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120 anpena 12010 romna N[161-D3

POCCUNCKAS ®EOEPALMA
®EOEPAIbHbIA 3AKOH
Ob OBPALLEHUN NEKAPCTBEHHbLIX CPELCTB

[TpunsT
I'ocynapctBenno [ymoit
24 mapta 2010 roga

Onobpen
Coserom Penepanuun
31 mapta 2010 rona

CIHUCOK U3MEHSIOINX JOKYMEHTOB
(B pen. ®enepanpubix 3akoHOB 0T 27.07.2010 N 192-D3,

ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-D3, o1 22.10.2014 N 313-D3,

oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-D3,
oT 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pex. 27.12.2019), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3)

Maea 1. OBLLWUE NOJIOXEHUA
Cratbsa 1. peameT perynupoBaHusi HacTosiwero PepnepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aKOH peryJvpyeT OTHOIICHHUS, BOSHUKAIOLINE B CBA3M C OOpAIICHUEM -
pa3paboTKO#, OKIMHUYECKUMHU HCCICIOBAaHMAMHU, KIMHUYECKHMH HCCIIEOBAHUSAMH, OSKCIIEPTU3O0M,
FOCYJJApCTBEHHOW pErucTpanueil, co CTaHAapTU3alMEed HU C KOHTPOJIEM KaudecTBa, IPOU3BOJICTBOM,
HU3rOTOBJICHUEM, XpaHEHUEM, MEPEeBO3KOM, BBO30M B Poccuiickyro dexpepairuio, BHIBO30M U3 Poccuiickoin
®denepannn, pekiiaMon, OTIIyCKOM, pean3aluei, nepenade, IpUMEHEHNEM, YHUUYTOKEHUEM JIEKapCTBEHHBIX
CPENCTB.

(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmii ®denepanbHplii 3aKOH YCTAHABIMBACT IPUOPUTET T'OCYAAPCTBEHHOI'O PEryJIMpPOBAHUS
0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JEKAPCTBEHHBIX CPEICTB IPU MX OOpaIICHUH.
(B pen. ®enepanbHOro 3akona ot 25.06.2012 N 93-d3)
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CraTbs 2. Cchepa npumeHeHns HacTosiwero PegepanbLHOro 3akoHa

Hacrosmuit ®enepanbHblil 3aKOH NPUMEHSETCS K OTHOLIEHHUSM, BO3HUKAIOLIUMM IIpU OOpalleHuu
JIEKapCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickon @enepannu.

CraTtbsa 3. 3akoHoAaTeNbLCTBO 06 0OpaLleHNn neKapcTBEeHHbIX CPeacTB

1. 3akoHOaTENLCTBO 00 OOpaIlleHNH JICKApCTBEHHBIX CPEJCTB COCTOMT U3 Hacrosiero deaepaibHoro
3aKOHa, APYyruXx (heaepalbHBIX 3aKOHOB U MHBIX HOPMATUBHBIX MPaBOBBIX akToB Poccuiickoit denepannu.

1.1. 3akoHOmaTensCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIICHWH OPUAMYECKUX JIUIl U
WHIUBUAYATBHBIX MPEANPUHUMATEINCH, OCYIECTRISIFONINX JCITSIPHOCTh Ha TEPPUTOPHUH MEXKITyHAPOITHOTO
MEUITMHCKOTO KJacTepa, MPUMEHSETCS ¢ YIETOM 0COOCHHOCTEH, yCTaHOBICHHBIX DeepaabHbIM 3akoHOM "O
MEXIyHApOJAHOM MEIUIIMHCKOM KJIacTepe W BHECEHUH W3MEHEHHUN B OTIENbHBIE 3aKOHOJATENbHBIE aKThI
Poccuiickoit ®eneparun’.

(uactsp 1.1 BBenena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. HeiictBue Hactosmero denepanbHOro 3akoHa paclpocTpaHseTcss Ha OOpalleHHe HapKOTHUECKUX
JICKAPCTBCHHBIX CPCACTB U IICUXOTPOITHBIX JICKAPCTBCHHBLIX CPEACTB C YUYCTOM OCO6CHHOCT€I>'I, YCTaHOBJICHHBIX
3akoHoJaTeabcTBOM Poccuiickoit denepanuy 0 HAPKOTHUECKUX CPEJCTBAX, ICUXOTPOIHBIX BEIIECTBAX U 00
UX IpeKypcopax.

3.  MeiictBue  Hacrosimero  @enepajdbHOro  3aKOHa  pacmpocTpaHsercs Ha  oOpaleHue
paanodapMaleBTHUECKUX  JICKQPCTBEHHBIX  CPEICTB €  Y4eTOM  OCOOCHHOCTEH, YCTaHOBJICHHBIX
3aKoHOJAaTeIhCTBOM Poccuiickoit denepanmu B obacTr oOecrieueHust paIualiioHHON 0€301TacHOCTH.

4. Ecnn MexayHapoaHsIM aoroopom Poccuiickoit @enepanyivi yCTaHOBJIEHBI MHBIE MPABWIIA, YEM TE,
KOTOpBIE NPENYyCMOTPEHbl HacToAmMUM DenepanbHbIM 3aKOHOM, NMPUMEHSIOTCS IPaBUIa MEKIYyHApOIHOTO
JIOTOBOpA.

5. B Poccuiickoii @enepanuu B COOTBETCTBHH C MEXIYHAPOAHBIMHU Jorosopamu Poccuiickon
®enepanyu U (MIM) Ha OCHOBE MPUHIIUIIA B3AUMHOCTH IIPU3HAIOTCS PE3YJIbTAThl KIMHUYECKUX UCCIIET0BAHUIN
JIEKapCTBEHHBIX NPENAapaToB Uil MEJUIMHCKOrO NPHUMEHEHMS, IPOBEICHHBIX 3a IpEIeNIaMH TEPPUTOPHUH
Poccuiickoit deneparumn.

Ctatbs 4. OCHOBHbIE NMOHATUA, UCNOJIb3yeéMble B HacToALleM CDep,epaanOM 3aKOHe
s ueneit Hactosiniero denepanbHOro 3aK0OHA UCIIOIB3YIOTCA CIIEIYIOIINE OCHOBHBIE TTOHSATHS:

1) JICKApCTBCHHBIC CPEACTBA - BCIICCTBA UJIU UX KOM6PIHaIII/IH, BCTyHArOIIMEC B KOHTAKT C OpraHu3MOM
YCJIOBEKAa WM JXHUBOTHOI'O, MNPOHUKAIOIIMWE B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKAa MWW XHUBOTHOTO,
IIPUMCHACMBIC I HpO(i)I/IJ'IaKTI/IKI/I, ANardHoCTHKHU (38 HCKIIFOYCHHUEM BCIICCTB HIIN HX KOMGI/IHaHI/Iﬁ, HC
KOHTAaKTUPYOIIHUX C OPraHHU3MOM YCJIOBCKaA HJIN )KI/IBOTHOFO), JICUCHUA 3a6OJIeBaHI/I$I, pea6I/IJ'II/IT8.I_[I/II/I, JIA
COXPAHCHUA, IPCAOTBpALICHUSA WU IIPCPbIBAHUA 6epeMeHHOCTI/I " MOJIYUYCHHBIC U3 KPOBH, IJIa3Mbl KPOBHU, U3
OpTraHoB, TKaHEeH oprann3Ma 4YCJIOBCKa WJIM XHUBOTHOTIO, paCTeHHﬁ, MHHCPAJIOB MCTOAAMHU CHUHTE3a HJIU C
NPUMECHCHUEM Ouojormyeckux TexHojorui. K JICKAPCTBCHHBIM CPCIACTBAM OTHOCATCA (bapMaHeBTI/IquKI/Ie
CY6CTaHHI/II/I H JICKApPCTBCHHEBIC NIpCIIapaThI;

2) (bapMaHeBTI/I‘IeCKaﬂ CYGCTaHI_[I/IH - JICKapCTBCHHOEC CPEACTBO B BHJAC OJHOI'O HJIM HECKOJIBKHUX
06J1ana10111nx Q)apMaKOHOFquCKOﬁ AKTUBHOCTBIO ,ZLCI\/'ICTBYIOH_II/IX BCIICCTB BHC 3aBUCUMOCTH OT HPUPOIBI
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IPOUCXOKACHUSI, KOTOPOE TPEeIHA3HAYECHO ISl TIPOU3BOJICTBA, M3TOTOBIICHHUS JIEKAPCTBEHHBIX MPENapaToB U
ornpenenser ux 3pPeKTUBHOCTS;
(n. 2 B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOT'aTCJIBHBIC BCIICCTBA - BCIICCTBA HCOPTAaHHUYCCKOI'0 MM OPraHUYCCKOTO IMPOMCXOKACHUA,
HCIIOJIB3YEMBIC B IIPOLECCEC IMPOMU3BOACTBA, UM3IOTOBJICHHUA JICKAPCTBCHHLBIX IIPEIIapaToB I NpHUIAHHUA UM
HeO6XO,I[I/IMBIX (1)I/I3I/IKO-XI/IMI/ILIGCKI/IX CBOﬁCTB;

4) nexapCTBEHHBIE MTpemapaThl - JTEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX (OPM, TPUMEHSIEMbIE
TUTSE PO UIIAKTUKY, TUATHOCTHKHY, JISUCHHsI 3a001eBaHsI, peabUIUTAINH, U COXPAaHEHUS, PEAOTBPAICHUS
WJIM TIPEPhIBAaHUSI OEPEMEHHOCTH;

5) nekapcTBeHHas GopMma - COCTOSHHE JICKaPCTBEHHOTO TIperapara, COOTBETCTBYIOIIEE CIIOCO0aM ero
BBEICHUS U IPUMEHEHUS U 00ECIIEUYNBAIOIIee TOCTHKEHIUE HE00X0IUMOTo JieueOHoro s dekra;

5.1) mo3mpoBKa - comep)KaHUE OJHOTO WIIM HECKOJBKUX AEHCTBYIOIIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPKCHUH Ha EMHMILY O3bI, WM IUHHILy 00beMa, M €AMHUILY MAacChl B COOTBETCTBHUH C JIGKaPCTBEHHOU
¢dopmoit MO0 1T HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX ()OPM KOJIMYECTBO BBICBOOOXKIAEMOTO M3
JIEKapCTBEHHOM (POPMBI IEMCTBYIOIIETrO BEIIECTBA 3a EAMHUILY BPEMEHHU;

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

6) TmepedyeHb KU3HEHHO HEOOXOIUMBIX M BAXXKHEHIIMX JIEKAPCTBEHHBIX TIPEMApaToOB - E€XKETOJHO
yTBepkaaembiii [IpaBurenbctBoM Poccuiickoit ®@enepanuy NepedyeHb JIEKAPCTBEHHBIX MpenapaToB JJis
MEAMIIMHCKOTO TMPUMEHEHHs, 00ECIEeUnBAIOIINX MPUOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHUS B IIENAX
npoUnakTUKU M Je4eHUs 3a00JeBaHUI, B TOM YHWCIEe MPEOoONaarolnX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit @enepanuu;

6.1) opdanHBIC JIEKAPCTBEHHBIC TMpenapaThl - JIGKAPCTBEHHBIC TIpenaparbl, NpeTHa3HAYCHHBIC
HCKITIOYUTEITHHO JIJIS TUATHOCTHKY WIIH ITaTOTEHETUIECKOTO JICUCHUs (JICUCHUs, HAPaBJICHHOTO Ha MEXaHU3M
pa3BuTus 3a00eBaHus) peakux (opdaHHBIX) 3a00JICBaHU;

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

6.2) OMOIOTUYECKHUE JICKAPCTBEHHBIC MPENapaThl - JIEKaPCTBEHHBIE TIPENaparkl, IeHCTBYIOIIEE BEIIECTBO
KOTOPBIX TMPOWM3BEICHO WM BBIJCICHO W3 OMOJOTHYECKOrO0 HWCTOYHHWKA W ISl OINpPENEICHHS CBOWCTB W
KauecTBa KOTOPBIX HeoOXoauMa KOMOWHAIUS OWOJIOTHYECKUX W (U3UKO-XHUMHYECKUX MeTomoB. K
OMOJIOTMUECKUM  JICKAPCTBEHHBIM  TIpermaparaM  OTHOCSTCS MUMMYHOOHMOJIOTHYECKHUE JICKApCTBEHHBIC
npernaparhl, JeKapCTBEHHbIE Mpernaparhl, NOJyuYeHHbIe U3 KPOBH, IJIa3Mbl KPOBU YeJIOBEKa U >KUBOTHBIX (32
UCKJIIOYCHHEM LEIbHOW KPOBH), OMOTEXHOJOTMYECKHE JIEKApCTBEHHBIE IMpenapaThl, T€HOTEPareBTUYECKUE
JIEKapCTBEHHBIE NTPeNapaThl;

(. 6.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) *MMYHOOHOJIOTHYECKHE JIEKAaPCTBEHHBIE IIPETapaThl - JIEKApCTBEHHBIE ITPENapaThl, IpeJHa3HaueHHbIE
JJIsL q)OpMHpOBaHI/ISI AKTUBHOI'O WJIM MMACCUBHOI'O UMMYHHTCTA 100 JAUAarHOCTUKH HAJIMYWA UMMYHUTETA UIIN
JUArHOCTHKH  CIeHU(UYECKOr0o  MPHOOPETEeHHOT0  W3MEHEHUS  MMMYHOJIOTUYECKOrO  OTBeTa  Ha
annepru3upymooire Bemectsa. K ”MMyHOOHOIOTHYECKUM JIEKapCTBEHHBIM MpenapaTtaM OTHOCSTCS BaKIIMHBI,
AQHATOKCHHBI, TOKCHHBI, CBIBOPOTKH, UMMYHOTTIOOYJIMHBI U aJJIePTEHBI,
(n. 7 B pen. @enepanibHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OGUMOTEXHOJOTMYECKHE JIEKAPCTBEHHbIE Mpenaparbl - JEKAapCTBEHHbIE Mpenapartbl, MPOU3BOJCTBO
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KOTOPBIX OCYIIECTBIISIETCSI C HCIIOJIb30BaHUEM OHMOTEXHOJOTHYECKHX IMPOIIECCOB M METONOB (B TOM 4HCIIE
JTHK-pekoMOMHAHTHONH TEXHOJIOTUH, TEXHOJOTUU KOHTPOIUPYEMON SKCIPECCHH TE€HOB, KOAMPYIOIINX
OMOJIOTMYECKH AaKTHBHBIE OCIKM B TPOKAPHOTAaX © JyKapuoTaX, BKJIIOYAs W3MCHEHHBIE KIICTKU
MJIEKOITUTAIOIINX ), THOPUIOMHOTO METOa U METOIa MOHOKJIOHAJIbHBIX aHTUTEN;

