBOJIUBIIEH yKa3aHHOE
KJIMHUYECKOE UCCIIEJOBAHUE C HApYLICHUEM MpaBHJI HaJUIeXKALeH KIMHUYECKOHN MPaKTUKHU, U IIPUBEIO K
MIOJIy4EHUIO HEIOCTOBEPHBIX pe3ylbTaToB, JMOO B Cilydae HEBBIOJHEHMs HPEANHUCAHUs, BbIJIAHHOIO
YIIOJIHOMOYEHHBIM  (pe/iepabHbIM OpPIaHOM HCIOJHUTENbHOM BJIACTM IO MTOTaM OCYILECTBIICHUS
BBIOOPOYHOIO KOHTPOJISI KayecTBa JICKApCTBEHHOTO IpenapaTa, YIOJIHOMOYEHHbIH (eaepanbHblii opran
VCIIOJIHUTENIBHON BIACTH B YCTAHOBJIEHHOM MM IIOPSAKE PacCMaTpHUBAET BOIPOC O MPUOCTAHOBICHHUH
IIPUMEHEHMSI TAKOTO JIEKapCTBEHHOTO Npenapara.

3. YnonHoMOueHHbIH (enepanabHbI OpraH HCHOJHUTENBHOW BIIACTH TNPH TNPEACTABICHUU €My
CBEICHMI O HECOOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TpPeOOBaHMAM IPaBUII
Ha/IIeKalel Mpou3BOICTBEHHOM NMPAKTUKHU U (MJIM) O HApYIICHUHU JUIIEH3MOHHBIX TPeOOBaHHM, KOTOPbIE
ObUI BBIABIICHBI B XOJ€ MPOBEACHUS MHCIEKTHPOBAHUS MPOU3BOIMTENS JEKAPCTBEHHBIX CPENICTB WIIH
OCYIIECTBIICHHSI JIMIIEH3HOHHOTO KOHTPOJIS B cpepe MPOMU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBEIH
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HJIM MOT'YT IPUBCCTH K IMPOU3BOACTBY JICKAPCTBCHHLIX IPCHapaTroB MJII MCAUIHWHCKOI'O IMPHUMCHCHUA,
MNPUYUHUBIINX WA CIIOCOOHBIX IMPUYUHUTDL BPCJ )KU3HHU WK 3A0POBBIO I'paK/JaH, pacCMaTpuBacT BOIIPOC
O IMPHOCTAHOBJICHMH HNPHUMCHCHHUA JICKAPCTBCHHBLIX IpPCIaparoB A4 MCEAULOHUHCKOIO IMPUMCHCHHA B
YCTAaHOBJICHHOM UM IOPAJAKE B CIICAYIOIIUX CIIydasax:

1) coctaB u (WIM) TEXHOJIOTHS IMPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipernapara Uil METULMHCKOTO
IIPUMEHEHUSI (C ONMMCAHMEM CTaIuil IMPOM3BOJCTBA) OTIMYAIOTCS OT 3asBJIECHHBIX B PErMCTPAlMOHHOM
J0ChE;

2) JIeKapCTBEHHBIN MpernapaT A1 MEIUIIMHCKOTO MPUMEHEHUsI TPOU3BEJIEH Ha TTPOU3BOJACTBEHHOM
IIJIOIIAJIKE, HE YKA3aHHOM B PETUCTPALIMOHHOM JIOCHE;

3) y HOpou3BOIMUTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEpKIArOIINE
COOTBETCTBHE KadecTBa JIEKAPCTBEHHOI'O Mperapara Uisi MEIULIUHCKOIO IPUMEHEHUs, BBOJMMOIO B
rpaXxIaHCKHUI 000poT, TpeOOBAHUSM, YCTAHOBJICHHBIM IPU €r0 TOCYAAPCTBEHHOM perucTpanuy;

4) npou3BOAMTENEM JIEKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBI C  COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCHOJIHHUTENBHOM BJIACTH CPOK HE YCTPAHEHbI HapyIICHUS
TpeOOBaHUU MpaBUJI HAJUIEKaIIeH MPOU3BOJICTBEHHOW MPAKTHKU M (WJIM) JIMLIEH3UOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISBICHBl B XOJI€ MPOBEIEHUS WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYIIECTBICHUS JUIIEH3MOHHOTO KOHTPOJIS B chepe NMpOon3BOCTBA JIEKAPCTBEHHBIX CPEJCTB
U IpPUBEIM WM MOTYT INPHBECTH K IPOM3BOJCTBY JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIHMIIMHCKOIO
MPUMEHEHMSI, IPUYUHUBIIMX MM CIOCOOHBIX MPUUUHUTD BPE]l )KU3HU HIIU 3A0POBBIO TPAKIAH.

(dactp 3 BBenena denepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YnomHOMOYEHHBIN (heepaibHbI OpraH UCIIOJIHUTEILHON BJIACTH MPHU HATMYUHU Y HET'O CBEACHHI
O HECOOTBETCTBUU IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPEOOBAHUAM MPaBWJI HaJyIexallen
MIPOU3BOJICTBEHHONW MPaKTUKA U (WIM) O HApPYyIIEHUU JMIEH3UOHHBIX TPeOOBaHUM, KOTOpPbIE OBLIU
BBISIBJICHBl B XOJI€ MPOBEICHHUS WHCIHEKTUPOBAHUS TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WU
OCYILIECTBIICHUS JUIIEH3MOHHOTO KOHTPOJISI B cepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WM MOTYT NMPUBECTU K MPOU3BOJICTBY JEKAPCTBEHHBIX IMPENapaToB JJIsi BETEPUHAPHOIO MPUMEHEHUS,
MPUYMHUBIIUX WM CIOCOOHBIX NPUYUHHUTH BPEI KU3HU WM 370POBbI0 >KMBOTHBIX, pacCMaTpUBAET
BONIPOC O TPUOCTAHOBJICHUM peal3allud M TMPUMEHEHHUS JIEKAPCTBEHHBIX IpernapaToB Jyis
BETEPUHAPHOTO MPUMEHEHHS B YCTAHOBIEHHOM UM MOPSJIKE B CICIYIOLIUX CIy4Yasx:

1) coctaB U (WJIM) TEXHOJIOTHS MPOU3BOJCTBA JIEKAPCTBEHHOIO IMperapaTa Ijs BETEPUHAPHOTO
MpUMEHEeHHsI (C OMHCAaHMEM CTaauil MPOU3BOJICTBA) OTIMYAIOTCA OT 3afBJIEHHBIX B PErHCTPAIHOHHOM
JI0ChE;

2) J'ICKapCTBCHHHﬁ npenapar Ajid BETCPUHAPHOTO IIPUMCHCHUA IMIPOU3BCIACH HaA HpOHSBOHCTBeHHOﬁ
IIomaaKke, HE y1<a3aHH0171 B PCTUCTPAIMOHHOM JOCHE;

3) y NIpOU3BOAMTENS JIEKAPCTBEHHBIX CPEJACTB OTCYTCTBYIOT JOKYMEHTBI, MOJTBEPKIArONINe
COOTBETCTBUE KadecTBa JIEKAPCTBEHHOI'O IIpenapara Juisi BETEPUHAPHOIO IPHUMEHEHHUS, BBOJAMMOIO B
IpaXkJIaHCKHI 000pOT, TpeOOBAHUM, YCTAHOBICHHBIM IIPU €0 rOCyIapCTBEHHON perucTpanum;

4) MMPOU3BOAUTCIIEM  JICKAPCTBCHHBIX CPCACTB B COTJIaCOBAHHBIM € COOTBCTCTBYIOIIIUM
YIIOJTHOMOYCHHBIM (I)CI[CpEUIBHBIM OopraHomM HCIIOJIHUTENLHON BIIaCTH CpPOK HC YCTPAaHCHLI HApPYHICHUSA
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TpeOOBaHUI MpaBUI HAJICKAIIEeH NMPOU3BOJACTBCHHON MPAKTUKH WU (WIIK) JUICH3UOHHBIX TPEOOBAHMIMA,
KOTOpbI€ OBUIM BBISIBJIEHBI B XOJI€ TMPOBEICHUS HMHCICKTUPOBAHUS IMPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPEZACTB WJIH OCYIIECTBJICHHUS JUIIEH3HOHHOTO KOHTPOJIA B c(hepe MpOon3BOCTBA JIEKAPCTBEHHBIX CPEJICTB
U TNPUBEIW WA MOTYT IMPUBECTHM K IMPOU3BOJCTBY JIEKAPCTBEHHBIX NPENApPATOB MJI BETEPUHAPHOIO
MIPUMCHCHHS, TPUYNHUBIINX WA CIOCOOHBIX MPUUUHUTE BPE]T )KU3HU WU 3JI0POBBIO JKHBOTHBIX.

(uactp 4 BBenena denepanbabiM 3ak0HOM OT 04.06.2018 N 140-D3)

Cratbsa 66. UHcpopmauma o pesynbTaTax hapmakoHagsopa
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

YonHOMOYEHHBIN  enepanbHBIii  OpraH  WCHOJHHUTENIBHOW  BIACTH,  OCYIIECTBIISIOIINI
(dapmakoHam3op, Haxoasmmuxcs B oOpamenun B Poccuiickoit ®enepanuu, 10 pe3yinbTaTam
(dapmakoHam3opa pasMemniaeT Ha cBoeM oduiuanbHoM caiite B cetu "UaTepner" umubopmarmio o
MPUHATBIX PEHIEHUSX O BHECEHWU W3MEHEHUS B MHCTPYKIMIO 1O TMPUMEHEHHIO JIEKapCTBEHHOTO
npernapaTa, 0 MPUOCTAHOBJIEHUU MPUMEHEHHS JIEKApCTBEHHOTO Ipemnapara, 00 M3bATUU U3 OOpalleHus
JIEKapCTBEHHOT'O IpernapaTa Ui 0 BO300HOBJICHUH TPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara.

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

Masa 14. TH®OPMALIUA O NEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX MPEMAPATOB
anda MEAUMUUHCKOIro nPMMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Ctatba 67. UHcbopmauma o nekapCTBeHHbIX npenapartax. Cucrema MOHUTOpPUHra
ABWXEeHUs NnekapcTBeHHbIX NpenapaToB AN MEAULIMHCKOIO NpUMeHeHus
(B pen. ®enepanbHoro 3akoHa oT 28.12.2017 N 425-D3)

1. Undopmanus o jneKkapcTBEHHBIX IpernapaTax, OTIYCKaeMbIX IO pPELEenTy Ha JIeKapCTBEHHBIN
npemnapar, JO0JDKHA COJEP)KAaThCA TOJIBKO B CIIELMAIM3WPOBAHHBIX W3/IaHUAX, MPEAHA3HAUYEHHBIX IS
MEIUIMHCKUX, (apMalleBTHUECKUX, BETEpUHAPHBIX paOOTHHKOB. HWHbopMaius o JIeKapCTBEHHBIX
npenapaTax Juis CIEHHUAIUCTOB B 00JacTH OOpalIeHus JEKapCTBEHHBIX CPEJICTB MOXKET COJIEP>KaThCs B
MOHOrpadusiX, CHpPaBOYHUKAX, HAYYHBIX CTaThsX, B JOKJIaJaxXx Ha KOHIrpeccax, KOH(EpEeHIUsX,
CUMIIO3UyMax, Hay4YHbIX COBETAX, a TAK)KE B MHCTPYKIIHUIX [0 MPUMEHEHHIO JIEKApCTBEHHBIX MPEraparos.

2. Nndopmanus o nekapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX Oe3 pelenTta Ha JIeKapCTBEHHBIN
mpemnapaTr, MOXKET COAepKaTbCsl B IMyOJIMKAIUSAX M OOBSBICHUAX CPEACTB MAcCOBOM HMH(OpMaLNH,
CHEIHATM3UPOBAHHBIX M OOIIMX MEYaTHBIX M3JAHUSX, MHCTPYKIHSIX MO MPUMEHEHUIO JEeKapCTBEHHBIX
MpernapaToB, HHBIX U3JAHUSIX CYOBEKTOB 0OpallleHus JIEKapCTBEHHBIX CPEACTB. PekaMHble MaTepHralsl O
JIEKapCTBEHHOM TIpernapaTre, OTHyckaeMoM 0e3 pelenrta Ha JIEKapCTBEHHBIM MpemnapaT, IOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH O MPUMEHEHHIO JIEKapCTBEHHOT'O Ipernapara.

3. HOHyCKaCTCH HCIIOJIb30BAaHUE JTFOOBIX MaTCpHaJIbHBIX HOCHTCJ’ICfI, MO3BOJIAIOMIUX XPAHUTD,
nepeaaBaTb U UCIOJIL30BATh I/IHq)OpMaI_II/IIO 0 JICKAPpCTBCHHBIX IIpCIlapaTax 0€3 ee HCKaKCHUS.

Koncynsrantlntoc: npumeyanue.
Y. 4 cr. 67 BcTynaet B cuity ¢ | staBapsa 2020 rona.
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4. Jlns ueneil uueHTH(UKALMU YIAKOBOK JICKAPCTBEHHBIX MpPENapaToB IS MEAULUHCKOTO
IIPUMEHEHHs TPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTaHOBIEHHOM IIpaBHTEnbCTBOM
Poccuiickoit denepanny, HAHOCAT Ha MEPBUYHYIO YIAKOBKY (B OTHOIIEHHUH JIEKAPCTBEHHBIX MPENapaToB
JUI MEJUIIMHCKOTO MPUMEHEHHUs, I KOTOPbIX HE MPEJyCMOTPEHA BTOPUYHAS yIIaKOBKAa) U BTOPUUHYIO
(TTOTpeOUTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX MPEMapaToB sl MEAUIMHCKOTO MPUMEHEHUS CPEICTBA
UACHTU(UKAIMH, 32 HWCKIIOUEHHEM JIEKAPCTBEHHBIX NPENapaToB Ui MEJUIIMHCKOTO NpPUMEHEHUs,
IIPOU3BOUMBIX JUISl IPOBEACHUS KIMHUYECKUX HCCIIEIOBAHMM, DKCIOPTA, JICKAPCTBEHHBIX IIPENapaToB
JUIST MEJUIIMHCKOTO MPUMEHEHUs, YKAa3aHHBIX B 4YacTsax 5 W 8 crarbu 13 Hacrosmiero denepanbHOro
3aKOHa.

(uactp 4 BBeneHa DenepanbHbIM 3aKk0OHOM OT 28.12.2017 N 425-D3)

5. XapakTepuCTUKU CPeJICTBA UACHTU(UKALIMY, TOPAJOK €r0 HAaHECEHUS U TPeOOBaHUS K CTPYKTYpe
n Qopmary wuH(pOpPMaLUK, KOTOPYIO COJIEPKUT CPEICTBO HUACHTU(DUKALMM, OMNPEIEINSIOTCS
[IpaBurensctBoM Poccniickoit denepanun.
(dactp 5 BBenena denepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsimok co3maHusi, pa3BUTHS, BBOJA B OKCIUTyaTalMio, SKCIUTyaTalldd W BBIBOJA U3
IKCIUTyaTallid CHCTEMbl MOHUTOPWHTA JIBIDKCHHUS JICKAPCTBEHHBIX TNPEMapaToB Ui MEIUITHHCKOTO
MPUMEHEHHUsI, TOPSAJOK TMPEeAOCTaBlIeHUs HWHGOPMAIIMK, COJEpKAIMEeHCcs B CHCTEME MOHUTOPHUHTA
JBDKEHUSI JIEKAPCTBEHHBIX TMpENapaToB I MEIUIIMHCKOTO MPUMEHEHHUs], U TIOPSAIOK B3aUMOJACHCTBUS
yYKa3aHHOM  CHCT€Mbl C HWHBIMH  TOCYJapCTBEHHBIMH  HMH(QOPMAIIMOHHBIMU  CHUCTEMaMH U
MH(OPMALMOHHBIMU CUCTEMAMH IOPUINYECKUX JIUIl U UHAUBUIYAJbHBIX MPEANpUHUMATENIeH, yKa3aHHbBIX
B vactax 7 u 10 Hacrosmmei cratbm, yctaHaBiauBaioTcs I[IpaButenbctBoMm Poccuiickoit deneparmmm.
OneparopaMu CHCTEMbl MOHUTOPHHIA JIBUXKEHHUS JIEKAPCTBEHHBIX MPENapaToB i MEAULUHCKOTO
MPUMEHEHUs SIBJIAIOTCS  (pelepalibHbIil OpraH HUCHOJHUTENBbHOM BiacTd W (WJIM) OpraHu3anus,
ynoiaHoMmoueHHble [IpaBuTenscTBoM Poccuiickoit deaepanuu.