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

7.2)  TeHOTEpameBTUYECKHE  JIGKAPCTBCHHBIE  Iperaparsl -  JICKApCTBEHHBIE  Mpenaparsl,
(apmaneBTHYECKask CyOCTaHINS KOTOPBIX SBISIETCS PEKOMOMHAHTHON HYKJIEWHOBOW KHUCIIOTOM MM BKIIFOUAET
B ce0s pEeKOMOMHAHTHYIO HYKJICHHOBYIO KHCJIOTY, TIO3BOJISIIOUIYIO OCYIIECTBISATh PETyJIHMpPOBaHUE,
pemnaparuo, 3aMeHy, 100aBJIeHHE I ylaJIeHHe TeHETUUECKON ITOCIeI0BATEIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKapCTBEHHBIE CPEJCTBAa - JICKAPCTBEHHBIE MpernapaThl W (apMareBTUYECKHUE
cyOcTaHIMK, COAepIKaIIMe HAPKOTHUYECKHE CPEACTBAa M BKJIIOUEHHBIE B [lepeueHbh HAapKOTHYECKUX CPEICTB,
NICUXOTPONHBIX BELIECTB W HUX NPEKypcopoB, MOIekaux KOHTpoitwo B Poccuiickoit ®enepanuu, B
COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickonn denepanuu, MeXIyHApOAHbIMU J1IoroBopamu Poccuiickoit
®epnepanuu, B ToM ynciie Equnoil koHBeHIIMENH 0 HApKOTHYECKUX cpeacTBax 1961 rona;

9) TCHXOTpOIMHBIE JIEKAPCTBCHHBIE CPEACTBA - JICKAPCTBCHHBIC Ipenaparhl W (apMareBTUICCKUE
cyOcTaHIMM, COAep X aIie MCUXOTPOIHBIC BEIIeCTBA U BKIIOYCHHBIC B llepedueHh HApKOTUYECKUX CPEICTB,
MICUXOTPOMHBIX BEHIECTB M HMX MPEKYpPCOPOB, MNOMICKAIMMX KOHTpoJto B Poccuiickoit denepanuu, B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepanuu, MeXIyHapOAHbIMU J10roBopamu Poccuiickoit
®epnepannu, B ToM ynciie Konpenuei o ncuxoTponHbix Bemectsax 1971 roxa;

10) paguodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPE/ICTBA - JIEKAPCTBEHHBIE CPEJICTBA, KOTOPBIE COAEPKAT
B TOTOBOM JJIA UCIIOJIB30BaHUsA q)opMe OIVH PAaJUOHYKINA WX HECKOJIbKO PaJUOHYKINIOB (pa)II/IOElKTI/IBHI)IX
W30TOIIOB);

Koncynprantllnoc: npuMeyaHue.
C 01.03.2020 ct. 4 nononusiercs m. 10.1 (@3 ot 27.12.2019 N 475-03). CMm. OyAyIIyIO0 PEAAKIIHIO.

KoncynwsranTtlInroc: mpuMedaHue.
C 01.03.2020 m. 11 ct. 4 w3naraercs B HOBO# penakiuu (D3 ot 27.12.2019 N 475-®3). Cm. Oynymryro
PEIaKIIHIO.

11) pedepeHTHBIN JIeKapCTBEHHBIM TIIpemapar - JIGKApCTBEHHBIM IIpernapar, KOTOPBIA BIEPBBIC
3apeructpupoBaH B Poccuiickoit denepanuy, kadecTBo, 3¢ (heKTUBHOCTh U 0€30MaCHOCTh KOTOPOT'0 10Ka3aHbl
Ha OCHOBAaHUM pPE3YyJbTATOB JOKIMHUYECKUX HCCIECAOBAHUM JIEKapCTBEHHBIX CPEIACTB U KIMHUYECKHX
UCCIICZIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB, MPOBEICHHBIX B COOTBETCTBUU € TpeOoBaHMAMHU yacTtedd 6 u 7
cratbu 18 Hactosimiero @enepajabHOTO 3aKOHA B OTHOILICHHWHU JIEKAPCTBEHHBIX CPEJACTB IS METUIIMHCKOTO
MpUMEHEHUs 1100 B COOTBETCTBUM C TpeboBaHUsAMHU cTaTbu 12 Hacrosimero ®enepaibHOro 3aKOHa B
OTHOLICHUU JIEKAPCTBEHHBIX CPEJICTB JUIsI BETEPUHAPHOIO IHMPUMEHEHMs, M KOTOPBIA MCIOJb3yeTCs s
OLIEHKM OMOSKBHUBAJIEHTHOCTU WIM TEpaneBTUYECKONM SKBHUBAJEHTHOCTH, KadecTBa, 3(P(PEKTUBHOCTH U
6€30I1aCHOCTH BOCTIPOU3BEICHHOTO MM OM0aHaIOroBoro (01omo/100HOro) IeKapcTBEHHOIO Ipenapara;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)
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Koncynprantllntoc: mpumeuanue.
C 01.03.2020 m. 12 ct. 4 uznaraerca B HOBOH pemakuuu (@3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
peAAKIHIO.

12) Bocmipou3BeACHHBII JIEKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN MpemnapaT, KOTOPhI UMeeT TaKkoi
K€ KaQ4ECTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB JIEWCTBYIOIIMX BEIIECTB B TAKOM XKE JIEKAPCTBEHHOMU
¢dbopme, u4T0 U pedepeHTHBIA JICKAPCTBEHHBIA MpermapaT, U OMO’KBUBAJICHTHOCTh WM TepaneBTHYCCKAs
SKBUBAJIEHTHOCTH KOTOPOTO pePepeHTHOMY JIEKAPCTBEHHOMY MpernapaTy MOATBEPKIEeHA COOTBETCTBYIOIIUMHU
HCCIIEIOBAHUSIMMU;
(n. 12 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.
C 01.03.2020 m. 12.1 cr. 4 uznaraetcst B HoBo# pemakiuu (D3 ot 27.12.2019 N 475-03). Cm. Oyayuryro
penaKuuio.

12.1)  TepameBTHYeCKas  DKBUBAJEHTHOCTb -  JIOCTHI)KEHUE  KIMHMYECKH  COINOCTaBUMOIO
TepaneBTHYECKOro 3P QeKTa Npu NPUMEHEHUH JIEKApCTBEHHBIX MPENapaToB A MEAULUHCKOTO IPUMEHEHHUS
JUISL OTHOW M TOM e TPYyMIbI OOJIBHBIX MO OJTHUM U TeM e MOKa3aHUsIM K TPUMEHEHHIO;

(m. 12.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.2) OuoaHanoroBeii (OMOMOMOOHBIN) JEKAPCTBEHHBIN Tmpemapar (OWoaHamor) - OMOJOTHYECKUMA
JIEKapCTBEHHBIN TIperapar, CXOXXUW [0 TmapaMerpaMm KadecTBa, dS(@ekTUBHOCTH U 0€30macHOCTH C
pedepeHTHBIM OHOJIOrMYECKUM JIEKAPCTBEHHBIM MIPENapaToM B TaKo jke JeKapCTBEHHOH (opMe U UMEIoIuii
UACHTUYHBINA CLIOCO0 BBEICHUS;

(n. 12.2 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

12.3) B3aMMO3aMEHSAEMbIl JIEKapCTBEHHBIM IpernapaTr - JIEKapCTBEHHBIM IpemapaT ¢ JI0Ka3aHHOMN
TEpaleBTUUECKOW  SKBHUBAJEHTHOCTBIO WIM  OHMOIKBHUBAJIEHTHOCTBIO B  OTHOIIEHUH pe(pEepeHTHOro
JIEKapCTBEHHOT'0 IIperapara, MMEIOIIUH SKBUBAJEHTHbIE €My KAaueCTBEHHBIH COCTaB M KOJIMYECTBEHHBIN
COCTaB JEMCTBYIOIIMX BEIIECTB, COCTaB BCIIOMOIATENbHBIX BELIECTB, JIEKAPCTBEHHYIO (GOpMYy M CHOCOO
BBEJICHUS;

(n. 12.3 BBeneH @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

Koncynprantllimroc: mpuMedaHue.
C 01.03.2020 cT. 4 nononusiercs . 12.4 (O3 ot 27.12.2019 N 475-03). CMm. OyAylIyI0 peAAKIIHIO.

13) nexapCTBEHHOE PACTHUTEILHOE ChIPhE - CBEXKHE WIM BBICYINICHHBIC PACTEHHS JTUOO WX YaCTH,
WCIIOJIb3YEMbIC JIUIT  MPOWM3BOJICTBA JIGKAPCTBEHHBIX CPEJICTB OPTaHM3ANMSIMH - TPOU3BOJIUTEIISIMU
JICKapCTBEHHBIX CPEJICTB WM W3TOTOBJICHHS JIEKAPCTBEHHBIX NPEMapaToOB AalTEYHBIMH OPTaHU3AIMSIMH,
BETCPUHAPHBIMU ANTEYHBIMH OPTaHU3ALMUSAMH, WHIUBHIYaIbHBIMH TPEANPUHAMATEISIMH, HWMEIOIIUMHU
JUIICH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCTb;

14) nexkapCTBEHHBI pACTHTEIbHBIM Npenapar - JEKapCTBEHHBIN Ipernapar, NPOU3BEACHHBIM WIH
M3TOTOBJIEHHBIN M3 OAHOTIO BHUJAA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIpbS WJIM HECKOJBKMX BHUAOB TaKOTrO
CBIPBS M pean3yeMblil B pachacoOBaHHOM BHUJIE BO BTOPUYHOMN (IIOTPEOUTENBCKOM) YIIaKOBKE;
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15) romeonaTuuyeckuil JeKapCTBEHHBIM MHpenapaT - JIEKapCTBEHHBIN Ipenapar, MPOW3BENCHHBIN WiIn
W3TOTOBJICHHBIN U3 (hapMaleBTHUECKOW CyOCTaHIIMHM WM (apMaleBTHUECKUX CYOCTaHIMI B COOTBETCTBUH C
TpeOoBaHUSAMH OOMMX (hapMaKONEHHBIX CTaTe K rOMEONAaTHYEeCKUM JIEKapCTBEHHBIM IIpernaparaM WiIH B
COOTBETCTBUM C TpeOOBAaHUAMU (papMaKoIlen CTPaHbI IPOU3BOIUTEIS TAKOTO JIEKAPCTBEHHOTO Npenapara;

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

16) MexayHapoIHOE HENAaTEeHTOBAHHOE HAMMEHOBAaHUE JIEKAPCTBEHHOI'O CPEACTBA - HAaUMEHOBaHME
JIeMCTBYIOIEro BellecTBa (apMaleBTUYECKOM CyOCTaHLMM, peKOMEeHI0BaHHOe BcemupHoON opraHuzaruen
3/IpaBOOXPAHEHUS;

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

17) ToproBoe HaMMEHOBaHWE JICKAPCTBEHHOTO CPEJCTBA - HAMMEHOBAaHWE JICKAPCTBEHHOTO CPEJICTBA,
MPUCBOCHHOE €ro pa3pa0dOTYMKOM, JepkKaTelieM WU BIAJCIbIEM PErHCTPAIMOHHOTO YIAOCTOBEPEHUS
JICKapCTBEHHOT'O TIperapara;

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

17.1) rpynnmupoBOYHOE HAUMEHOBAHHE JICKAPCTBEHHOTO Mperapara - HauMEHOBaHUE JIEKApPCTBEHHOTO
mpemapata, HE HMEIOIIET0 MEXAYHAPOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHMS, WM KOMOWHAIIUU
JICKapCTBCHHBIX TPENaparoB, HCIOJIb3yeMOEe B MEISIX OOBCIWHEHUS WX B TPYIINy TOJ CIUHBIM
HaWMEHOBAHHMEM HCXOJIS M3 OJJMHAKOBOTO COCTaBa JICHCTBYIOIIMX BEIIECCTB;

(n. 17.1 BBenen denepanbHbiM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneiiHas craThs - JOKYMEHT, YTBEP)KICHHBIN YIOJTHOMOUYEHHBIM (eaepabHbIM
OpraHOM UCIIOTHUTENHFHOW BIIACTH M COAEpXKAIIMK TepeyeHb TMoKa3aTeled kadecTBa W (WJIHM) METOJOB
KOHTPOJISI KAYeCTBa KOHKPETHOW JICKAPCTBEHHON (hOPMBI, JIEKAPCTBEHHOTO PACTUTEIBHOTO CBHIPhS, OMMHUCAHUS
OMOJIOTMYECKHX, OMOXUMHUYECKIX, MUKPOOUOIOTHUECKUX, (PU3HKO-XUMHUYECKUX, (PU3HUECKUX, XUMUICCKUX U
JIPYTHX METOJIOB aHajm3a JICKAPCTBEHHOI'O CPEJICTBA, a TakkKe TPEOOBAHUS K HCIOJIB3YEMBIM B IEISIX
IIPOBEJICHHS TAHHOTO aHAJIM3a PeaKTHBaM, TATPOBAHHBIM PacTBOpPaM, HHIUKATOPaM;

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

19) dapmakomneiiHas cTaThsi - JOKYMEHT, YTBEP)KICHHBIH YHOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM
WCIIOJIHUTEJIBHON BJIACTU U COJEpXAIIUN IEepeueHb IoKa3aTesleld KayecTBa MU METOJI0B KOHTPOJII KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA;

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

19.1) cranpmapTHble 00pa3ibl - BEIIECTBA, IMOCPEIACTBOM CPABHEHHUS C KOTOPBIMU OCYIIECTBISCTCS
KOHTPOJIb KAaueCTBa HCCIEAYEMbIX JICKAPCTBEHHBIX CPEACTB C IMOMOIIBI  (DU3UKO-XUMHUECKUX U
OMOJOTMYECKUX METOJOB B IENSIX MOATBEPXKICHUS COOTBETCTBHUS JICKAPCTBEHHBIX CPEIICTB TPEeOOBaHUSIM
HOPMATHUBHON JTOKyMEHTAIlUH, YCTAHOBJICHHBIM IIPU OCYIIECTBICHUH TOCYJApCTBEHHOW pErucTparuu, U
KOTOpBIC TPUMEHSIOTCS JIUIsl KAJIMOPOBKH CTaHIAPTHBIX 00PA3I[OB MPOU3BOIUTEIIS JIGKAPCTBEHHBIX CPEJNICTB,
WCIIOJIb3YEMBIX JIJIST KOHTPOJIS KaueCTBA M HHBIX IEJICH TP 0OpaIlieHUH JICKAPCTBEHHBIX CPEJICTB;

(. 19.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) ¢dapmakoneiiHblii craHmapTHBI oOpa3ell - CTaHIApTHBIA oOpasel, MNpPOU3BEICHHbIM B
COOTBETCTBUHM C (hapMaKONeHHON CTaThel;
(n. 19.2 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