(dactp 6 BBeneHa denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: mpumedanue.
Y. 7 ct. 67 BcTynaet B cuity ¢ 1 stuBapst 2020 ropa.

7. YOpuandeckue nuna U MHAUBUAYAIbHBIE NPEIIIPUHUMATENH, OCYILIECTBIISIIONIME TPOU3BOICTBO,
XxpaHeHue, BB03 B Poccuiickyto ®exepanuio, OTIYCK, pealu3alllio, IMepeAady, MNpUMEHEHHE WU
YHUUYTOKEHHUE JICKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO MPUMEHEHUS, 00ECIIEUNBAIOT B MOPSIIKE U
B COCTaBe, KOTOpele YycTaHoBieHbl IlpaBurennctBom Poccuiickoii @enepanuu c y4yeToM BHUAA
OCYILIECTBIISIEMOl MMHU JIeATEIbHOCTH, BHECEHHWE HH(OpMAalMKM O JEKapCTBEHHBIX Mpenaparax s
MEJHUIIMHCKOTO MPUMEHEHHUS] B CHUCTEMY MOHUTOPUHTA JBHKCHHS JIEKapCTBEHHBIX MpEnaparoB AJis
MEJIMIUHCKOTO NPUMEHEHUSI.

(uactp 7 BBeneHna denepanbHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

Koncynprantllntoc: mpumedanue.
C 29.11.2019 cr. 67 nononnsiercs 4. 7.1 (D3 ot 28.11.2018 N 449-D3).

8. OpraHI/I3aI_IPI}I I/IH(I)OpMaI_II/IOHHOl"O B3aUMOACUCTBUS CHCTEMEI MOHUTOPHHTA JBUXKCHHUA
JICKAPCTBCHHBIX MpCrapaTroB I MCIAUNHUHCKOTO MTPHUMCHCHUSA C HWHBIMU TOCYAapCTBCHHBIMU
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WH(POPMAIIMOHHBIMH CHCTEMaMU OOECIIEYMBACTCI B TOM YHCJIE IOCPEACTBOM HH(PACTPYKTYpHI,
oOecrieunBaromeii MHOOPMAITIOHHO-TEXHOJIOTHYECKOE B3aUMOJEHCTBUE HH()OPMAIIMOHHBIX CHCTEM,
UCHOJIb3YEMBIX ISl MPEAOCTaBICHUSI TOCYJAapCTBEHHBIX M MYHULUMAIbHBIX YCIYT U HCIIOJHEHUS
rOCyJapCTBEHHBIX 1 MYHHIIUTIAIBHBIX (YHKIIHI B DJIEKTPOHHOU (hopme.

(uactp 8 BBeneHa DenepanbHbIM 3aKk0OHOM OT 28.12.2017 N 425-D3)

9. OOmenocrymHas wuHGOpMAIWs, coAep)Kamascs B CUCTEME MOHHUTOPHHTA JIBYDKCHUS
JIEKapCTBEHHBIX IIPErapaTroB sl MEIUIIMHCKOrO0 INPHMEHEHHUs, pa3Mellaercs B HH(POPMAIMOHHO-
TEJIEeKOMMYHUKAaMOHHON ceTu "MHTepHer" (B TOM uMcie B (OpME OTKPBITHIX JAaHHBIX) B MOPSIJIKE,
ycranoBieHHOM lIpaBurensctBom Poccuiickont denepannu.

(uactp 9 BBeneHa ®enepanbHbIM 3aKk0OHOM OT 28.12.2017 N 425-D3)

10. ITpon3BoauTeEN JIEKAPCTBEHHBIX CPEJCTB MOIY4alOT COJAEPXKAILYIOCS B CUCTEME MOHUTOPHHIA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIUHCKOTO NPUMEHEHUs HH(OPMALUI0O O Cepusix H
MapTUSIX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJIUMBIX UMH M HAXOJALIUXCSA B IPAKJAHCKOM 000poTe B
Poccuiickoit denepariu, 6€3B03ME3IHO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Koncynbrantlntoc: mpumeuanue.
Y. 11 cr. 67 BcTtynaet B cuiy ¢ 1 saBapsa 2020 roaa.

11. 3a mpou3BOJCTBO WUJIU MPOJAAXKY JEKAPCTBEHHBIX MPENapaToB AJIs MEAUIIMHCKOTO MPUMEHEHUS
0e3 HaHEeCeHMs CPEeACTB HACHTU(UKALNU, C HAPYIIEHWEM YCTAaHOBJEHHOIO MOPsAKAa MX HAHECEHHUS, a
TaKK€ 32 HECBOEBPEMEHHOE BHECEHHME [aHHBIX B CHCTEMY MOHUTOPWHIA JBHM)KEHHUS JIEKapCTBEHHBIX
MpernapaToB s MEAMIMHCKOTO MPUMEHEHHUS WM BHECEHHME B HEe HEJAOCTOBEPHBIX JAaHHBIX
IOpUAMYECKUE JIMIA U WHAUBUAYaJbHBIE MPEINpPUHUMATENIH, yKa3aHHbIE B 4acTAX 4 U 7 HaACTOAIeH
CTaTbH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHO1aTesIbcTBOM Poccuiickoit denepanuu.
(dactp 11 BBenena denepanbHbM 3aKOHOM OT 28.12.2017 N 425-D3)

12. TIlpaBurenbctBo Poccuiickoit ®eneparu BIpaBe YCTaHOBUTh OCOOCHHOCTH BHEIPCHHS
CHUCTEeMbl MOHMTOPHMHIA JABM)KEHHUS JICKAPCTBEHHBIX IMpernapaToB s MEAULHUHCKOTO MPUMEHEHUs,
BKJIIOYAsi CPOKHU €€ BHEJPEHHUs, B OTHOIICHUM JIEKAPCTBEHHBIX IMPENapaToB Ui MEAUIIMHCKOIO
MPUMEHEHHSI, BKIIOYEHHBIX B IEPEUYCHb >KMU3HEHHO HEOOXOAMMBIX W BAXKHEHIIUX JEKapCTBEHHBIX
MpernapaToB, JEKAPCTBEHHBIX IMPEMapaToB, IMpeIHA3HAYCHHBIX JUIg OOecreyeHus] Jul, OOJbHBIX
remMounueii, MyKOBUCHUIO030M, TUMO(GU3APHBIM HAHU3MOM, OoJie3HbIO [ollle, 37T0KaueCTBEHHBIMU
HOBOOOpa30BaHUAMU JTUM(OUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
JUI] TOCJIe TPaHCIUIAHTAIllMM OpraHoB M (WJIM) TKaHEH, HWHBIX JIEKapCTBEHHBIX MpEnaparoB IS
MEJIUIUHCKOTO NPUMEHEHUSI.