20) HOpMaTHBHAsI TOKyMEHTaLUs - TOKyMEHT, COJIEpKalliil epeueHb ONpeAesieMbIX 0 pe3ysibTaTaM
COOTBETCTBYIOIIMX OHKCIEPTH3 IIOKA3aTeJed KadecTBa JIEKAPCTBEHHOIO CPEACTBA I  MEIUIMHCKOTO
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IMPUMCHCHUS, METOJ0B KOHTPOJISI €ro Ka4e€CTBa U YCTaHOBJ'IeHHHﬁ €T0 ITPOU3BOAUTCIICM;

21) HOpMaTHBHBIM JOKYMEHT - JIOKYMEHT, COJCpXallluil MepeyeHb ONpeAesieMbIX MO pe3ysbTaTam
COOTBETCTBYIOIMX SKCIIEPTHU3 IIOKA3aTeeil KauecTBa U (MIM) METOJOB KOHTPOJISI KayecTBa JIEKapCTBEHHOMN
¢dbopmbl, omucaHus OHOJOTHYECKUX, OMOXUMHYECKHUX, MHUKPOOMOIOTHYECKHX, (UIUKO-XUMHUYECKHX,
(bu3NYeCKnX, XUMHUYECKMX U JPYTrUX METOJIOB aHallu3a JIEKapCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO
IPUMEHEHHUs, TpeOOBaHMsI K MCIOJb3yeMbIM B IEIAX [POBEACHUS JAHHOIO aHaJnW3a pPEeaKkTHBaM,
TUTPOBAHHBIM PacTBOpaM, MHAUKATOPaM U YCTaHOBJIEHHBIN €r0 IPOU3BOAUTEIIEM;

21.1) oOummii TEXHUYECKHI [OKyMEHT - KOMIUIEKT JIOKyMEHTOB W MAaTepUajoB, COCTOSIINA H3
HECKOJIBKUX PAa3/IeIOB - JIOKYMEHTAIUU aJIMUHUCTPATUBHOTO XapaKTepa, XUMUIECKOU, (hapMalleBTUUECKON 1
OMOJIOTMYECKON JOKYMEHTAIuH, (apMaKOJIOTHICCKOW, TOKCHKOJIOTHYECKON IOKYMEHTAIUH, KIMHHYECKON
JMOKYMEHTAIlM! W TPEJCTABISEMbId OJHOBPEMEHHO C 3asBICHHEM O TOCYJAAPCTBEHHOW PETUCTPALAN
JICKapCTBEHHOT'O Mpenapara Jiisi MEAUIIMHCKOTo IPUMEHEHHUs B (hopMare, YCTAHOBJICHHOM YITOJIHOMOYCHHBIM
(denepabHBIM OPraHOM HCTIOJIHUTEIILHOW BIIACTH,

(m. 21.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKApPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpPEICTBA TPEOOBAaHHIM
(apMakoneiHoi cTraThbl MO0 B ClIy4ae €€ OTCYTCTBUS HOPMATHBHOW JTOKYMEHTAIMW WJIM HOPMATHBHOTO
JIOKyMEHTA;

23) 0€3011aCHOCTD JICKAPCTBCHHOI'O CPEACTBA - XapaKTCPUCTHUKA JICKAPCTBEHHOI'O CPEACTBA, OCHOBAHHAsA
Ha CPAaBHUTCIIbHOM aHAJIN3EC €TI0 SQ)CI)CKTI/IBHOCTI/I 1 pUCKa NPpUINHCHHUA BpEaa 3J0POBbIO,

24) 3¢ peKTUBHOCTH JIEKAPCTBEHHOTO TMperapaTa - XapaKTepUCTHKA CTENEHU MOJIOKUTEITFHOTO BIUSHUS
JIEKapCTBEHHOTO IIpernapara Ha TeYeHHe, MPOJOJDKHTEIBHOCTh 3a00JeBaHMS WJINM €ro IpeaoTBpalleHHe,
peadbunuTalyio, Ha COXpaHeHHe, IPEJOTBPAIlCHUE WIH IIpepbIBaHNEe OEPEMEHHOCTH;

25) cepus JIGKApCTBEHHOI'O CPEICTBAa - KOJMYECTBO JIGKAPCTBEHHOTO CPEICTBA, MPOU3BEICHHOE B
pe3ybTaTe OJJHOrO TEXHOJIOTHYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;

26) perucTpanoHHOe YJ0CTOBEPEHUE JIEKAPCTBEHHOIO Ipenapara - J0KyMEHT, TOATBEPKAAIONIMH (pakT
roCy/1apCTBEHHOW PETUCTPALINN JIEKAPCTBEHHOTO Mpenapara;

26.1) nepxatenb WM BIIAJENel] PETUCTPAIMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOrO Mperapara -
pa3paboTUYHK JICKAPCTBEHHOTO CPEJCTBA, MPOU3BOIUTEINb JICKAPCTBEHHBIX CPEICTB WU HHOE FOPUIUYCCKOE
JUII0, 00Ja1arolee MPaBOM BJIaJICHUS PETUCTPAIMOHHBIM yIOCTOBEPEHHEM, KOTOPhIC HECYT OTBETCTBEHHOCTh
3a KauecTBO, 3((HeKTUBHOCTH U 0€30MaCHOCTD JIEKApPCTBEHHOTO Mpenapara;

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

27) perucTpalioHHbII HOMEp - KO/I0BO€ 0003HAYeHHE, PUCBOEHHOE JIEKAPCTBEHHOMY IIpenapary MpH
€ro ToCyJIapCTBEHHOMN perucTpanum;

28) oOparieHue JTEKApCTBEHHBIX CPEJCTB - pa3padOTKa, TOKIUHUYECKUE WCCIICIOBAHMS, KIMHUYECKUE
WCCTIEOBaHMUs, OKCIEPTHU3a, TOCYJapCTBEHHAsT PETUCTpalus, CTaHIApTH3alldsg W KOHTPOJIb KaudecTBa,
MIPOM3BOJICTBO, U3TOTOBJICHUE, XPAaHEHHE, IEPEBO3KA, BBO3 B Poccuiickyro denepanuto, BbIBO3 U3 Poccuiickoit
®denepalyu, pekiama, OTIyCK, peaan3alus, nepeaaya, IpUMEeHeHHE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPECTB;
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)
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29) cyObeKThl 0OpalleHus JeKapCTBEHHBIX CPEJCTB - (PU3UUECKUE JIMLA, B TOM YUCIIe WHAUBUIYyaIbHbIE
NpeINpUHUMATENHN, U IOPUIUUECKUE JINIA, OCYIIECTRISIONINE IeATEIbHOCTh IPU 00PAIeHUH JIEKapCTBEHHBIX
CPEACTB;

30) pa3paboT4YMK JIEKAapCTBEHHOT'O CPEACTBA - OpPTraHM3allvs, 00Jajmaroiias MpaBaMH Ha Pe3yJIbTaThl
JMOKJIIMHUYCCKUX WCCIICAOBAHNN JICKAPCTBEHHOTO CPEJICTBA, KIIMHUYCCKUX HCCIICAOBAHUN JICKAPCTBECHHOTO
npenapara v (M) Ha TEXHOJIOTHIO TIPOM3BO/ICTBA JICKAPCTBEHHOTO CPEIICTBA;

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

31) npou3BOJACTBO JIEKAPCTBEHHBIX CPECTB - JACATEIBHOCTD 10 MPOU3BOCTBY JICKAPCTBECHHBIX CPEJICTB
OpFaHI/I3aHI/I$IMI/I - HpOI/I3B0,HI/ITCJ'I$IMI/I HeKapCTBeHHBIX Cpe[[CTB Ha O[[HOI>’I cTaguu, HCCKOJIbKHX HWJIN BCEX
CTaUsIX TEXHOJOTHYECKOTO MPOIecca, a TAKKe M0 XPaHCHHUIO U PeaTU3alliy MPOU3BEICHHBIX JIEKAPCTBEHHBIX
CpE/CTB;

31.1) nmpousBoACTBEHHasl IUIOLIAJIKa - TEPPUTOPHAIBLHO O0OCOOJEHHBIM KOMIUIEKC IPOU3BOAUTENS
JEKapCTBEHHBIX CPEJCTB, IpeJHa3HAUeHHBIH JJI  BBINOJHEHHMs BCEro Ipolecca IMPOU3BOJACTBA
JIEKaPCTBEHHBIX CPEJICTB MIIM €r0 ONPECIIEHHON CTaauH;

(n. 31.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

32) npou3BOAMTENL JEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYLIECTBISAIONIAs IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMU HacTosuiero denepaabHOro 3aK0HA;

33) ¢dapmaneBTHUECKas NEATENBHOCTh - AESITENBbHOCTb, BKIIOYAIOU[ass B ce0s ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU CpPEJCTBAMH, MX XpaHEHHUE, MEePEBO3KY U (MIM) PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenaparamu, UX OTIYCK, XpaHEHHUE, IEPEBO3KY, U3TOTOBIICHUE JIEKAPCTBEHHBIX MPEMAPATOB;

34) opraHu3aiysi ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHU CPEJICTBAMH - OpraHU3AIMs, OCYLIECTBISAIOMIAs
ONTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMH CPEIACTBAMU, WX XpaHEHHE, TIEPEBO3KY B COOTBETCTBUH C
TpeboBaHUAMHU HacTosIero denepaabHOTO 3aKOHA;

35) anreuHas opraHu3anys - OpraHU3ALMs, CTPYKTYpHOE IOJPAa3IelICHHe MEIUIMHCKONH OpraHu3aIiH,
OCYLIECTBIISIIOIIAE PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH MpenapaTtaMH, XpaHEHHEe, IepeBO3KY,
U3rOTOBJICHHE M OTIYCK JICKAPCTBEHHBIX IPENnapaTroB Ui MEAMIMHCKOTO NMPUMEHEHUS B COOTBETCTBUU C
TpeboBaHusAMH HacTosAuiero denepaabHOro 3aK0Ha;

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

36) BeTepuHapHas anTeyHas OpraHu3alys - OpraHu3alus, CTPYKTYpHOE MoJIpa3ziesieHue BeTepuHApHOI
OpraHu3alyM, OCYLIECTBIAIOIIME PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IIpPElapaTaMH, XpaHEHUe,
U3TFOTOBJICHUE M OTILYCK JICKAPCTBEHHBIX MPENapaToB Ul BETEPUHAPHOIO IIPUMEHEHUS B COOTBETCTBUH C
TpeboBaHUAMH HacTosero denepanbHOro 3aKOHa;

37) danscupuuUpoBaHHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIAEMOE
JOXKHOU WH(pOpMaIKei 0 ero coctaBe U (WIIN) MPOU3BOINUTEIIC;

38) HemoOpokayecTBEHHOE JIGKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE
TpeOoBaHUsAM (hapMakomeHol cTaThbu JUOO B Ciy4ae €€ OTCYTCTBHsSI TpeOOBaHMSAM HOPMATHBHOMN
JOKYMEHTAIIUHU WM HOPMATHUBHOTO TOKYMEHTA;

39) xoHTpadakTHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEICTBO, HaxXoJslieecss B 000opoTe ¢
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HApYIICHUEM I'PAKAAHCKOI'O 3dKOHOAATCIBCTBA,

40) TOKJIMHUYECKOE MCCIEOBaHNE JIEKAPCTBEHHOTO CPEACTBA - OMOIOTHUECKHEe, MUKPOOHOIOTHUECKHE,
MMMYHOJIOTHYECKUE, TOKCHUKOJIOTHYECKHe, (papmakoioruyeckue, (QHU3MUECKUEe, XUMHUYECKHE U JIpyrue
HCCJICAOBAHUA J'ICKapCTBeHHOFO CpCI[CTBa HYTGM HpI/IMeHeHI/Iﬂ HaquLIX METOAOB OLICHOK B LCIIAX HOJ'Iy‘IGHI/Iﬂ
JIOKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA;

41) KIMHUYECKOE UCCIIEeIOBaHKE JEKapCTBEHHOTO Mpenapara - U3y4eHrue AUarHOCTUYECKUX, JIeYeOHBIX,
npoUIaKTUIECKHX, (PapMaKOIOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO MpernapaTa B MpOIecce ero MpuMeHeHHs
y 4eJO0BEKa, )KMBOTHOI'O, B TOM YHCJIE IPOLECCOB BCACBIBaHMs, paclpeieiieHusl, U3MEHEHHsI U BBIBEICHUS,
MyTeM IMPUMEHEHHUSI HAyYHBIX METOJOB OLICHOK B IIEJISIX MOJyYEHHS JOKAa3aTeIbCTB O€301MacCHOCTH, KauecTBa U
3¢ GEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTta, JaHHBIX O HEXKEJIAaTelIbHBIX PEaKIsIX OpraHu3Ma 4YeJOBeKa,
KUBOTHOTO Ha NPHUMEHEHHUE JIEKapCTBEHHOro mpemnapara U 00 s¢¢ekre ero B3aUMOJEHCTBUS C APYTUMU
JIeKapCTBEHHBIMU MpenapaTtaMu U (UIM) MUIIEeBBIMU MIPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEOBAHHE JIEKApCTBEHHOTO Mpemnapara Al MeIULHUHCKOTO
MPUMEHEHHUS - KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO Ipernapara Juisi MEIULIHUHCKOTrO MPUMEHEHUs,
MIPOBOAMMOE Ppa3pabOTUMKOM JICKAPCTBEHHOTO Ipernapara B ABYX M 0ojee MEAWIIMHCKUX OPTaHU3AIHIX TI0
€AMHOMY MPOTOKOJIy KIMHUYECKOTO MCCIIEA0BaHuUs JIEKapCTBEHHOT0 Mpenapara;

43) MeXIyHapoJHOE€ MHOTOILIEHTPOBOE KIMHHUYECKOE HCCIIEIOBaHHE JEKAapCTBEHHOTO Ipemnapara s
MEJMIIMHCKOTO MPUMEHEHUS - KIIMHUYECKOE HMCCIIEOBAHUE JIEKAPCTBEHHOrO Mperapara Ajas METUIIMHCKOTO
NPUMEHEHHs, IPOBOJUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO Mperapara B pa3iHYHbIX CTpaHaX MO €IUHOMY
MPOTOKOJY KIMHUYECKOTO UCCIIEI0BaHUS JIEKAPCTBEHHOTO Mperapara;

44) nocTperucTpallMOHHOE KIIMHUYECKOE UCCIIEI0BAaHUE JIEKAPCTBEHHOTrO Mpernapara Juisi MEAULUHCKOT O
MPUMEHEHHUS - KIMHUYECKOE MCCIICIOBAHUE JICKAPCTBEHHOTO Mpernapara Jyisi MEIUIIMHCKOTO MPUMEHEHUS,
MIPOBOAMMOE MPOU3BOIUTENEM JIEKAPCTBEHHOTO Ipernapara, rpakJaHCKUi 000pOT KOTOPOTO OCYLIECTBIIAETCS
1ocjie TOCYJapCTBEHHONW PErucTpalnuu, B IENSIX JOMOJHUTEIBHOr0 cOOopa MaHHBIX O €ro 0e30MacHOCTH U
3¢ (HEeKTUBHOCTH, pacIIMpPEHHs MOKa3aHWW K MPUMEHEHUIO JaHHOTO JIEKapCTBEHHOIO Mperapara, a Takke
BBISIBJICHUS HEXKEJATEeIbHBIX PEaKIUi NAlMEHTOB Ha €ro JACICTBUE;

45) wuccnenoBaHue OMOSKBHUBAJCHTHOCTH JIEKAPCTBEHHOI'O Mpemapara - BUA  KIMHHYECKOTO
HCCIIEIOBAaHMsI JIEKAPCTBEHHOIO Iperapara, IPOBEJCHHE KOTOPOTO OCYIIECTBISIETCS Ui ONpEAETIeHHS
CKOpPOCTH BCAChIBaHUSA W BBIBCACHUA OAHOIO MM HECKOJBKHX 06J'IallaIOHII/IX q)apMaKOHOFquCKOﬁ
aKTHBHOCTBIO JICWCTBYIOIINX BEIIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO MperapaTa, JOCTHTAIONIIET0 CHCTEMHOTO
KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO MO3BOJISIOT C/IENATh BBIBOJ O OMOIKBHBAIEHTHOCTH BOCIPOHM3BEICHHOTO
JIEKapCTBEHHOTO Mpernapara B ONpe/IeICHHBIX JIEKAPCTBEHHOU (hopMe U JO3UPOBKE, COOTBETCTBYIOIIUX (popme
U JI03UPOBKE pe)epeHTHOr0 JICKApCTBEHHOTO IIpernapara;

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

46) wuccreqOBaHME TEPaNeBTHMYECKON SKBUBAJEHTHOCTH JIEKAPCTBEHHBIX NpErapatoB - BHUJ
KJIIMHUYECKOIO0 HCCIENOBaHUA JICKAPCTBEHHBIX IIPENapaToB, MPOBEAECHUE KOTOPOIO OCYILECTBIIACTCS I
BBISIBJICHHSI O/IMHAKOBBIX CBOICTB JIEKApPCTBEHHBIX IpPENapaToB OINpPEIEICHHOW JeKapCTBEHHOH (opMsl, a
TaKXKe HaJM4YUs OJMHAKOBBIX IMOKa3aTeneil O6e3omacHOCTH U 3((EKTUBHOCTH JIEKAPCTBEHHBIX IpenapaTos,
OJIMHAKOBBIX KIMHUYECKHUX 3()()EKTOB MPH UX MPUMEHEHHH;

47) TpOTOKOJ KJIMHUYECKOTO MCCIEAOBaHUs JIEKapCTBEHHOTO Ipernapara - JOKYMEHT, B KOTOPOM
onpeAesnsoTca Lenu, (OopMbl OpraHM3alii U METOJIOJIOTHSI NPOBEACHUS KIMHUYECKOrOo HCCIeI0BaHUS,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

CTaTUCTHYCCKHNEC MCTOABI O6pa6OTKI/I PE3yJIbTAaTOB TAKOI'0 MCCICHOBAHUSA W MCPBI 110 00ecreyeHnro
0e30IMacHOCTH (I)I/IBI/I‘-IGCKI/IX JijI, y4aCTBYIOIIUX B KIIMHUYCCKOM HCCJIICIOBAHUUN JICKAPCTBCHHOT'O ITPCIiapara;

48) Opomrropa HCCIEAOBaTeNsl - CBOAHOE H3JIOKECHHUE PE3yIbTaTOB JOKIMHHUYECKOTO HCCIICIOBAHUS
JIEKApCTBEHHOTO CPEJCTBA M KIMHUYECKOTO WCCIIEAOBAHMS JIEKAPCTBEHHOTO Tperapara Ui MeIUIITHCKOTO
IPUMCHCHUSA

49) uHbOpMallMOHHBIN JHCTOK IMAallMEeHTa - AOKYMEHT, B KOTOPOM COJEp>KaTcsi B JIOCTYIHOU (opme
CBEICHMSI, KAacalolluecs MPOBOAUMOTO KIMHMYECKOTO HCCIEAOBaHUs JIEKapCTBEHHOTO TMpernapara, ¥ B
MUCBMEHHOUM ¢opMe TOOPOBONBHOE COTJIacHe TMAalleHTa Ha Y4YacTHe B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO IIperapara TI0C/ie O3HAKOMIIEHHS C OCOOEHHOCTSIMH KIMHHYECKOTO HCCIIeIOBaHMUA,
MMEIOIINMH 3HAYEHUE JJI BBIPAKEHHUS TAKOTO COTJIACHS;

50) mobGouHOE NEeWCTBHE - peaKIys OpPraHu3Ma, BOSHUKIIAS B CBS3H C MPUMEHEHHEM JIEKAPCTBEHHOTO
npernapara B J103aX, PEKOMEH/IyeMbIX B HHCTPYKIIUU 110 €ro MPUMEHEHHIO, IJIsl MPO(PUIaKTUKU, TUATHOCTHKH,
JedeHus 3a00JeBaHuUs WU AJI peaOuInTalnu;

50.1) HexxenarenbHas peaklusi - HeNpeJHaMepeHHas HeOJaronpusTHas peakuus opraHusMa, KoTopas
MOJKET OBITh CBsI3aHA C MPUMEHEHUEM JICKApPCTBEHHOTO MPErapara;
(m. 50.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-03)

51) cepbe3Hass HexenaTeNbHas peaklMs - HEXeJlaTelbHas peaklMs OpraHu3Ma, CBS3aHHas C
IPUMEHEHHEM JIEKapCTBEHHOI0 MpernapaTa, IpuUBeanas K CMEPTH, BPOXKACHHBIM aHOMAJIUAM WIH TOpOKam
pa3BUTUSL TUOO MPEACTaBIAONMIAs COOON yrpo3y KH3HU, TpeOyrollas TOCHUTATW3alUKd WU MpUBEAMIas K
CTOMKOM yTpare TpyI0CIIOCOOHOCTH U (MJIM) HHBAJIUIHOCTH;

52) HempenBHICHHAS HEXeNAaTeIbHas peakius - HeXKelaTeIbHAs PEaKIis OpraHu3Ma, KOTopasi CBs3aHa
C MPUMCHCHHUEM JICKAPCTBCHHOI'O IIp€riapara B A03axX, PEKOMCHAYCMLIX B IMPOTOKOJIC €TI0 KIMHHUYCCKOI'O
WCCIIeZIOBaHMsI, OpOIIIOpe WCCIeIoBaTeNsd, WM C NPUMEHEHHEM JIEKapCTBEHHOTO Tpenapara B J103aX,
PEKOMEHAYEMbIX B HHCTPYKIMH [0 €ro MNPUMEHEHHIO Ui NPOQWIAKTUKU, JUATHOCTHUKH, JICYCHUS
3a00JICBaHMS WM MEIWIIMHCKOW peaOWIMTAIlMK MAIMEeHTa, W CYIIHOCTh, TSDKECTh MJIM MCXOJ] KOTOPOH He
COOTBETCTBYET MH(OpPMAIIMU O JEKAPCTBEHHOM TIperapare, CoAep Kalleicss B MPOTOKOJIE ero KIMHUYECKOTO
HCCIIeIOBAaHUs, OPOIIIOpE UCCIIEAOBATENS M B MHCTPYKIIMH IO IPUMEHEHHUIO JIEKApCTBEHHOTO MTperapara;
(. 52 B pen. @eaepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHam30p - BHJ JESATEIBHOCTH 0 MOHHMTOPHUHTY 3()QeKTUBHOCTH U O€30MacHOCTH
JIEKapCTBEHHBIX IPENaparoB, HAIPABICHHbIN Ha BBIABICHME, OLIEHKY M IPEIOTBPALICHHUE HEXKeIaTelbHbIX
HOCJIECTBUI NPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) mnaH ympaBleHHs PUCKAaMH - TOAPOOHOE OMNHMCAaHUE MEpONPHIATUH Mo (papMaKOHAI30PY,
HaNpPaBJICHHBIX Ha BBISABICHHE, OLEHKY W TPEAOTBPALICHWE WM MHHUMH3AIMIO PHUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMH TIpeTiapaTaMy, BKIIFOUast OIIEHKY () (hEeKTUBHOCTH TAHHBIX MEPOTIPUSITHIA;

(. 52.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIH Mpemapar - MEIUIUHCKMHA JIOKYMEHT YCTAHOBJIEHHOH (HOpMBI,
CoJlepKalluii Ha3HA4YeHHE JIEKapCTBEHHOrO IIpernapaTa Uil MEAMIMHCKOIO TIPUMEHEHUs, BbIIAHHBIN
MEJUIIMHCKUM pa0OTHUKOM B IIEJIAX OTIIyCKa JIEKAPCTBEHHOIO IpernapaTa WK €ro U3roTOBJICHUS U OTITyCKa
Ha OyMa)KHOM HOCHTENE WJINM C COIVIacHsl MAaIMeHTa WIM €ro 3aKOHHOTO IpeAcTaBuTeNs B (opme

www.consultant.ru Crpanmua 10 n3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO C MCITOJIb30BAaHHEM YCUJICHHOW KBATM(UIIMPOBAHHOM JIEKTPOHHON
MOANUCH MEAWIIMHCKOTO pabOTHHKA, MO0 JOKYMEHT YCTaHOBJICHHON (OpPMBI, COAep)Kalluii Ha3zHAUYCHUE
JICKapCTBEHHOTO TMpemnapara Jjs BETCPUHAPHOTO MPUMEHECHWsS, BBIIAHHBIM CHEIUAIMCTOM B 00JacTH
BETEPHHAPHUH B IEJISIX OTITyCKA JIEKAPCTBEHHOT'O TIperiapaTa WM €ro W3rOTOBJICHUS M OTIYCKa Ha OyMakHOM
HOCHUTEIIE;

(B pen. DeaepanbHbix 3ak0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHUE MEAMIIMHCKOW OpTraHU3alllH, BETCPUHAPHON OpraHHM3aluy - JOKYMEHT YCTaHOBJICHHOU
(OpMBI, KOTOPBIA BBIMKUCAH METUIIMHCKUM PAOOTHUKOM WM CHEIHATIUCTOM B OOJIACTH BETEPUHAPUH,
MMEIOIUMHU Ha 3TO MPaBO, W COJEPKUT B NMUCHBMEHHOW (opMe yKa3aHHWE anTeYyHOW OpTaHMU3alHUH WU
BETEPUHAPHOW aNTEYHON OpPTaHU3aIHH 00 OTIYCKE JIEKAPCTBEHHOTO MIperapaTa Wi O €ro H3TOTOBICHUHU U 00
OTITyCKe JIJTs1 00ecTieueHHsI JIeUeOHOT0 MpoIiecca B MEIUIIMHCKON OpTaHn3allii, BETCpUHAPHON OpTaHHU3aIlHH,
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

55) xoMIIIeKCHas OLIEHKa JIEKapCTBEHHOTO Ipernapara - OlleHKa 3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara, BKJIIoJaromas B ce0s aHanu3 WHGOpMallMUd O CPAaBHUTEIBHON KIMHUYECKOH 3((EeKTUBHOCTH U
0€30MacCHOCTH JICKQpCTBEHHOTO IMIperapaTra, OIEHKY HSKOHOMHYECKMX TIIOCIEACTBUH €ro NpUMEHEHHS,
W3y4YeHHE JOMOJHMUTEIbHBIX IMOCIEACTBUNA MPUMEHEHUs JIEKapCTBEHHOIO IIpernapaTa B ILENAX MPUHATUS
pelIeHni 0 BO3MOXKHOCTH BKJIIOUEHHMSI JIEKApCTBEHHOTO IpernapaTra B MEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BR)XHEHIINX JIEKApPCTBEHHBIX IIpeNapaToB, HOPMATHBHBIC IIPABOBbIE aKThl M HHBIE JIOKYMEHTBHI,
OTIpeIeNIAoNINe MOPSI0K OKa3aHUS MEAMLIMHCKOW MOMOIIM, MM UCKIIOYEHHUS €ro M3 yKa3aHHbBIX MepeyHs,
aKTOB M IOKyMEHTOB;

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

56) cucremMa MOHHUTOPWHTA JIBFDKECHHUS JICKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHUS -
denepanpHas TOCyIapCTBeHHass WH(GOPMAIMOHHAS CHCTEMa MOHHTOPWHTA JIBMDKCHUS JIEKAPCTBEHHBIX
npenapaToB Uil MEIUIMHCKOTO MPUMEHEHHS OT MPOU3BOIUTENS 1O KOHEYHOTO TIOTPEOHTENs C
UCIIOJIb30BAHUEM B OTHOIICHUM JICKAPCTBEHHBIX MPENApaToB Ui MEAMIMHCKOTO MPHUMEHEHHS CPEICTB
UICHTH(PUKAIUH.