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

Maea 14.1. OTPAHUYEHUA, HANNATAEMBbIE
HA OPTAHU3ALUNN, OCYLUECTBNAKLWHUE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBenena denepanbHbIM 3akOHOM OT 25.11.2013 N 317-D3)

Cratbs 67.1. OrpaHuM4YeHus, Hanaraemble MPU OCYLUECTBNEHUN AEATENILHOCTU B
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chepe ob6paLLeHUA NeKapcTBEHHbIX CpeacTB

1. Opranuzamnmu, 3aHUMAIONIMECs pa3padOTKOM, MPOU3BOJACTBOM U (WJK) peaau3aiuen
JICKApCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHHsI, OpraHu3aliy, o0IaJaonue npaBaMu Ha
MCTOJIb30BAHNE TOPTOBOT'O HAUMEHOBAHMSI JIEKAPCTBEHHOTO Tperapara Uil MEIUIIMHCKOTO IPUMEHEHUS,
OpraHu3alliil  ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEACTBAMH, aNTEYHBIE OpraHW3amuu (MX
MPEJCTaBUTENN, UHBbIE (U3NYECKHE W IOPHIUYECKUE JIMIA, OCYIIECTBIISIOIINE CBOIO JEATEIBHOCTh OT
WMEHHU 3THUX OPraHu3aluil) B OTHOIICHUH MEIUIIMHCKHX PAOOTHHKOB W PYKOBOJUTEICH MEIWITMHCKHIX
OpraHu3aluil He BIPAaBe:

1) BpyuyaTh NOJApKH, BBIIJIAYMBATH JIEHEKHbIE CPEACTBA (3a MCKIIIOUEHUEM BO3HAIPAXKICHHUH 110
JOTOBOpaM TMpU MPOBEACHUM KIMHUYECKMX HCCIEAOBAaHMM JIEKApCTBEHHBIX IMPEnapaTtoB s
MEJUIIMHCKOTO TPUMEHEHUS, BO3HArpa)X/JI€HWH, CBA3AHHBIX C OCYIIECTBJIEHHEM MEIUIUHCKUM
PabOTHUKOM TIEAroru4yeckoi u (WiM) HaydHOU JEATEILHOCTH), B TOM YHCIIC OTUIAUYMBATh Pa3BIICUCHUS,
OTJIBIX, MPOE3JT K MECTy OT/JbIXa, a TAaKXKe NMPHUBJIEKATh K YYACTHUIO B pa3BJIEKATEIbHBIX MEPOINPUSITHSIX,
MIPOBOJIMMBIX 3@ CUET CBOUX CPE/ICTB;

2) 3akioyaTh COTJIAIIEHWS O HA3HAYEHUM WIM PEKOMEHJAllMM MalMeHTaM JIeKapCTBEHHBIX
MpenapaToB JJIs MEIUIUHCKOTO MPUMEHEHUS (32 CKIIOYEHHEM JOTOBOPOB O MPOBEACHUN KIMHUYECKUX
UCCIIeIOBAaHUH JIEKAapCTBEHHBIX NMPENapaToB /sl MEIUIIUHCKOTO IPUMEHEHU);

3) mpenocTaBATh 00pa3ilbl JIEKAPCTBEHHBIX MPENnapaToB s MEIUIIMHCKOTO MPUMEHEHHS B LENSIX
Bpy4YEHHMsS] TMalMeHTaM (3a UCKIIOYEHHWEM CIIy4yaeB, CBS3aHHBIX C TMPOBEACHUEM KIMHUYECKUX
UCCIIEIOBAaHUH JIEKapCTBEHHBIX MPENapaToB JIjsl MEIUIIUHCKOTO IPUMEHEHU );

4) mpenoCTaBIATh HEJOCTOBEPHYIO U (MJIM) HETIOJHYIO HH()OPMAIIHIO O JIEKAPCTBEHHBIX peraparax
JUTSL METUITTHCKOTO TIPUMEHCHUS;

5) IIoCCIIaTh UX B pa60qee BpEMs Ha pa60111/1x MECTax, 3a MCKIHOUYCHHUEM CJIy4acB, CBA3aHHBIX C
IIPOBCACHUEM  KIIMHHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBEHHBIX  IIp€raparoB I MCEAULUMHCKOI'O
INPUMECHCHU, C YYAaCTHUEM B NOPAAKE, YCTaAHOBJICHHOM PYKOBOJUTEICM MCHHHHHCKOﬁ OpraHusanuvu, B
C06paHI/I$IX MCAUIMHCKHNX paGOTHI/IKOB N HHBIX MCEPOIIPUATHAX, HAIPaBJICHHBIX Ha IIOBBIMICHUC HX
HpO(beCCI/IOHaJII)HOFO YPOBHA WM Ha IIPCAOCTaBICHHUC I/IH(bOpMaI_[I/II/I, CBSI3aHHOM C OCYIIECTBIICHUEM
MOHUTOpPHUHI'A 0e30macHOCTH JICKAPCTBCHHLIX ITPCIIapPaTOB;

6) HO6y>KI[aTB K BBIIIUMCBIBAHUIO JICKAPCTBCHHBIX IIPCIIapaTOB IJIA MCIUIHMHCKOI'O IIPUMCHCHUS Ha
6J'IaHKaX, CoacCpIKalnux I/IH(1)OpMaI_II/IIO PCKIAMHOI'0 XapaKTepa, a TAKKC Ha PCUCITYPHBIX 6J'IaHKaX, Ha
KOTOPBIX 3apaHCC HallC4aTaHO HAUMMCHOBAHUC JICKAPCTBCHHOI'O IIpfliapara M1 MCAUIUMHCKOI'O
IIPUMCHCHUS.

2. OpFaHI/I3aI_II/II/I, YKa3aHHBIC B a63aue IEpBOM 4aCTH 1 HaCTOSIIEN CTaTbu, U UX MPCACTABUTCIIN B
OTHOIICHUHA (bapMaI_IeBTI/I‘leCKI/IX pa6OTHI/IKOB )51 pYKOBOﬂHTCHeﬁ AIlITCYHBIX OpFaHI/I3aI_II/II>’I HC BIIpaBC:

1) Bpy4daTb MMOJApKH, BLIIUIAYUBATH ACHCKHBIC CPEACTBA, B TOM YUCIIC OIJIAYHMBATH PA3BJICUCHUS,
OTAbIX, MpOE3a K MECTY OTAbIXa, W IPHUBJIICKATb K YYACTHIO B PA3BJICKATCIBHBIX MCEPOIPUATHAX,
MMPOBOANMBIX 3a CUCT CBOUX CPCHACTB;

2) npeaAoCTaBJIATb 06p3.3LU>I JICKAPCTBCHHBIX MpPCHapaTtoB i MEAULUMHCKOTO MPUMCHCHUA JIS
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BPYYEHHsI HACEIICHHUIO;

3) 3aKJII04aTh COrNIAalICHUA O HOPCIJIOKCHHU HACCICHUIO OINPCACIICHHBIX JICKAPCTBCHHBIX
mnmpenaparoB s MCIUITUHCKOI'O IIPUMCHCHU A,

4) mpenoCTaBIATh HEOCTOBEPHYIO U (WJIH) HEMOJHYIO HHPOPMALIMIO O JICKApCTBEHHBIX Mperaparax
JUIS  MEIULIUHCKOTO IPUMEHEHHUs, B TOM 4YHCI€ HUMEIOUIMX OJMHAKOBOE MEKIyHapOJHOE
HENaTEeHTOBAHHOE HaUMEHOBAaHHUE.