(. 56 BBenen PeaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Mnasa 2. MNOJIHOMOYUA ®EQEPAJIbHBLIX OPTAHOB I/ICFIOJ'IHI/ITEJ'IbI-jOVI .
BJIACTU, OPTAHOB UCIMNOJIHUTEJIbHOWU BJITACTU CYBBEKTOB POCCUNCKOU
®EAEPALUNU NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. lNonHomouusa epepanbHbIX OPraHOB WCMOJSIHUTENIbHOM BNacTtu npu
obpalleHnmn nekapcTBeHHbIX CPeAcTB

K momnomMounsam (benepanLHHx OpraHoB HCIIOJIHUTENHLHON BJIACTH Ipu O6paH_IeHI/II/I JICKApCTBCHHLBIX
CpeaACTB OTHOCATCA:

1) mpoBenenue B Poccuiickoii @eaepaiuu eIMHOM TOCYIapCTBEHHOM MOTUTHKY B 007acTH oOecreueHus
JIEKapCTBEHHBIMH IIpenaparamu rpaxnaas B Poccuiickon ®@enepanny;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yrBepxaeHre o0mMX (apMaKoNelHbIX cTaTel, papMaKONEeHHbIX cTaTel, U3/1aHne TOCY1apCTBEHHOMN
(dapmakorneu, co3JaHue U BeJIeHHE peecTpa papMaKolelHbIX CTaHAAPTHBIX 00pa3LoB;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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3) ocyuiecTBIIEHHE TOCYAapCTBEHHOTO KOHTpOis (Haa3opa) B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPEACTB;
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nUIEeH3UPOBAHUE TPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB U (DapMaleBTUYECKON ACSITEIHHOCTU B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickont denepanny;

5) opraHuzanus SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB, 3TUYECKOM SKCIEpPTU3bl BO3MOXKHOCTHU
NPOBEIEHUs] KIMHUYECKOTO HCCIEeOBaHMS JIEKapCTBEHHOIO IpenapaTa JUlsi MEIULMHCKOTO MPUMEHEHUs,
9KCIIEPTU3BI TOKYMEHTOB, NPEACTABIEHHBIX JUIsl ONPEAEIEHUS BO3MOXHOCTH pacCMaTpUBAaTh JIEKAPCTBEHHBIN
npenapar i MEAMLIMHCKOTO TNPHUMEHEHHs NPU TOCYJapCTBEHHOM perucTpauud B KadecTBe Op(haHHOTO
JIEKapCTBEHHOTO IIpenapara;

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

5.1) opranu3zanusi NpOBEACHHUS KOMILJICKCHOM OIICHKHU JIEKAPCTBEHHOTO Iperapara B LENsAX MPUHATHS
pelIeHrui 0 BO3MOXXHOCTH BKJIFOYEHHS JICKQPCTBEHHOTO IpernapaTa B NEpeyeHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUIIUX JICKAPCTBEHHBIX IMpenapaToB, HOPMATUBHbIE IMPAaBOBbIE AaKThl W HWHBIE JOKYMEHTBHI,
OTPEIEIAIONINE MOPSIIOK OKa3aHUsS MEIUIMHCKON MOMOIIM WIM UCKIIOYEHHUS €ro M3 YKa3aHHBIX MepeyHs,
aKTOB U JJOKyMEHTOB;

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

6) BbIaua pa3pelieHUil Ha NpPOBEACHHE KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IPENaparos,
BEJICHHE pEecTpa BbIIAHHBIX pa3pelleHHuii Ha MPOBENEHUE KIMHUYECKUX HCCIEAOBAHUN JIEKaPCTBEHHBIX
MpenapaTos;

7) roCcynapCTBEHHAs] PErucTpalvs JICKAPCTBEHHBIX MPENaparoB, BEJACHHE TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

8) opranuzauus u (WIn) NpoBeACHNE HHCIEKTUPOBaHUS CyOBEKTOB OOpalleHHs! IEKapCTBEHHBIX CPEICTB Ha
COOTBETCTBUE IIPaBUJIaM HaJJIeXallel 1a0opaTopHOM IPAKTUKHU, IIpaBUIIaM HaJylexallell KIMHUYeCKOH
NPaKTUKHU, paBUJIaM HaJUIeKAaIeH MPAKTUKKU XpaHEHUS U EPEBO3KH JIEKapCTBEHHBIX IpenapaToB, IpaBuiIaM
Ha/JIeKaIIel AUCTPUObIOTOPCKOM MPaKTHKH, ITPaBUIaM HaAJIeKallel anTeqHol MPaKTHKHY;

(n. 8 B pen. @enepasibHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmszaumsi U (MJau) MPOBEIEHUE HHCIEKTUPOBAHMS CYyOBEKTOB OOpalIeHHs JEKapPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpPEOOBAHMSAM IMpaBWJI HaJUIekKaIled MPOU3BOJICTBEHHOM TMPAKTUKH, BblAaya
3aKJIIOYEHUH O COOTBETCTBMM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMAM IpPaBUJ HaAJexallen
HPOM3BOJICTBEHHOM MPAKTUKH;

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

8.2) ycTaHOBJIEHME IOpAJKAa BEACHHUA M BEICHHE TIOCYJAapCTBEHHOI'O peecTpa 3aKIOYeHHH O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBAHMAM  MpaBWJI  HaAJexallen
MPOU3BOACTBEHHOUN MPAKTHUKY;

(. 8.2 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) rocygapCTB€HHass pErucTpanuvsd MpCACIbHBIX OTIIYCKHBIX LICH HpOI/I3BOI[I/ITCJ'ICI71 Ha JICKApCTBCHHBIC
npenaparhbl, BKIIFOUCHHBIC B IICPCUYCHDb KU3HCHHO HCOGXOIII/IMBIX U Ba)KHEHIIINX JICKApCTBCHHBIX IIPCIIApaToOB,
U BCACHHUC TOCYyAAapCTBCHHOI'O peCCTpa HNPCACIbHBIX OTIYCKHBIX ICH HpOI/ISBOI[I/ITeJIef/'I Ha JICKapCTBCHHBLIC
npemnaparbl, BKIOYCHHBIC B IICPCUCHDb ) KU3HCHHO HCO6XOI[I/IMI)IX H BOXKHEHIIINX JICKApPCTBCHHLBIX IIPCIIapaTOB;
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(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

9.1) cormacoBaHue MPOEKTOB PEIICHUN OPTraHOB HCIOJTHHUTEIBHOW BiacTH CyOBeKTOB Poccuiickoit
®deneparyu 00 YCTAaHOBICHUH U (WJIM) U3MEHEHHUH TPECIIbHBIX PA3MEPOB ONMTOBLIX HAT0ABOK U MPEACIbHBIX
pa3MepoB PO3HUYHBIX HAJA0aBOK K (DaKTHUECKUM OTITyCKHBIM II€HAM, YCTAaHOBJIECHHBIM MPOU3BOIUTEIISIMU
JICKapCTBEHHBIX TPEMapaToB, Ha JICKAPCTBEHHBIC TMperapaThl, BKIIOYECHHBIE B TEPEUEHb IKU3HCHHO
HEOOXOAMMBIX U BaXXHEHIITNX JIEKAPCTBEHHBIX MPEIIAPATOB;

(m. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bbaya, yCTaHOBIICHHE MOPSIKA BbIJAUM pa3pelleHus] Ha BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOTO
cpeactsa B Poccuiickyro denepanuio;
(n. 10 B pen. ®enepanpHoro 3akoHa oT 02.08.2019 N 297-®3)

10.1) BbIgaya, ycTaHOBJIEHHE MOPSJIKA BbIIaYM U (POPMBI JOKYMEHTa, KOTOPBIA MOATBEP)KIAET, UTO
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpenapaTa Iyl MEAUIUHCKOIO IPUMEHEHNS OCYILECTBIICHO B COOTBETCTBUU C
TpeOOBaHUSAMH HPaBWI HaJuIeXkalleil IpOU3BOJCTBEHHOM MPAKTUKU WM YTO JIEKApCTBEHHBIN Ipemnapar 1Jis
BETEpUHAPHOIO TNPUMEHEHHUs JomyleH K oOpamenuto B Poccuiickoit ®enepanyu, U MOMISKUT
MPEICTABICHUIO IO TPEOOBAHMIO YIIOJIHOMOYEHHOI'O OpraHa CTpPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN
rpenapar;

(m. 10.1 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. deaepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BeIgaua, ycTaHOBIICHHE TIOPS/IKA BBIIAYM M (DOPMBI TOKYMEHTA, COJCPIKAIEro CBEACHUS O CTausIX
TEXHOJIOTHYECKOr0 Tpolecca MPOU3BOACTBA JEKAPCTBEHHOTO CPEACTBA IS MEAUIMHCKOTO MPUMEHEHHMS,
OCYILECTBIIIEMBIX Ha TeppUTOpuH EBpa3uiickoro 3KOHOMUYECKOTO COI03a;

(n. 10.2 BBenen denepanpHpiM 3akoHOM 0T 22.12.2014 N 429-03, B pen. PenepanbHOro 3akoHa OT
13.07.2015 N 241-@3)

11) coznanue coBETOB MO BOIIPOCAM, CBA3aHHBIM C 0OpaIeHNEM JIEKapCTBEHHBIX CPE/CTB;
12) arrectanus u cepTUQHUKALUS CHIEIUAINCTOB,;
13) yrpatun cuiy ¢ 1 centsiops 2013 roaa. - @enepanbhblii 3akon ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

15) yyactue B MeXIyHapOAHOM COTPYIHHUYECTBE;

16) momydeHue Mo 3amnpocam YIOJIHOMOUYEHHOIo (hefepallbHOro opraHa HMCIOJHUTEIbHOM BJIACTH OT
OpPraHOB HCIIOJIHUTENIbHOW BiIacTH cyObekToB Poccuiickoil deneparun, a Takke OT CyOBEKTOB OOpalleHus
JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKOTO NpUMEHEHHs HMH(OpMAIMM 1O BONPOCAM YCTaHOBJICHUS WU
MPUMEHEHHS [IEH Ha JIEKapCTBEHHBIE TpenapaTsl 1 Ha1I0aBOK K HUM;

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

18) yTBepxaeHue MpaBuil Haajexaleld 1a00paTopHO MPAaKTHUKHU, MPAaBUII HaJUIeKaIeH KIMHUYECKON
NPaKTUKHU, PaBWJI HaJyUlexkKallell Mponu3BOACTBEHHON MPAKTUKH, NIPABUJI HAJUIeKALIEH MPAKTUKU XpaHEHUs U
NepeBO3KM JIEKAPCTBEHHBIX IpENnapaTroB, MpaBWJl HaJUIeKalled JUCTPUOBIOTOPCKON MpPaKTHKH, IPABUI
Ha/IeKaIled anTeyHOW TMpaKTHKH, MPaBWJ HAJEXKalled MNpakTHUKH (papMaKkoOHaa30pa JIEKapCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

IpenapaToB Ui MEJUIIMHCKOTO IPUMEHEHHUS,
(m. 18 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

19) ycranoBnenue mopsiika GOPMUPOBAHUS PETHCTPAIIMOHHOTO JOChE HAa JICKAPCTBEHHBIN IpemapaTr u
TpeOOBaHUI K TOKYMEHTaM B €T0 COCTaBE;
(. 19 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

20) yTBepkIeHHE MpaBWJI PallMOHAIBLHOTO BBHIOOpAa HAMMEHOBAHMI JIEKAPCTBEHHBIX MpENaparoB s
MEAMIIMHCKOTO TPUMEHEHUS;

(m. 20 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

21) yTBepkIeHHE NIEPEeYHs HAUMEHOBAHUHN JIGKAPCTBEHHBIX (PopM;
(m. 21 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

KoncynwsranTtlIoroc: mpuMedanue.
C 01.03.2020 1. 22 ct. 5 yrpauuBaet cuiry (P3 ot 27.12.2019 N 475-D3).

22) ¢opmupoBaHHME peecTpa  THIOBBIX  WHCTPYKIMH 1O  MEAWIUHCKOMY  NPUMEHEHHIO
B3aMMO3aMEHSEMbIX JIEKapCTBECHHBIX IIPENapaToB;
(. 22 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBepxkJeHHEe TpeOOBaHUI K MHCTPYKIMM MO MEAMLMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
MIPEeNapaToB U K UHCTPYKIIUU IO BETEPUHAPHOMY ITPUMEHEHHUIO JIEKAPCTBEHHBIX IIPENApaTOB;
(n. 23 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) nocynebHOe 3aKpbITHE CATOB, COJEPKALINX HH(OPMALIHIO O POSHUYHOM MpoiaXKe AUCTaHIMOHHBIM
CrocoboM, TMpeUIoKEHHEe O TMPUOOPETeHHWH JAMCTaHLUMOHHBIM CHOCOOOM, JIOCTaBKE JAMCTAHIUOHHBIM
criocoboM M (MiaM) nepenade (GU3NUYECKOMY JIUIY TUCTAHLMOHHBIM CIIOCOOOM JIEKapCTBEHHBIX INPENaparos,
HapKOTUYECKUX JIEKAPCTBEHHBIX IIPENAapaTOB W IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB, 3a
HCKJIIOYEHHUEM CllydaeB, ycTaHOBIIeHHBIX [IpaBurenscTBoM Pocceniickoit denepanuu;

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

25) BbIaua paspenieHuil Ha BBOJ B TPaXAAHCKUNA 0OOPOT MMMYHOOHOJIOTHMUECKHX JIEKAPCTBEHHBIX
MpernapaToB.

(. 25 BBenen deaepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

Koncynwsrantlloroc: mpuMmedanue.
Ct. 5.1 pacnpocTpaHsieTcs Ha MOJHOMOYHSA, KOTOpbIE€ HE MepeaaHbl sl OCYIIECTBICHHUS OpraHam

rOCyJJapCTBEHHOM BiacTU cyObekToB P® u opraHam MeCTHOrO CaMOYIpPAaBICHHUS COOTBETCTBYIOLIUMHU
denepanbubiMu 3akoHamu (D3 ot 13.07.2015 N 233-D3).

Cratba 5.1. [Mepepaya ocywecTBneHus nofHomouun deaepanbHbIX OpPraHoB
UCNONIHUTENIbBHOW BfacTM Npu  oOOpaleHMM JNeKapCTBEHHbIX CpeacTB  oOpraHam
MCNONHUTENbHOM BrnacTtn cyobekToB Poccunckon Pepepaumm

(BBenena denepanbHbiM 3akoHOM OT 13.07.2015 N 233-D3)

[Tonnomounst (enepaabHBIX OpPraHOB MCIOJHUTEIBHONW BIACTH TpPU OOpaIIeHUH JIEKAPCTBEHHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

CpeACTB, NPeAyCMOTpeHHbIe HacTosmuM denepabHbIM 3aKOHOM, MOTYT MepelaBaThCsl Ul OCYIIECTBICHUS
opraHaM HCIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit dexepanun nocraHosieHusMu I[IpaBurenbcTBa
Poccuiickoit @enepanuu B mopsaake, ycraHoBieHHOM dDenepanbHbIM 3aKOHOM OT 6 okTsOps 1999 roga N
184-®3 "OO6 oOmMx NpuHIMIAX OPraHU3alMM 3aKOHOAATENbHBIX (MPEICTABUTENbHBIX) U HCIOIHUTEIbHBIX
OpraHoOB roCyIapCTBEHHOMU BiacTu cyObekToB Poccuiickoit deneparyn”.

Cratba 6. lMonHOMo4YMA oOpraHoB MWCNONMHUTENbLHOW BRNacTu cybbekra Poccuruckoun
degepaumm npu obpaLeHUn NeKapCTBEeHHbIX CPeacTB

K noiaHoMounsM opraHoB HCIIOJHUTENBHOM BiIacTH cyobekTa Poccuiickoit deneparuu npu oOpaieHuu
JIEKapCTBEHHBIX CPEJCTB OTHOCSTCS:

1) pa3zpaboTka W peanuzalvs PETHOHAIBHBIX MPOTrPaMM OOECIIEUEHUs] HACEJIEHUs JIEKapCTBEHHBIMU
npenapaTamy,

2) ycTaHOBJIEHHE NpEACTbHBIX Pa3MEpOB ONTOBBIX HAJ0ABOK M TMpEAETbHBIX Pa3MEPOB PO3HUYHBIX
Haj0aBOK K (PAKTHMYECKHM OTIYyCKHBIM II€HAaM, YCTAHOBJIEHHBIM HPOM3BOJUTEISIMH JICKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IIE€PEUEHb >KU3HEHHO HEOOXOAMMBIX U
BAKHEWILINX JICKAPCTBEHHBIX IIPENapaToB;

Koncynpranrllitoc: npumedanue.
C 01.03.2020 B 1. 3 cT. 6 BHOCsATCcs u3MeHeHus (D3 ot 27.12.2019 N 475-03). Cm. Oyayuiyio pelakiuio.