Crtatba 67.2. TpeboBaHUA K opraHu3auum U NPOBeAEHUI0 Hay4YHbIX MEpPONpPUATUN,
MHbIX MEepONpPUATUN, HarnpaBneHHbIX Ha NOoBblWeHUe Mnpo¢ecCUoOHaNbLHOro YpPOBHS
MeOULIMHCKMX paboTHUKOB UMM Ha npeaoctaBrieHne UWHgopmauum, CBA3aHHOU C
ocyuecTBneHneM MOHUTOpPUHra 6e3onacHOCTU NeKapCcTBEHHbIX NpenapaToB

1. Ilpn nmpoBeaeHNN HAyYHBIX MEPONPHUATHI, UHBIX MEPOIPUATHN, HAIIPABICHHBIX HA MOBBIIICHHUE
Mpo(ecCHOHATIBHOTO YPOBHS MEIWLMHCKUX pPAOOTHUKOB WM Ha TPEJOCTaBlIEHHE CBS3aHHOM C
OCYILIECTBJIEHUEM  MOHHMTOPUHIa  O€30MAaCHOCTH  JIEKAPCTBEHHBIX  IpernaparoB  HMH(OpMalUH,
OpraHM3yeMbIX OpraHM3alUsMH, yKa3aHHbIMM B a03ane nepBoMm uacTu | crateu 67.1 Hacrosmiero
@denepallbHOTO 3aKOHA, WX MPEACTaBUTENSIMH U (MiIu) (UHAHCHUPYEMBIX 32 CYET CPEJICTB 3TUX
OpraHM3alMii W WX [peICcTaBUTENEH, 3amperniaeTcd NPensaTCTBOBATh YYaCTUIO B YKa3aHHBIX
MEPOIIPUATUAX MHBIX OPraHU3alui, KOTOPBIC MPOU3BOIAT WM PEAIN3YIOT JIEKAPCTBEHHBIE IIPENaparhbl
IUI1 MEIUIMHCKOTO IPUMEHEHUS CO CXOKUM MEXaHU3MOM (apMaKoJOrMYecKoro JAedcTBHs, Iu00
CO37aBaTh JUCKPUMHUHALMOHHBIC YCIOBHsS M OJHHUX YYaCTHHKOB II0 CPAaBHEHHUIO C JPYTHMH
YY4aCTHUKAMH, & UMEHHO:

1) mpenocTaBisATh pa3IMYHOE KOJIMYECTBO BPEMEHH JUIS BBICTYIUIEHUN YYaCTHUKOB, Pa3nYHbIC 110
pa3Mepy 3aHMMaeMoM IJIOLMAAN MecCTa Ul JEMOHCTpaluu oOpa3loB JIEKAPCTBEHHBIX MPErnapaToB IS
MEJUIIMHCKOTO MPUMEHEHHUS WM pPEKIaMHBIX MaTepHallioB O JIEKAPCTBEHHBIX Ipemnaparax Jyis
MEJUIIMHCKOTO MPUMEHEHUS Ha SKCIO3UIMSIX, CTEHIaX, 32 UCKIIOUEHUEM CIIy4aeB, €ClIM TaKue YCIOBUS
3aKpeIyIeHbl B COIVIAIICHHUSX ATHX OpraHU3allui, UX IMpeAcTaBUTeNe O (PUHAHCHPOBAHUU YKa3aHHBIX
MEpOTPUATHI U 00YCIOBJICHBI PA3TUYHBIMU 3aTpaTaMH YYaCTHHUKOB HA UX OPraHU3AIIHIO;

2) YCTaHaBJIUBATh pasMEp B3HOCA AJId YYACTHUKOB MepOHpI/IHTHﬁ, YKa3aHHBIX B 8.638.1.[6 IepBoM
HacTosmei 4acCTu, HpeBBIIHaIOH_IHﬁ CYMMY 3aTpaT Ha OPraHu3aluio YKa3aHHbIX Mep0HpI/IHTI/II7I n Be,[[yH_II/Iﬁ
K HeO6OCHOBaHHOMy OT'PAHUYCHUIO YHCJIa UX YIACTHUKOB.

2. OpraHuzanuu, ykazaHHble B a03ane mepBoM yactu 1 ctatbu 67.1 Hacrosimero denepalbHOTO
3aKOHA, MX IMPEACTABUTENH, OCYIIECTBIISIIONINE OpraHu3auio U (1in) (UHAHCUPOBAHUE MEPOIPHUATHUH,
yKa3aHHBIX B 4acTH | HACTOsIIEH cTaThu, 00s3aHbl 00ecIeYnBaTh TOCTYN K HHPOPMAIIUH O AaTe, MECTe U
BpEMEHHU TMPOBEJICHUSI YKA3aHHBIX MEpPONPUATHH, IJaHaX, MpOorpaMMax MPOBEICHUS YKa3aHHBIX
MEpONPUATHI U TeMaX, INIAHUPYEMBIX NIl PACCMOTPEHUS, COCTaBE UX YYACTHUKOB IyTEM Pa3MEIIEHUS
COOTBETCTBYMOIIEH MH(OPMAILMK Ha CBOMX OQHUIMANBHBIX caiiTax B ceTH "HTepHeT" He mo3aHee ABYX
MecsIIeB JI0 Hayalla IPOBEACHUS YKa3aHHBIX MEPOIPUSITHIA.

3. Nudopmanus o MpoBeACHUU MEpPONPUATHH, YKa3aHHBIX B 4acTH | HacTosAlled cTaThH, B CPOK,
YCTaHOBJICHHBIN YacThiO 2 HACTOALIEH CTaThM, JOJDKHA OBITh HalpaBieHa B (enepajbHbI OpraH
WCTIOJIHUTENIBHOM BIACTH, OCYHIECTBISIOMMKA (YHKIMHM 1O KOHTPOJIIO W Haa30py B cdepe
3/IPaBOOXPAHEHMSI, JJISI MMOCIEAYIOIIEro pa3MeIleHusl ee Ha OQUIMAIBHOM CaiiTe 3TOro opraHa B CETH
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"NuTepuer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BO3MELWEHUWE BPEOA, NPUMUHEHHOIO 340POBbLIO NTPAXXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccunckon
denepaumm npm obpaLleHUn NeKapCcTBEHHbIX CPeacTB

1. Hapymenue 3akoHonmarenbctBa Poccuiickoit denepanuu npu oOpalleHUH JIEKapCTBEHHBIX
CPEICTB BJEYET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOJATENIBCTBOM Poccuiickoi
denepanuu.

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

2. 3a HempejacTaBIeHUE UM HECBOEBPEMEHHOE MpecTaBleHne HHPopMau U (Win) T0KYyMEHTOB
nub0 TpeACTaBlieHWE HENOCTOBEPHbIX HHGOpMauud ¢ (WIM) JTOKYMEHTOB, TPEAYCMOTPEHHBIX
HacTosiuM ~ DenepanbHBIM  3aKOHOM, CYOBEKTBI OOpalieHUsl JIEKAPCTBEHHBIX CPEJICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEILCTBOM Poccuiickoit denepanun.

(dgactep 2 BBeaeHa denmepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. demepalibHOTO 3aKOHA OT

04.06.2018 N 140-®3)

Ctatba 69. Bo3melweHne Bpepa, NPpMUMHEHHOro 340POBbLIO rpaXaaH BcreacrBve
NPUMEHEeHUA NeKapCTBEeHHbIX NpenapaTtoB

1. Ilpou3BoauTenp JEeKapCTBEHHOTO MpenapaTa 00s3aH BO3MECTUTh Bpe, IPUUMHEHHBIHN 3/10POBbIO
rpaXkJiaH BCIEACTBHE MPUMEHEHUS JIEKapCTBEHHOTO Mperapara, eclid JoKa3aHo, 4To:

1) nexkapcTBEHHBIN Mpenapar MPUMEHSJICS MO0 HA3HAYEHHWIO B COOTBETCTBHHM C MHCTPYKLHUEH IO
MIPUMEHEHHIO JIEKAPCTBEHHOIO IpernapaTa M NMPUYMHON Bpelda SBUJICS BBOJA B TIPaXXIAHCKHI 000pOT
HeZ00POKaYECTBEHHOIO JIEKAPCTBEHHOTO IIperapara;

2) Bpel 3A0pPOBbI0 NPUYMHEH BCIEJICTBUME HEIOCTOBEPHON HWH(GOPMALMK, COJAEpKalleics B
WHCTPYKIMHU TIO0 IPUMEHEHUIO JIEKApCTBEHHOTO Tpernapara, W3JaHHOW MPOU3BOAUTENIEM JIEKAPCTBEHHOTO
npernapara.

2. B ciydae, eciu Bpen 310pOBbIO T'pakJaH MPUUMHEH BCIIEACTBUE NPUMEHEHUs JIEKapCTBEHHOIO
npernapara, HpPUILEINero B HEroJAHOCTh B pe3y/ibTaTe HapyLIEHHs MpPaBUJI XPaHEHHs JIEKapCTBEHHBIX
CpEeACTB, MpaBWJI ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU IperapaTaMu, MpaBUi OTIYCKA JIEKapCTBEHHBIX
IIpenapaToB, MPaBUI HM3TOTOBJICHHMS M OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB, BO3MEILEHUE Bpenaa
OCYILIECTBIISIETCSI COOTBETCTBEHHO OpraHM3aluell ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPENCTBAMH,
anTeyHOM oOpraHu3anuei, WHAMBUIYAIbHBIM IpEANpPUHUMATENEM, HMMEIOUIMMH JIMIEH3UI0 Ha
(bapMareBTUUECKYIO JESITEIbHOCTh MM JIMLEH3UI0 Ha MEIUIIMHCKYIO JeSTeNbHOCTh, MEIUIMHCKOMN
OpraHu3anei, uMmeromen JHLEeH3U Ha (apMaleBTUYECKYl0 JAeATeNbHOCTh (ee 000Cco0IeHHBIM
nospaszenenueM (amOynaropuel, GenpamepckuM H (QenpAlepcKo-aKyIepcKUM MyHKTaMH, LEHTPOM
(oTnenenuem) oOuieil BpaueOHON (CeMEHHOMN) MpPAaKTUKU), PACIOJIOKEHHBIM B CEJIbCKOM HACEJICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alTe4yHas OpraHu3alus), JOMYCTUBIIUMH MPOAAXKY MIU OTIIYCK TaKOTO
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JIEKapCTBEHHOTO IIpernapaTa.
(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bosmemenue Bpena, NPUUMHEHHOTO 3/0POBbIO  IPaKJaH BCIEACTBHE IMPUMEHEHMUS
JIEKapCTBEHHBIX IIPENapaToB WM COBEPLIEHUS NPOTUBOIPABHBIX JAEHCTBUN CyOBbEKTaMU OOpalleHUs
JICKaPCTBEHHBIX CPEJICTB, OCYILECTBISECTCS B COOTBETCTBUM C 3aKOHOJATEJICTBOM Poccuiickoit
denepanuu.

Mnasa 16. SAKITIOYUTEJIbHbLIE NMOJIOXEHUA

Crtatba 70. O npM3HaHUM yTpaTUBLUMMU CUNY OTAENbHbIX 3aKOHOAATENIbHbIX aKTOB
(nonoxeHuun 3akoHoaaTesNbHbIX akToB) Poccunckon depepaumm

[Ipu3HaTh yrpaTUBIIMMH CUITY:

1) ®enepanbubiii 3akoH oT 22 wmroHA 1998 roma N 86-®3 "O nexkapcTBeHHBIX cpencTBax"
(Cobpanme 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblif 3akoH oT 2 siHBaps 2000 roga N 5-®3 "O BHeceHUU U3MEHEHMS U OTIOJIHEHUH B
O®enepanpubiii 3akoH 'O nexapcTBeHHBIX cpeacTtBax" (CoOpanue 3akoHOnaTenbcTBa Poccuiickoi
®denepanun, 2000, N 2, cT. 126);

3) cratbio 40 denepanbpHoro 3akona ot 10 sHBaps 2003 roga N 15-D3 "O BHeceHWH U3MEHEHUM U
JIOTIOJTHEHU B HEKOTOPBIE 3aKOHOJATENbHbIe akThl Poccuiickoil denepanuvi B CBSI3H C MPHUHATHEM
OdenepanpHoro 3akoHa "O  JUIEH3WPOBAHMM OTACIBbHBIX BUAOB nesrenbHOCTH"  (CoOpaHue
3akoHoaarenbcTBa Poccniickoit deneparuu, 2003, N 2, cr. 167);

4) crarpio 31 deaepanpHoro 3akona oT 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN U
JIOTIOJIHEHUH B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoit deaepanun, MPU3HAHUKM YTPATUBIIUMHU
CWJIy OTACIIBHBIX 3aKOHOJATENBHBIX akTOB Poccuiickoit depepanuu, MNPEJOCTABICHUH OTICIHHBIX
TrapaHTHH COTPYJHUKAM OPTaHOB BHYTPEHHHX JI€JI, OPraHOB MO0 KOHTPOJIIO 32 000POTOM HAPKOTUYECKHUX
CPEIICTB M TICUXOTPOIHBIX BEIIECTB M YIpa3dHAEMBIX (elaepaibHbIX OPraHOB HAJOTOBOW TMOJHUIMU B
CBSI3M C OCYILECTBICHHEM MEp IO COBEPIICHCTBOBAHUIO rocyiaapcTBeHHoro yrpanieHus" (CobOpanue
3akoHoaatenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratpio 101 denepanbpHoro 3akona ot 22 asrycta 2004 roga N 122-03 "O BHeCeHHH U3MEHEHUIA
B 3aKOHOJaTesbHble aKkThl Poccuiickoii Penepauyy M NPU3HAHWM YTPATUBIIMMHU CHIIYy HEKOTOPBIX
3aKOHOJATeNbHBIX akTOB Poccuiickoir denepaunu B cBsA3u ¢ npuHatueM denepanbHbIX 3akoHOB 'O
BHECEHMH U3MEHEHUN M jaonojHeHuil B PexepanbHblii 3akoH "OO0 00LIMX NPUHLIMIIAX OPraHU3ALUU
3aKOHOJIATENbHBIX (IIPEJICTABUTENBHBIX) M HCIOJHHUTEIBHBIX OPraHoB TOCYJapCTBEHHOW BJIAacTH
cyobektoB  Poccuiickoit  ®epepauun” u  "OOG o00mUX OPUHIMIAX OPraHU3alMM  MECTHOTO
camoympasnenust B Poccuiickoit denepanun" (Cobpanue 3akoHonatenscTBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) cratbio 28 denepanpHoro 3akoHa oT 18 nexabdbps 2006 roga N 231-d3 "O BBeneHuH B AHCTBHE
yacTd 4verBeproil ['paxmanckoro konekca Poccuiickoit ®@enepanuu" (CoOpaHue 3aKOHOAATENIBCTBA
Poccuiickoit ®enepamuu, 2006, N 52, ct. 5497).
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CtaTtba 71. BctynneHue B cuny Hactosiero ®eaeparnbHOro 3akoHa

1. Hacrosimuii @enepanbHblil 3aK0H BeTymaet B ety ¢ 1 centsiops 2010 rona.

2. JlexapcTBeHHbBIE CpPEICTBA, 3apErUCTPUPOBAHHBIE O JHS BCTYIUIEHHMSI B CHJIy HACTOSILErO
@enepanbHOrO 3aKOHA, MOAJIEKAT BKIIOUEHHUIO B FOCYJAPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEJIICTB C
BHECEHUEM YKa3aHHbIX B uyacTu 1 crathu 33 Hacrosiuiero denepalibHOrO 3aKOHA CBEIAEHMH 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOX0XKJEHUS BHOBb HPOLEAYpbl T'OCYIapCTBEHHOW perucTpanuu
JICKApPCTBCHHBIX MPCIapaToB.

3. l'ocymapcTBeHHas! perucTpanus JEKapCTBEHHBIX MPEIapaToB, 32 UCKIIOUYEHUEM JIEKapCTBEHHBIX
npemnaparoB Ajid MCIUIHUHCKOIO NPUMCHCHHA, MPCACTABIICHHBIX HAa YKA3aHHYIO PETUCTPALMIO OO0 JHA
BCTYIUICHHS B CHUTy HacTosimero deaepanbHOro 3aK0Ha, OCYIIECTBISIETCSI B COOTBETCTBUU C HACTOSIINM
q)eﬂepaJ'IBHI)IM 3aKOHOM Ha OCHOBAHMU AJOKYMCHTOB W HAHHBIX, MPCACTABJICHHBIX OO0 JHA BCTYIUICHUSA B
cuity HacTosmero deepanbHOTO 3aKOHA.