3) oOcCymecTBICHHE pPETHOHAJIBHOTO TOCYAApCTBEHHOTO KOHTpPOJS 3a MPUMEHEHHEM IIeH Ha
JeKapCTBEHHBIE Mpenaparbl, BKIIOUYCHHBIE B TIEPEUCHb IHKM3HEHHO HEOOXOMMMBIX U BaKHEUIINX
JEKapCTBEHHBIX IpernapaTtoB, OpPraHM3alUsAMH  ONTOBOM  TOPIOBIM, AaNTE€YHbBIMM  OPTaHU3ALMIMH,
WHAUBUAYAJIbHBIMU NPCANIPUHHUMATCIIAMA, UMCIOIIUMU JIMIICH3UIO HA Q)apMaI_IeBTI/I‘-IeCKYIO ACATCIIBbHOCTD,

(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nmpuHSTHE pemeHnst 00 NCIOIB30BAHUN Ha TeppuTOpHH cyOobekTa Poccuiickoit deneparun HapsIy ¢
peuenTaMu Ha JEKapCTBEHHble mpenapaTsl, OGOPMJIEHHBIMM Ha OyMa)KHOM HOCHTENE, pELENnTOB Ha
JIeKapCTBEHHbIE MIpenapaThl, CPOPMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB.

(1. 4 BBenen PenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnaea 3. TOCYOAPCTBEHHAA ®APMAKOTIEA

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

1. Tlonm rocymapcTBeHHOH (apmakomneeil MmoHUMaeTcs CBOA OOHmMX (apMaKONEeWHBIX CTaTed u
(hapMaKoIMeHbIX CTaTeH.

2. Pa3zpabotka oOmmx ¢apMakomeiHbXx cTateld W (apMakonmeHHBIX cTaTeil, B TOM 4HCIE
(dapMakoneiHpIX cTaTeil Ha (papMakomeitHble cTaHAapTHBIE 00pa3ibl, M BKIFOUEHHE UX B TOCYIAAPCTBEHHYIO
(apMakoneo OCYLIECTBISIOTCS B IOPSJIKE, YCTAaHOBIEHHOM YIOJIHOMOYEHHBIM (eaepanbHbIM OpraHoM
UCTIOJIHUTENIbHOW BJIACTH.

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

3. Pa3paboTka ¢apmakoneifHON cTaThi Ha peepeHTHBIN JeKapCTBEHHBIN Mpenapar 1 BKIIOYCHUE €€ B
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

TOCYJapCTBEHHYIO ()apMakonero B TEUeHHE CpoKa JIeHCTBHA 3alllUThl HCKIIOUUTEIBHOIO IpaBa,
yIOCTOBEPEHHOI'0 MAaTeHTOM Ha pe(epeHTHBIN JIEKapCTBEHHBIN MpenapaT, OCYLIECTBISIOTCS C COTacus ero
paspaboTduka.

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

4. TocynmapctBeHHast  Qapmakomness HW3JaeTcsl  YHOJHOMOYEHHBIM  (eiepalbHBIM  OpPraHOM
UCIIOJIHUTENILHON BJIACTH 3a CUET CPENCTB (pefepabHOro Or0KeTa U MOAJISKUT NEePEn3JaHusIM HE pexe ueM
OJIUH pa3 B IATH JIET, B MEPUOJI MEXAY KOTOPBIMHU M3JIAIOTCS MPUIIOKEHUS K TOCYAapCTBEHHON (apmakoree,
cojepxaie obue (apMakoneiHble cTatbu U (WiIM) QapMakolelHble CTaThbH, YTBEP)KICHHBIE IOCIE
W3JaHKS WIK TIepEeU3AaHus TOCYAapCTBEHHON (hapMaKoIIeH.

5. VYHonHOMO4YEHHBIH (enepanbHbIi OpraH HCIOJHUTEIBHONW BJIACTH pa3MeEIlaeT JaHHBIE O
TOCYJIapCTBEHHOM (hapmakoree W MPUIOKEHUAX K HEW Ha cBoeM oduImanbHOM caiite B cetu "MHTepHeT" B
YCTaHOBJICHHOM UM IOPSAKE.

aea 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratbss 8. JlMueH3npoBaHMe nNpPOUIBOACTBA JIeKAPCTBEHHbIX CpPeaAcTB M
cdrapmMaLieBTUYECKON AeATEeNbLHOCTHU

1. JluneH3upoBaHHE MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTUUECKON eSATeTbHOCTH
OCYILIECTBJISIETCS B COOTBETCTBUU € 3aKOHOaTebCTBOM Poccuiickoit denepaunu.

2. OOs3aTeNbHBIM YCIIOBHEM NPEAOCTABICHHS JIMIIEH3UN Ha TMPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB
SBJISIETCS TIPUIIOKEHHUE K 3asBJICHUIO COMCKATEJNs JIMIIEH3MM NEepeyHs JEeKapCTBEHHbIX (opM M (WIK) BHUIIOB
(apMaleBTUUECKUX CYyOCTaHIMI, KOTOPbIE TPOU3BOAUTEID JIEKAPCTBEHHBIX CPEICTB HAMEPEH POU3BOIUTD.

3. B ciaydyae HE0OXOIMMOCTH pACIIMPEHHs MPOU3BOJCTBA JEKAPCTBEHHBIX CPEICTB 3a CUET HOBBIX
JeKapCTBEHHbIX (JOpPM W BUIOB (papMalleBTUUECKUX CYOCTaHIMM NMPOU3BOAMTENb JIEKAPCTBEHHBIX CPE/ICTB
JIOJKEH TepeoOpPMUTH JTULEH3HIO Ha IPOU3BOJICTBO JEKAPCTBEHHBIX CPECTB.

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

KoncynwsranTtlInroc: mpuMedanue.
C 29.12.2020 crt. 8 monomusiercs 4. 4 (O3 o1 27.12.2019 N 481-D3).

Koncynprantlliroc: mpuMedaHue.
C 29.12.2020 nanusbIil nokyMeHT gomoiHsercs cT. 8.1 (D3 ot 27.12.2019 N 481-D3).

CraTtbsa 9. NlocypaapcTBeHHbIN KOHTPOSb (Haa3op) B cdepe obpalieHus nekapCTBeHHbIX
cpeacTs
(B pen. denepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. T'ocynapcTBeHHBIM KOHTpPOJIb (Haa30p) B cdepe oOpalleHusi JEKapCTBEHHBIX CPEACTB BKIIIOYAET B
ceOst:

1) nuUEeH3MOHHBIM KOHTPOJIb B cdepe MpPOMU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

(apMareBTUYECKON eATEIbHOCTH;
2) denepanbHBIi rocy1apcTBEHHBIN Ha130p B chepe oOpaleHus JIeKapCTBEHHBIX CPE/ICTB;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBA JICKAPCTBEHHBIX CPEICTB.
(. 3 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

2. JluueH3WOHHBIH KOHTPOJL B cepe MPOU3BOJACTBA JEKApCTBEHHBIX CpPEACTB M B cepe
(bapMaleBTUUECKOW  JI€ATEIbHOCTH  OCYILECTBIIAETCS  YIOJHOMOYEHHBIMH  (pefepalibHbIM  OpraHoOM
UCIIOJIHUTENILHON BJIACTH M OpraHaMy MCIOJHUTENIbHON BiIacTu cy0bekToB Poccuiickoit denepaliu coraacHo
UX KOMIETEHIUH B MOpPSJIKE, yCTaHOBICHHOM DenepaiabHbIM 3aKOHOM OT 26 nekadbps 2008 roma N 294-03
"O 3ammre NpaB MOPUAMYECKHUX JIML M WHIUBUAYAIbHBIX IpEANPUHUMATENEH IpPU OCYIIECTBICHUU
TOCYJapCTBEHHOTO KOHTpOJsl (HAA30pa) M MYHHUIMIIATBHOTO KOHTPOJS', C YyYeTOM OCOOCHHOCTEH
OpraHW3alM U TPOBEICHHS IMPOBEPOK, yCTaHOBIECHHbIX (DenepanbHbIM 3ak0OHOM OT 4 mas 2011 roma N
99-®3 "O nueH3upPOBaHUM OTICJIbHBIX BUJOB JACATEILHOCTH" .

3. ®epgepanbHBIi TOCYNAapCTBEHHBIH HaA30p B cdepe oOpalieHus JEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS YIIOJIHOMOYEHHBIMU (eiepaTbHBIMU OpraHaMU HCIOTHUTEIBHONW BIACTH (Jaliee - OpraHbl
rOCYJJapCTBEHHOTO HAaJ30pa) COrJacHO MX KOMIIETEHIMHW B TOpPSJIKE, yCTaHOBJIeHHOM [IpaBuTenbcTBOM
Poccuiickoit ®eneparumn.

4. denepanbHBIA TOCYIAPCTBEHHBIN HAA30p B cdepe oOpalieHus JICKapCTBEHHBIX CPEACTB BKIIIOYAET B
cedst:

Koncynprantllntoc: mpumeuanue.
C 01.03.2020 B 1. 1 4. 4 cr. 9 BHOcATcsa u3menenus (O3 or 27.12.2019 N 475-@3). Cm. Oyayuryro
peAAKIHIO.

1) opraHuzanuio M TNPOBEJCHHE MNPOBEPOK COONIIOJAEHHS CyOBeKTaMH OOpalleHHs JeKapCTBEHHbIX
CPEJCTB YCTAHOBJIEHHBIX HAcTOSIUM DenepalbHbIM 3aKOHOM U MPUHATHIMU B COOTBETCTBUU C HUM HHBIMHU
HOpPMaTUBHBIMHU ITpaBOBbIMU akTaMu Poccuiickoit denepannu TpeOOBaHUH K TOKIMHUYECKUM HUCCIIEI0BAaHUAM
JIEKapCTBEHHbIX CPEJACTB, KIMHUYECKHM MHCCJIEIOBAaHUSAM JIEKAPCTBEHHBIX IMPENapaToB, XpPaHEHHUIO,
repeBo3ke, BBO3y B Poccuiickyro denepanuro, OTIMyCKy, peajin3aliy JIEKapCTBEHHBIX CPEJICTB, IPUMEHEHUIO
JEKapCTBEHHbIX IPENapaToB, YHUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, a Takke COOJIOACHUs
YIOJIHOMOYEHHBIMU OpraHaMH HCHOJHUTENbHOM BiacTH cyOBbekToB Poccuiickoit ®enepauuu MeTOIUKH
YCTAQHOBJICHHS MPECIIbHBIX Pa3MEPOB OINTOBBIX HAa/J0aBOK M MPEICIbHBIX pa3MepOB PO3HUYHBIX HAJA0aBOK K
(aKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOHM3BOJUTEISIMH JIEKAPCTBEHHBIX IpenapaToB, Ha
JIEKapCTBEHHBIC TMpemaparbl, BKIIOUYEHHBIE B TMEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHUIINX
JIEKapCTBEHHBIX MPEMapaToB (j1anee - o0s3aTeNbHbIe TpeOOBaHMs ),

2) OpraHu3anulo MU IMPOBCACHUC IHPOBCPOK COOTBCTCTBUA JICKAPCTBCHHBIX CPCACTB, HAXOIAIIUXCA B
TpaXxJIaHCKOM 060p0Te, YCTaHOBJICHHBIM Tpe6OBaHI/IHM K UX Ka4CCTBY,

2.1) mpoBeZieHHE KOHTPOJBHBIX 3aKyNOK B IENIAX INPOBEPKU COONIOJCHHUA CyOBbeKTaMH OOpalieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIISIOIIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU Ipenaparamu AJs
MEIUIMHCKOTO PUMEHEHHs, TIPaBMJI OTIYCKa JIGKAPCTBEHHBIX IMPETapaToB JUIsi MEAUIUHCKOTO PUMEHEHHUS
u (wm) 3amnpera npoAaxu (parbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEA00POKAYECTBEHHBIX
JIEKapCTBEHHBIX CPENICTB U KOHTPa(aKTHBIX JI€KAPCTBEHHBIX CPEICTB;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

(m. 2.1 BBeneH denepanbHbiM 3aK0HOM OT 27.12.2018 N 511-D3)

2.2) mpoBeZicHHE KOHTPOJBHBIX 3aKYMOK B IIENIIX INPOBEPKU COONOJCHHUA CyOBeKTaMH OOpalieHHs
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBIIIOIIMMU PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IIpenaparamy s
BETEPUHAPHOTO MPUMEHEHUs, MpaBW HaJJIeKallel anTeuHON NpPaKTHKU JIEKapCTBEHHBIX IpEnapaTroB Ul
BETEPUHAPHOTO MPUMEHEHUA M (WIM) 3ampera Mmpojaaxu (ambCuUIUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB,
He100pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX CPEJCTB;

(m. 2.2 BBeneH denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

3) opranu3anuio U npoBesieHre (hapMaKoHaI30Da;

4) mpuMeHEHHE B IOPSJIKE, YCTAaHOBJIEHHOM 3aKOHOAATenbCcTBOM Poccuiickoit denepauuu, mep 1o
MIPECEUEHUIO BBISBJICHHBIX HApYLIEHUI 00s3aTeNIbHBIX TPEOOBaHUN U (MJIM) YCTPAHEHUIO MOCIEICTBUN TaKUX
HapyUIeHH, B TOM YHCJIe IPUHATHE PEIIECHUS O HaXOXKICHUH JIEKAPCTBEHHBIX CPEACTB B OOpAlllEeHUH, BbIIAUy
NpeANUcaHuii 00 yCTpaHEHUM BBISBICHHBIX HApYLIEHWH OO0s3aTeNbHBIX TPeOOBAHMN M IPHUBICYEHUE K
OTBETCTBEHHOCTH JIUL, COBEPIIMBIINX TAKHE HAPYILICHHS.

(uacTtb 4 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @enepanbHbIi TOCYNAapCTBEHHBIH Hag30p B cdepe OOpalleHusi JIEKAPCTBEHHBIX CPEJICTB
OCYIIIECTBIISIETCA B TIOpsiIKe, ycTaHOBIEHHOM DenepanbHbiM 3akoHOM OT 26 nexadpst 2008 roga N 294-d3 "O
3alUTe TMpaB IOPUAMYECKUX JIMIl M HWHAMBUAYAIbHBIX MpEANpUHUMATENEH TMpU  OCYILIECTBICHUU
rOCyJJapCTBEHHOTO KOHTpoJIi (Hajg30opa) W MYHHLMIIAIBHOTO KOHTPOJA", C Yy4eTOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX HacToslled craTheid. [IpenBapurenbHOE corjacoBaHHE C OpraHaMH IMPOKYpPaTypbl CPOKOB
NIPOBEICHUSI BHEIUIAHOBOM TPOBEpKH CyOBEKTOB OOpallleHHs JIEKApCTBEHHBIX CpEACTB, a TaKkxke
MIPEIBAPUTEIILHOE YBEAOMJICHUE IOPUAMYECKUX JIUL, HHIAUBUAYAIbHBIX IPEINPUHMMATEIEH O Havaie
MIPOBEICHUS STOW MPOBEPKU HE Tpedyercs. OpraHbl MPOKYpaTyphl U3BEIIAIOTCS O MPOBEJACHUN BHETIAHOBOU
MIPOBEPKU CYOBEKTOB OOpaleHHs JEKapCTBEHHBIX CPEACTB MOCPEICTBOM HAIPABIEHUS COOTBETCTBYIOIIMX
JIOKYMEHTOB B TE€YEHHE TpeX pabouyux AHEH C MOMEHTa OKOHYAHMs INPOBEJCHUS yKa3aHHOH BHEIIAHOBOU
HPOBEPKH.