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

3.1. 'ocygapcTBeHHast perucTpanus JeKapCTBEHHBIX MPENapaToB Uil METUIIMHCKOTO MTPUMEHEHUS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETHUCTpAIMI0 1O JHS BCTYIUICHHS B CHJIy HACTOSIIETO
denepanbHOTO 3aKOHA, W TOCYAAPCTBEHHAss PETHCTpAllds JICKAPCTBEHHBIX MPENapaToB IS
MEJUIIMHCKOTO MPUMEHEHUs], NPEICTABICHHbIX Ha SKCIEPTH3y JIEKapCTBEHHBIX CPEICTB N0 JHS
BCTYyIUIEHUsI B cuily Hacrosimiero denepaibHOro 3aKkoHa B LEISAX UX MOCIEAYIOIIEH rocydapCTBEHHOM
perucTpamuy, OCYIIECTBIISIIOTCS Ha OCHOBaHMM JOKYMEHTOB M JaHHBIX, MPEACTABIECHHBIX 1O MJHS
BCTYIUIEHUS B cuUily HacTosimero denepanbHOro 3aKOHA, a TakKXKe 3asBJIEHUS O TOCYAapCTBEHHOM
perucTpanuy JIEKapCTBEHHOTO TMpernapara, IPeICTaBICHHOIO IPOU3BOAMTENEM  JIEKapCTBEHHBIX
MIpernapaToB WM YIIOJIHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU C HacTosmuM denepaabHbIM 3aKOHOM B
YIIOJJTHOMOYECHHBIN (efiepaabHblil OpraH UCMOJHUTEILHOM BiaacTu A0 1 mapta 2011 roxa, 6e3 TpeGoBaHus
YILIAThl TOCYIAPCTBEHHOM MONUIMHBI, TPEAYCMOTPEHHOM 3aKOHOAaTelIbcTBOM Poccuiickoit denepannu o
Hajorax u coopax.

(dactb 3.1 B pen. PenepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.2. TloarBepxkaeHHE TOCYJAPCTBEHHOM pEruCTpalMM JIEKapCTBEHHBIX IIPENapaToB  JUId
MEJULIMHCKOTO MPUMEHEHUS, NPEACTABICHHBIX AJIS MOATBEP)KIAECHUS FOCYapPCTBEHHOM PErucTpanyu 10
IHS BCTYIUIEHHA B Cuily Hacrosimero denepanbHOro 3aKOHA, W IOATBEP)KIEHUE TIOCYNapCTBEHHOU
perucTpanyy JIEKApCTBEHHBIX IPENapaTroB JUIsi MEAMLHMHCKOIO IPUMEHEHHs, IPEACTABICHHBIX Ha
9KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 IHS BCTYIUIEHUS B CHIy Hacrosuero denepalbHOTO 3aKOHA B
LEISIX TOCIEAYIOIIEr0 MOATBEPXKACHUS HMX TOCYJApPCTBEHHOM PETHCTpAalM, OCYHIECTBIIAIOTCS Ha
OCHOBAaHUU JOKYMEHTOB M JAaHHBIX, IPEICTaBICHHBIX [0 [JHS BCTYIUICHMS B CHJIy HACTOSILErO
@enepanbHOrO 3aKOHA, a TAaKXKE 3asABICHUA O MOATBEPKACHUM TOCYJAapCTBEHHOM perucrpanuu
JIEKApCTBEHHOI'0 IIpenapara, MPEICTaBICHHOIO IPOU3BOJUTEIEM JIEKAPCTBEHHBIX IIPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIOM B COOTBETCTBUM C HacrosmuMm DenepajbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIN (hefepanbHblii OpraH UCTIONHUTENbHOM BiacTH 10 1 mapra 2011 roaa, 6e3 TpeGoBaHus
YILUIaThl TOCYAAapPCTBEHHON MOLUIMHBL, IPEAYCMOTPEHHON 3aKOHOAaTeNbCTBOM Poccutickon denepanuu o
Haylorax u coopax.

(uactb 3.2 B pen. denepanbHoro 3akoHa oT 29.11.2010 N 313-D3)

3.3. HpI/IHﬂTI/IC pemieHrud O BHCCCHHUU W3MEHEHHH B AOKYMCHTBI, COACpXKaIUeCa B
PEruCTpalMOHHOM JOCBC Ha 3aper HCTpHpOBaHHLIﬁ J'IeKapCTBeHHHﬁ npenapar maid MCEAULUHCKOI'O
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IIPUMEHEHMSI U TPEJCTABIIEHHBIE 10 JHS BCTYIUIEHUS B CWIy Hacrosuero ®denepanbHOro 3aKOHa, U
MIPUHSATHE PEIICHUs] O BHECEHUU U3MEHEHUN B JOKYMEHTBI, COJIEPKALIEECs] B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBaHHbBIN JIEKAPCTBEHHBIN MTpenapaT A MEIUIUHCKOTO IPUMEHEHHUS U NPEeACTaBICHHbIC Ha
9KCIEPTU3Y JIEKApPCTBEHHBIX CPEJICTB 10 JTHS BCTYIUIEHUS B CUiIy Hactosuero denepaabHOro 3akoHa,
OCYILIECTBJISIOTCS Ha OCHOBAaHUM JOKYMEHTOB U JAHHBIX, NMPEACTABIEHHBIX O JHS BCTYIUIEHUSI B CHITY
HacTosiero @denepanbHOr0 3aKOHA, a TAKXKE 3asBICHHMS O BHECEHWU HW3MEHEHUM B JOKYMEHTHI,
CoJIepKaliecs B PErucTpallMOHHOM JIOChE Ha 3aperucTPUpPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s
MEJUIIMHCKOTO MPUMEHEHUs, NPEICTaBICHHOTO MPOU3BOAUTEIEM JIEKapCTBEHHBIX IpPENnaparoB WU
YIOJHOMOYEHHBIM KM JIMIOM B COOTBETCTBMM ¢ HacTosiiuuM DenepanbHbIM — 3aKOHOM B
YIOJIHOMOYEHHBIN (efiepaabHbIil OpraH UCMOJHUTEILHOM BiacTu 10 1 mapta 2011 roxa, 6e3 TpeGoBaHus
YIUIaThl TOCYIaPCTBEHHON MOUUIMHBI, PEyCMOTPEHHOM 3aKOHOIaTenbCTBOM Poccuiickon denepanuu o
Hajorax u coopax.