(uacTtb 5 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JloKHOCTHBIE JMIIA OpraHa TIOCYJApCTBEHHOIO Haa30pa B  HOpPSAKE, YCTAHOBJIEHHOM
3aKoHOaTenscTBOM Pocculickon @enepanuu, UIMEOT IPABO:

1) momydaTh Ha OCHOBAaHWM MOTHBHPOBAHHBIX MHCbMEHHBIX 3alpOCOB OT CYOBEKTOB OOpaIeHUs
JIEKapCTBEHHBIX CPEACTB, OPraHOB MCIOJHUTENBHOMN BiacTu cyobekToB Poccuiickoit denepauuu U opraHoB
MECTHOT'O CaMOYIIPaBJICHHUSI JOKYMEHTHI U HH(GOPMAITUIO IO BOMIPOCaM OOpaIleHHs JIEKAPCTBEHHBIX CPE/CTB;

2) OecHpemsTCTBEHHO M0 TPEIBSIBICHUM CIY>KEOHOTO YJOCTOBEPEHHS H KOMHHM IpHKa3a
(pacniopsikeHHs]) OpraHa rocyAapCTBEHHOIO Haja30pa O HAa3HAUYEHUU IPOBEPKMU IOCEIIATh MCIIONIb3yEMbIE
OPUIMYECKUMHU JIULIAMH, WHIUBUIYATbHBIMH MPEITPUHUMATEISIMYU, SBISIOMUMHUCS CYOBEKTaMHU OOpaIlleHUs
JIEKapCTBEHHBIX CPEJCTB, MPH OCYIIECTBICHUH CBOCU IEATEIHLHOCTH TEPPUTOPHUH, 3JaHUS, TOMEIICHHUS U
COOPYXKEHHS B LIETISX MPOBEICHUS MEPOIPUITUIA 1TO KOHTPOJIIO;

3) nmpoBoauTh OTOOp OOpa3LOB JIEKAPCTBEHHBIX CPEACTB, MpeIHA3HAUYEHHBIX Ui pealn3alud U
peanu3yeMbIX CyObeKTaMu OOpallleHUs! JIEKapCTBEHHBIX CPE/CTB, JJISi MPOBEPKU MX KAaueCTBa, NMPOBEICHHUS
WCCIICZIOBAaHUM, WCOBITAHWA B COOTBETCTBHM C TIpaBWIaMu OTOOpa 0O0pasloB, YCTaHOBJICHHBIMU
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTENIBHOM BIIACTH;

31) IPOBOAWUTE KOHTPOJIbHBIC 3aKYIIKU JICKAPCTBCHHBIX NPCIapaToB A1 MCAUIIUHCKOI'O IMPUMCHCHUS B
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HENsAX TPOBEPKH COOIOACHUS CYOBbEKTaMU OOpAIICHUs] JIEKAPCTBEHHBIX CPEJICTB, OCYHICCTBISIOIIUMU
PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH TpenaparaMu JUisl MEAMIIMHCKOTO MPUMEHEHUs], TPaBUI OTITyCKa
JCKapCTBCHHBIX  MpEnapaToB Uil  MEAWIMHCKOrO  MPUMEHEeHWsl ©  (WM) 3ampera  IpoAakd
(banbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEIOOPOKAYCCTBCHHBIX JIEKAPCTBEHHBIX CPEIACTB U
KOHTPa(aKTHBIX JICKAPCTBECHHBIX CPEJICTB;

(. 3.1 BBeneH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

3.2) mpoBOUTH KOHTPOJIbHBIE 3aKYTKH JIEKAPCTBEHHBIX MPEMapaToB AJIsi BETEPUHAPHOTO MPUMEHEHNS B
LesIX TPOBEPKH COOMOJIeHUsT CyOBeKTaMu OOpalleHusl JEKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIOMIUMU
PO3HUYHYIO TOPrOBIIO JIGKAPCTBEHHBIMHM TIpemaparaMu JJisi BETEPUHAPHOTO TPUMEHEHHs, TMPaBUII
HaJIeKalled anTeYHOW MPAKTUKU JICKAPCTBEHHBIX MPEMapaToB IJis BETEPUHAPHOTO NMPUMEHEHUs W (WIJIH)
3ampera npojaxu (HarbcuPUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CPE/CTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

(m. 3.2 BBeneH denepansubiM 3akoHOM OT 02.08.2019 N 297-D3)

4) BblIaBaTh cyOBeKTaM OOpalleHHs JIEKAPCTBEHHBIX CPEIACTB NPEANHUCAHUS O MpeKpalleHUH
HapylIeHHH 00s3aTenbHbIX TpeOOBaHMM W 00 YCTpaHCHMM BBISIBICHHBIX HapyIIEHUH 00s3aTelbHbBIX
TpeOOBaHMIi;

5) HampaBJIATh B YIOJTHOMOYEHHBIC OpraHbl MaTEPHAIIbl, CBS3aHHBIC C HAPYIICHHSIMHU 0053aTEIbHBIX
TpeOOBaHUil, sl pEIICHUS BOIIPOCOB O BO30YX JACHUU YTOJIOBHBIX /1] MO PU3HAKAM MPECTyIICHUH.

7. BLI60pO‘leII>i KOHTPOJIb Ka4Y€CTBa JICKAPCTBCHHBLIX CPCACTB OCYHICCTBIISACTCA YIIOJIHOMOYCHHBIM
(I)C,[[epaJ'IBHLIM OopraHomM HCIIOJIHUTENILHOM BIACTH B YCTAaHOBJICHHOM UM HOPAAKC U BKIIFOYACT B ceOst:

1) o0paboTky cBelneHUI, B 00s3aTCILHOM TOPSAKE MPEIOCTABISIEMBIX CYOBEKTaMH OOpaIeHUsS
JIEKApCTBEHHBIX CPEACTB, O CEPUSX, MAPTUAX JCKAPCTBECHHBIX CPECTB, MOCTYMAIONINX B TPAXKIAHCKUAN 000pOT
B Poccuiickoit @enepanuu;

2) ot60op 00pa31oB JEKAPCTBEHHBIX CPEACTB y CyOBEKTOB 0OpallleHus IEKAPCTBEHHBIX CPEJCTB B IIENIAX
MPOBEJCHHS UCIIBITAHUIN HA UX COOTBETCTBHE TPEOOBAHUSM HOPMATHUBHOM JOKYMEHTAIIUU WJIM HOPMATHUBHBIX
JIOKYMEHTOB;

3) mpuHATHE IO pe3yJbTaTaM IMPOBEACHHBIX MCIIBITAHUM pEHIEHHs O JaJbHEHIIEM TI'PakJaHCKOM
000pOTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPENICTBA;

4) mpuHATHE YIIOJHOMOYECHHBIM (peZIepalbHBIM OPTaHOM HCTIOJHUTEIHFHOW BIACTH PEIICHUS O MEPEBOIE
JIEKapCTBEHHOT'O CPEJCTBA HA IMOCEPUNHBIM BBHIOOPOYHBIA KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEICTB B
Clly4ae MOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO CPEICTBAa YCTAaHOBJICHHBIM
TpeboBaHUAM U (TIpH HEOOXOAMMOCTH) O MPOBEPKE CyOBeKTa 0OpalleHus TeKapCTBEHHBIX CPeACTB. Pacxosl,
CBSI3aHHBIE C TIPOBEJCHHEM ITOCEPUIHHOrO0 BHIOOPOYHOTO KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPEICTB,
OIJIAYMBAIOTCSl MPOM3BOAMTEIEM JIEKAPCTBEHHOIO CpeAcTBa JHOO JAepKaTeleM WM  BJIaAeTbLEM
PErUCTPaIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara.

(dactp 7 BBenena denepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Mnasa 5. PASPABOTKA, AOKITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCNEOOBAHUA
JIEKAPCTBEHHbIX NMPENAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA

www.consultant.ru Crpanmua 19 n3 129
HafeXHasa npaBoBan noaAepXxkKa


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

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 27.12.2019) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Cratbs 10. Pa3paboTka nekapCcTBeHHbIX CpeacTB

1. Pa3paboTka JeKapCTBEHHBIX CPEIICTB BKIIOYACT B c€0sl TIOUCK HOBBIX (hapMaKOJIOTUYECKH aKTHBHBIX
BEIIIECTB, MOCIEAYIOIIee H3YUCHNE MX JIEKAPCTBEHHBIX CBOWMCTB, NOKIMHUYECKHE MCCIEIOBAHNUs, pa3paboTKy
TEXHOJIOTMH TMPOU3BOJICTBA (PapMaleBTUYECKUX CyOCTaHIUMA, pa3padOTKy COCTAaBOB W TEXHOJOTHUH
TIPOM3BOJICTBA JICKAPCTBEHHBIX MPENapaToB.

2. ®uHaHCOBOE OOecIieueHNe pa3padOTKHU JIGKAPCTBEHHBIX CPEJICTB OCYIIECTBISCTCS 3a CUET:
1) cpenctB deaepanbHOrO OOIKETA;
2) cpencTB pa3pabOTUYUKOB JICKAPCTBEHHBIX CPEICTB;

3) cpencTB MpOM3BOAUTENIEH JIEKAPCTBEHHBIX CPEACTB IPHU BBIOJIHEHUH HAYyYHO-HCCIEI0BATEIHCKUX
paboT MO JOTOBOPY MEXIY pa3paOOTYMKOM JIEKAPCTBEHHBIX CPEACTB M IMPOU3BOAMUTEIIEM JICKAPCTBEHHBIX
CPENCTB;

4) UHBIX HE 3alpelIeHHbIX 3aKOHOAATeNCTBOM Poccuiickoit denepanuu HICTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PpAKIAHCKHUM 3aKOHOAATCILCTBOM.

Cratbsa 11. [oknuHMYeckoe uUccrefoBaHMe JIeKapCTBEHHOro cpeacrtesa  Ans
MeAULMHCKOro npuMeHeHus

1. JloknMHHYECKOE WCCIe0BaHUE JIEKAPCTBEHHOTO CPEACTBA ISl METUIIMHCKOTO TPUMEHEHHS
MPOBOJUTCS IMyTeM MPUMEHCHHS HAy4YHBIX METOJIOB OICHOK B MEISIX TOJYYCHHUS JO0Ka3aTeIbCTB
Oe3omacHOCTH, KauecTBa 1 3(h(HEKTHBHOCTH JIGKAPCTBEHHOTO CPEJICTBA.

2. JIOKIMHWYECKOE HWCCIeIOBaHUE JICKAPCTBEHHOTO CPEACTBA IS MEJHWIMHCKOTO TPUMEHEHUS
MPOBOJUTCS B COOTBETCTBHM C TIpaBWJIAMHU HaJIeXkalleld J1abopaTOPHOW MPaKTUKH, YTBEPKICHHBIMU
YIOJTHOMOYCHHBIM (pe/iepalIbHbIM OPraHOM HCITOJIHUTEIBHON BIIACTH.

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

3. Jlns opraHW3aluu U TPOBEACHUS JOKIMHUYECKOTO HMCCIEIOBAHUS JICKAPCTBEHHOTO CPENCTBA IS
MEUIIUHCKOI O MIPUMCHECHHUS pa3paboTunku JIEKapCTBCHHBIX CPEICTB MOTYT MIPHUBJICKATH
HAy4YHO-HCCJICIOBATEIbCKIEC OpPTaHM3aliH, O0pa3oBaTelIbHBIE OpPraHW3aIl[Md  BBHICIIETO  OOpa30BaHUSA,
AMEIONUE HEOOXOJUMYI0 MaTepUATbHO-TEXHUICCKYI0 0a3y ¥ KBATH(DHUIIMPOBAHHBIX CIICIUAINCTOB B
COOTBETCTBYIOIIEH 001aCTH UCCIICIOBAHMS.

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

4. JIOKIMHUYECKOE HCCIEN0BAHUE JIEKAPCTBEHHOIO CpEACTBA Uil MEAMLMHCKOIO IPUMEHEHUS
IPOBOAUTCS 0 YTBEPKAECHHOMY pa3pabOTUMKOM JIEKapCTBEHHOI'O CPEJCTBA IIaHY C BEIECHMEM IPOTOKOJIA
9TOrO MCCIEJOBAHUS U COCTABIEHUEM OTYETa, B KOTOPOM COJAEPIKATCS Pe3ybTaThl ATOIO UCCIEIOBAHUS U
3aKJIIOYEHHE O BO3MOXHOCTHM IPOBEAEHUS KIMHUYECKOTO MCCIIEOBAaHUS JIEKapCTBEHHOIO Ipernapara Jis
MEIUIUHCKOIO IPUMEHEHUS.

5. IlpoBeneHue MpoOBEPOK COONIOACHUS TPABUI HaJUIekKalleld J1abopaTOpHOW MPAKTUKH U MPABOBBIX
HOPM HCIOJIb30BAHUS KMBOTHBIX NP MPOBEICHUU JOKIMHUYECKUX HUCCIIEIOBAHUMN JIEKAPCTBEHHBIX CPENICTB
JUISE  MEIUIMHCKOTO  TPHUMEHEHHUS  OCYIISCTBIISICTCS  YIOJHOMOYEHHBIM  (eepaibHBIM  OpPraHOM
HUCIIOJIHUTEILHON BJIACTH.
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3ynpraTel JOKIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO CpPEACTBA IS MEIUIMHCKOIO
MPUMEHEHHS MOTYT OBITh MPEACTABJICHBI B YIIOJTHOMOUYEHHBIH (hefepanbHblii OpraH UCIOJHUTEIBHON BIacTH
B YCTaHOBJICHHOM ITOPSIAKE B LEJAX IOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO IIpenapara.