(dactb 3.3 B pen. @eaepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bplgaua paspelieHHii Ha TMPOBEICHUE KIMHUYECKHX HCCIEIOBAaHUNA JIEKAPCTBEHHBIX
MpermapaToB JUISl MEIUITUHCKOTO TPUMEHEHHS IO 3asBJICHHSIM, IMOJAHHBIM JIO JTHS BCTYIUICHHUS B CHITY
Hacrosero denepanbHOrO 3aKOHA, a TAKKE IO 3asABICHUSAM, TIOJJaHHBIM TIOCIIE JHS BCTYIUICHUS B CHITY
Hacrosero dexepanbHOTO 3aKOHA HA OCHOBAHUM JKCIIEPTU3, MMPOBEACHHBIX /IO JTHS BCTYIJICHUS B CHITY
Hacrosero denepanbHOr0 3aKOHA, OCYIIECTBISETCS B COOTBETCTBMHM C HacTosmuM DenepaibHbIM
3aKOHOM Ha OCHOBAHHWH JIOKYMEHTOB M JTAHHBIX, MPEJCTABICHHBIX WJIM MOJYYCHHBIX /IO THS BCTYTUICHUS
B CHly HacTosiero @enepalbHOTO 3aKOHA, a TAKKE Ha OCHOBAHUM KOIUU MPEABAPUTEIHHOTO JI0TOBOPA
00s3aTeNILHOTO ~ CTPAaxXOBaHMSI KU3HU, 30POBBS IALIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM
UCCIIEIOBAaHUM JIEKapCTBEHHOTO Mpenapara Ajisi MEIWLHUHCKOrO MNPUMEHEHUs, WM KOIWU JI0TOBOpa
00s3aTeNLHOTO  CTPAaxXOBaHMS KU3HU, 3J0pOBbS MAIIMEHTOB, YYAaCTBYIOIIUX B  KIMHHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOTO Tpernapara JUisi MEAMIIMHCKOIO NpUMEHEHHs, Ju00 MpeacTaBICHHOMN
KOIUU JIOTOBOpa 0043aTEILHOTO CTPaxOBaHUs, 3aKJIFOUEHHOTO B COOTBETCTBUU C TUIIOBBIMH MpaBUJIaMU
0053aTeNLHOTO CTPAXOBaHMs, C YKa3aHWEM NpPEIeIbHOM YHUCICHHOCTH MAIMEeHTOB, Y4aCTBYIOUIMX B
KIIMHUYECKOM HCCIIEIOBAHMU JIEKAPCTBEHHOI'O IIpernapara Uil MEAMIMHCKOrO TNpUMEHeHHs, 0e3
TpeOOBaHUs YIUIaThl FOCYAapCTBEHHOM MOILUIMHBI, MPEAYCMOTPEHHON 3aKOHOJaTeNbcTBOM Poccuiickoii
Oenepanuu 0 HaJIOrax u cbopax.

(dactb 3.4 B pen. PenepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B HMHOCTPAaHHOM BAJIOTE A0 JHS BCTYIUIEHUS B CHJIYy HACTOSIIETrO
@denepalibHOTO 3aKOHA MPEJIEIbHbIC OTITYCKHBIE [IEHBl MHOCTPAHHBIX TPOU3BOJIUTENEH Ha JIEKAPCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B IIEPEYCHb JKU3HEHHO HEOOXOIUMBIX W BAKHEHMIINX JIEKAPCTBEHHBIX
MpernapaToB, MOAJIEKAT Hepecuyery B pyonu no kypcy LlentpansHoro 6anka Poccuiickoit denepanuu Ha
nary, ycraHoBieHHyIo [IpaBurennctBoM Poccuiickoit @enepanuu, 6e3 HpencTaBiCHUS 3asSBICHUS O
nepecyeTe IeHbl ¢ BHECEHUEM COOTBETCTBYIOIIUX M3MEHEHUI B TOCYJapCTBEHHBIN peecTp MpelelbHbIX
OTIYCKHBIX LIEH MPOU3BOJIUTENEH Ha JEKAPCTBEHHBIE MPENapaThl, BKIIOUEHHbIE B MEPEUEHb KU3HEHHO
HEO0OXOIUMBIX M BaXKHEUIITNX JIEKApPCTBEHHBIX MPENapaToB.

(uacts 3.5 BBeaena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHblE 1O JHS BCTYIUIEHHS B CWIy HacTosmiero ®enepajibHOro 3akoHa
IpeJenbHble OTIYCKHBIE LE€Hbl POCCHUHCKUX IPOW3BOAMTENIEH Ha JIEKapCTBEHHbIE Ipenapatsl,
BKJIIOYEHHBIE B TIEpeueHb >KM3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKaPCTBEHHBIX IPENaparos,
nojuiexkar uHaekcauuu ¢ 1 HosOps 2010 roma uMcxXoAas M3 MPOTHO3MPYEMOTO YPOBHS MHOIALHNH,
ycraHoBlieHHOTO DenepanbHbIM 3aKkoHOM OT 2 niekadps 2009 roga N 308-D3 "O denepanbHOM O10/1KETE
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Ha 2010 rox u Ha mnanoBslil nepuoa 2011 u 2012 rogos" na 2011 rox.
(dactp 3.6 BBenena denepanbubiM 3akoHOM oT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momyckaroTcs MPOU3BOJICTBO U BBO3 B Poccuiickyto deneparnio
JIEKapCTBEHHBIX IIPENapaToB B YIIAKOBKAX C MApKUPOBKOM, KOTOpasi OblIa HAaHEeCEHA JI0 AHS BCTYIUICHUS B
cuty Hactosmero ®enepanpHoro 3akonHa. [lo wcTedeHWM yKa3aHHOTO CpOKa JaHHBIC JICKApCTBEHHBIC
mpernaparsl MOTYT OTITYCKaThCs, PEATM30BBIBATHCS, IMEPEAaBaTbCs W MPUMEHSTHCA A0 HCTEYCHHUS HX
CpOKa T'O/THOCTH.

(B pen. ®enepanbHbIX 3aK0HOB OT 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nmHa BecTymieHUs B cuily Hactosimero ®dexepansHoro 3akoHa u mo 30 ampens 2011 roma
BKJIFOUUTENIBHO  JIOMTyCKAE€TCS TMPOBEICHUE OKCIIEPTU3Bl  JICKAPCTBEHHBIX CPEACTB  JKCIIEPTaMH
OKCIICPTHOI'O0  YUYPCIKACHUA 10 MNPpOXOKACHUA HWMHU aTrTeCTallMid B MOPAAKE, YCTAHOBJIICHHOM
YIOJHOMOYEHHBIM (heZiepalbHBIM OPIaHOM HCIIOJIHUTEIbHON BIACTH.

5. Co mHsa BcTymuieHHsl B cuily Hacrosero ®denepanbHoro 3akoHa u mo 31 mexabpst 2013 roma
BKJTFOUUTEIIFHO OCYIIECTBIISIETCSI TIEPEX0]] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C
IIpaBHJIaMH OpraHU3allvi IIPOU3BOJACTBA U KOHTPOJIA KAa4CCTBA JICKAPCTBCHHBIX CPCACTB, YKa3aHHBIMH B
gacti 1 crateum 45 Hactosmmero denepanbHOrO 3aKoHa, B TOJHOM oOweMe. Cpoku mepexoja
IMPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB K HUX IMPOHU3BOACTBY B COOTBCTCTBHUU C KOHKPETHBIMU
TpeOOBaHUSAMHU JaHHBIX MpPaBWJI, BKJIKOYAs CPOKM AaTTECTAllMH YIMOJTHOMOYEHHBIX JUI, YKa3aHHBIX B
gactax 6 m 7 crarbu 45 Hacrosmero denepaibHOTO 3aKOHA, yCTaHaBiIuBaroTcs IIpaBUTENHCTBOM
Poccuiickoit @enepanuu.

6. JluueH3un Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHbIE A0 | sHBaps 2014 rona,
nercTByroT nocie 1 suBaps 2014 roma 10 UCTEUEHHS] CpOKa MX JACHCTBHS MPHU YCIOBHUHU COOTBETCTBUSA
JUIEH3MaTa MpaBWiIaM OpraHU3alldy IMPOU3BOJICTBA M KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B 4yacTu 1 ctaThu 45 HacTosiero GenepanbHOro 3aKOHa.

7. ®opMHpOBaHHME TOCYIApPCTBEHHOIO 3a/laHHs Ha IMPOBEICHHE OJKCIEPTU3bI JIEKApCTBEHHBIX
cpenctB (enepambHOMY TOCYAApCTBEHHOMY OIOKETHOMY YUPEKACHUIO MO MPOBEIACHHUIO AKCHEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB M (PHHAHCOBOE OOECIEUEHUE BBIMOIHEHUS 3TOTO 33/1aHUs OCYILECTBIISIOTCS B
nopsjike, ycranoBjieHHOM DenepaibHbIM 3ak0HOM OT 12 siuBapst 1996 roga N 7-®3 "O HekOMMEpUECKUX
Oopranu3anusx".

(dactp 7 BBeneHna @enepanbHbiM 3akoHOM 0T 29.11.2010 N 313-D3)

[Ipe3naenT
Poccuiickoit denepanuu
JA.MEJBEJIEB
Mocksa, Kpemiib
12 anpens 2010 rona
N 61-d3
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