Cratba 12. [loknuHu4yeckoe uccriefqoBaHue NeKapCTBEHHOro cpeacTBa U KIMHU4YecKoe
uccnegoBaHue NeKapcTBEHHOro npenapara Ansi BeTepuHapHoro npuMeHeHus

1. JIOKIMHHMYECKOE UCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M BETEPUHAPHOIO IPUMEHEHUs
MPOBOAMUTCS IyTEM MPUMEHEHHS HAay4YHbIX METOAOB OLEHOK B LEIAX MOJY4YeHHs] J10Ka3aTelbCTB
0€e30I1acHOCTH, KauecTBa U 3((EKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, B TOM UYHUCIIE ONPEAETICHUs CPOKa €ro
BBIBEJICHUSI W3 OpraHM3Ma >KMBOTHOIO, B LEIsIX oOecrneyeHus Oe30MacHOCTH MNPOAYKLUU >KUBOTHOTO
IPOMCXOXKIECHUS MOCIIe IPUMEHEHUS COOTBETCTBYIOLIETO JEKAapCTBEHHOTO Mpernapara.

2. JIOKJIMHHUYECKOE HCCIEN0BAHUE JIEKAPCTBEHHOIO CpEACTBA M KIMHUYECKOE HCCIEI0BAHUE
JEKapCTBEHHOTO Iperapara JUis BETCPUHAPHOTO TMPUMEHEHUs, UCCIEeI0BaHHEe OHWO3IKBHBAJICHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOr'O IIpernapaTa IMpPOBOJATCS B COOTBETCTBHUM C IPaBUJIaMH, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

3. JIOKIMHUYECKOE HCCIIEJOBaHUE JICKAPCTBEHHOI'O CpEACTBA M KIMHMYECKOE HCCIeI0BaHUE
JeKapCTBEHHOTO0 Iperapara Uil BETEPUHAPHOIO TMPUMEHEHHUs MPOBOJATCS MO  YTBEP)KICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOTO CpEJCTBA IUIaHy C BEACHHEM IPOTOKOJOB OSTHX HCCIEAOBAaHUNA U
COCTaBJIEHUEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTAThl ATUX UCCIICOBAHUM.

4. Jlng opraHu3allMd ¥ TPOBENEHUS JOKIMHHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOTO CpEACTBAa U
KJIIMHUYECKOTO HCCIIeIOBaHMs JIEKApCTBEHHOrO IpernapaTa Ul BETEpUHAPHOIO NPUMEHEHUs pa3paboTyUuK
JIEKapCTBEHHOT'O CpeAcTBa  MOXET  IIPHUBJICKATbh OpraHu3alui, UMeIIue  HEOOXOIUMYIO
MaTepHaAIbHO-TEXHUUYECKYI0 0a3y M KBaIM(DPULUUPOBAHHBIX CIELHATUCTOB B COOTBETCTBYIOIIEH 001acTH
HCCIIEI0BaHUS.

5. KiuHuyeckue UCCIENOBaHMs JICKAPCTBEHHBIX IIPENApaToB I BETEPUHAPHOIO IPUMEHEHUs
MIPOBOJATCS B BETEPUHAPHBIX OpraHM3alMsAX M B OpPraHU3alMsX, OCYIIECTBISIOIIMX pa3BelICHHUE,
BBIpAIIMBAaHUE U COJICPKAHUE )KUBOTHBIX, B LEJISIX:

1) YCTaHOBJICHH IIEPEHOCUMOCTHU JICKAPCTBCHHBIX ITPEIIapaToB 3J0POBBIMHA )KMBOTHBIMH,

2) noa0opa ONTUMAbHBIX JTO3UPOBOK JIEKAPCTBEHHBIX MpENapaToB M Kypca JeUeHUs Ha KOHKPETHOM
IpyTIie >KUBOTHBIX C ONPEEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHHs 0€30MacHOCTH M 3(PPEKTUBHOCTH JICKApPCTBEHHOTO MpenapaTa, npeIHa3HaueHHOro JJis
JICYCHHS ONPEICTICHHBIX 3a00JI€BaHUN KUBOTHBIX, WIH 3()()EKTUBHOCTH JIEKAPCTBEHHOTO IIperapara JJis
npodunakTuku 3a00JIeBaHNUN 3J0OPOBBIX KUBOTHBIX;

4) wu3ydyeHHs BO3MOXKHOCTEH pacIIMpeHHUs T[OKa3aHUM K TNPUMEHEHHIO 3aperUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tpernapara 1 BhISIBICHUS PaHEe HEU3BECTHBIX MOOOUHBIX JEHCTBHIA.

6. Kiauamueckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpeliapaTa JIA BCTCPHUHAPHOIO MIPHUMCHCHUA
OCYHICCTBJIACTCA 3a CHCT CPCACTB pa3pa60TqI/H<a JICKAPCTBCHHOI'O CpCACTBA.
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7. OTueTsl 0 pe3ynbTaTax AOKIMHUYECKOIO MCCIeOBaHUS JIEKAPCTBEHHOTO CPEICTBA U KIMHUYECKOTO
HCCIIeZIOBAaHMS JIEKAPCTBEHHOI'O Ipernapara JJs BeTepUHAPHOT'O MPUMEHEHHS COCTaBIISIOTCS pa3paboTYHMKOM
JIEKapCTBEHHOI'O CPEACTBA C YYETOM 3aKJIIOUEHUI OpraHu3aluii, IPUMHUMABIIMX Y4YacTHE B OpraHM3alUM U
MIPOBEJIEHUH 3TUX UCCIIETOBAaHUM.

8. KOHTpOHB 3a IPOBCACHUCM JOKIIMHHUYCCKUX I/ICC.]'IG)IOBaHI/II\/’I JICKAPCTBCHHBIX CPEACTB U KIIMHUYCCKUX
I/ICCJ'IG,I[OBaHI/Iﬁ JICKApPCTBCHHBIX IIperapaToB JJIA BCTCPpUHAPHOI'O IIPUMCHCHUA OCYHIECTBIIACTCA
YHIOJHOMOYCHHBIM Cl)eﬂepaﬂbHBIM OpraHomMm HWCIIOJTHUTEILHOM BIIACTH.

Maga 6. OCYLWLECTBJIEHME FOCYOAPCTBEHHOWU PETMCTPALIUN
JNIEKAPCTBEHHbIX NMPEMNAPATOB

CraTtbsa 13. Focyp,apCTBeHHaﬂ perncrtpauunsa nekKapCcrtBeHHbIX npenapartoB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickoit @enepanuu 10MyCKalOTCs MPOU3BOJICTBO, M3rOTOBIICHUE, XpAaHEHHE, IIEPEBO3Ka, BBO3 B
Poccuiickyro @enepaunio, BbIBO3 U3 Poccuiickoit @enepauuu, pekiiama, OTIYCK, peanu3anus, nepeaaya,
MMPUMEHEHNE, YHHUTOKCHHUE JIEKAPCTBEHHBIX IMPENapaToB, €CIM OHHU 3apETUCTPHPOBAHBI COOTBETCTBYIOIIUM
YIIOJIHOMOYECHHBIM (peiepaibHbIM OPTaHOM HCIIOTHUTEIIBHON BIIACTH.

(dacts 1 B pen. @enepanbroro 3akoHa oT 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM pEruCcTpaluy MOJIeXkKaT:

1) Bce nekapCTBEHHBIE Mpemaparbl, BIEpBbIE MOJUIeXKAlIMEe BBOAY B oOpamienue B Poccuiickoit
denepaunu;

2) JexapCTBEHHbIE TMpenaparbl, 3aperuCTPUPOBAaHHBIE paHee, HO MPOU3BEIACHHbIE B APYTUX
JIEKapCTBEHHBIX (OPMAX B COOTBETCTBUU C IIEpEUYHEM HAMMEHOBAHHMH JIEKApCTBEHHBIX (OpPM, B HOBOMH
JI03UPOBKE IMPU J0KA3aTENbCTBE €€ KIMHUYECKON 3HAaUNMOCTH U 3 (HEKTUBHOCTH;

3) HOBBIC KOM6I/IHaI_II/II/I 3apCTUCTPUPOBAHHBIX PAHCC JICKAPCTBCHHBIX ITPCIIAPATOB.

3. T'ocynapcTBeHHas perucrpanusi JEKapCTBEHHBIX IPENapaToB OCYIIECTBISETCS IO pe3yJibTaTaM
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, a TOCYJAapCTBEHHAsl perucrpauus Op(paHHBIX JEKapCTBEHHBIX
MpernapaToB OCYLIECTBIISETCSA MO pe3yJbTaTaM SKCIEPTH3bl JOKYMEHTOB, MTPEICTAaBICHHBIX Ul OMpeesIeHUs
BO3MO)XKHOCTH  pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipernapar [uisl MEJULUHCKOIO IPUMEHEHMs IIpU
OCYILECTBIIEHUH T'OCYJapCTBEHHOIH perucTpanyuy B KadyecTBe Op(aHHOIO JIEKApCTBEHHOrO NpenapaTa, U 10
pe3ysbTaTaM 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. T'ocynapcTBEeHHas perucTpanus JEKapCTBEHHOIO IIpernapaTa OCYLIECTBIISIETCS COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM MCIOJHUTEIBHOM BJIACTH B CPOK, HE TMPEBBIMIAIONIANA CTa
MIECTUACCATH pabo4YMX JHEH CO JHS TPUHATHS COOTBETCTBYIOIIECTO 3asBJICHUS O TOCYAapCTBEHHOU
perucTpaluy JIEKapCTBEHHOro ImpernapaTta. B yka3aHHBIH CpPOK BKIIIOYAeTCs BpeMs, HeoOXoaumoe s
MOBTOPHOTO MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaTheil 25 HACTOSAIIETO
®enepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM pErucTpalii JICKapCTBEHHOTO Ipenapara MCUUCISAETCS CO
THS TPUHATHS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM ()eIepalibHBIM OPraHOM HCIHOJHUTEILHON BIIACTH
COOTBETCTBYIOILIETO 3asBJICHUSI O TOCYJAapCTBEHHOM pErucTpalMy JIEKapCTBEHHOrO IIpernapara C
MPUJIOKEHUEM HEOOXOIMMBIX JOKYMEHTOB TIO JIGHb BBIJIAYd PETHUCTPAIMOHHOTO  YIOCTOBEPEHUS
JICKapCTBEHHOI0 IpernapaTta. Bpewms, HeoOXxonuMoe Al HaMpaBlICeHUs YIOJHOMOYEHHBIM (eaepaibHbIM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

OpPraHOM HCIIOJIHUTENBHON BIACTH 3alpoca O MPEICTaBICHUH HEOOXOAWMBIX MAaTepPHAllOB U MPEACTaBICHUS
3asBUTEJIEM OTBETA Ha JAHHBIN 3alpoC B COOTBETCTBUU CO cTaThsiMu 16, 19 u 23 HacTosimero deaepanbHOro
3aKO0HA, HE YYUTBIBACTCS IIPU UCUMCIICHUU CPOKa rOCYIapCTBEHHON PEruCTpallu JIEKapCTBEHHOTO IIpenapara.

5. T'ocynapCTBEHHOM perucTpaluy He MOAJICKAT:

1) JICKApPCTBCHHLIC TIp€riapaTbl, HN3TOTOBJICHHLIC AallITCYHBIMU OpraHu3aluiaMy, BCETCPUHAPHBIMU
AIlITCYHBIMU OpraHu3alyuiMK, HHIAWBUAYAJIbBHBIMH IIPECANIPHUHUMATCIIAMU, KOTOPBIC HMCIOT JIMOCH3HWIO Ha
(papMaueBTqucxon ACATCIIbBHOCTb, TII0 PCHCITAM Ha JICKAPCTBCHHBIC IIPCIApPAThl U Tpe6OBaHI/I${M
MCINIMHCKHUX opraHmauHﬁ, BCTCPUHAPHBIX OPI' aHHSaHHﬁ;

2) nexkapCTBEHHBIE Mperaparhl, IpHOOpeTeHHbIE (DM3MUSCKUMHU JHUIAMH 3a Tpenenamu Poccuiickoit
denepauny U NpeIHA3HAYCHHBIE JI1 IUYHOTO UCTOJIb30BAHMUS;

3) nexapCTBEHHBbIE MpernapaThl, BBO3UMbIe B Poccuiickyro deneparuio sl OKa3aHUS METUITMHCKOU
NOMOILA IO JKU3HEHHBIM IOKAa3aHUAM KOHKPETHOTO MAlMEHTa HAa OCHOBAaHUHU PA3PEILICHHS, BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOJIHUTENBHOMN BIIACTH;

4) nexapcTBEHHBIE cpelCcTBa, BBO3UMBIE B Poccuiickyro ®Penepanuio Ha OCHOBAHWU BBIAAHHOTO
YIIOJIHOMOYEHHBIM (pe/IepaIbHbBIM OPraHOM HCIIOJIHUTENFHOW BIIACTH pa3pelleHHs] U MpeaHa3HaueHHbBIC IS
MIPOBEJICHUS] KIMHUYECKUX HCCIIEJOBAHUN JIEKAPCTBEHHBIX IpenapaToB M (WJIM) MPOBEIEHUS AKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB VISl OCYIIECTBIECHHS TOCYIAPCTBEHHON PETUCTPALlNN JIEKAPCTBEHHBIX IPENapaToB;

5) bapmaneBTHUEeCKUE CyOCTaHIINM;

6) pa,I[I/IO(i)apMaI_[CBTI/ILIeCKI/Ie JICKAPCTBCHHBIC TIpC€Haparbl, HM3IOTOBJICHHLBIC HCEIMOCPCACTBCHHO B
MCIUIMHCKUX OpraHu3anudax B TMOPAAKEC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM (I)e[[epaJ'IBHLIM OpraHomMm
HCIIOJHUTEILHOM BJIaCTH,

7) nexapCTBEHHBIE TIPEeNapaThl, MPOU3BOIUMBIE JJI SKCTIOPTA.
6. He nomyckaercst rocyjapCTBEHHAsi pErucTpanus:

1) JICKApCTBCHHLIX IPEIAapaToB, OTIMYAOINUXCA APYT OT Apyra Ka4€CTBEHHBIM COCTAaBOM HeﬁCTBYIOHIHX
BCIIECTB, IO OANHAKOBBIM TOPrOBbIM HAMMCHOBAHUECM;

2) OIHOTO IIEKapCTBEHHOTO TIperapaTa, MPEICTaBICHHOTO Ha TOCYJapCTBEHHYIO PErHCTpaIfio B
OTHOIICHUM OJHOTO ¥ TOTO JK€ JepKaTelis WM BIAJeNiblla PETUCTPALMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO TMpernapara B BHJIE IBYX U 0oJiee JIEKAPCTBEHHBIX MPEIapaToB MO Pa3IMIHBIMU TOPTOBBIMU
HaUMEHOBAHMSIMH.

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

7. Tlo 3ampocy (B ayeKkTpoHHOH (opMe wminM Ha OyMaKHOM HOCHUTeNe) cyObekTa oOpalieHus
JIEKapCTBEHHBIX CPEACTB COOTBETCTBYIOLIIUM YIHOJIHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, OCYILECTBIISIOLUIIM TOCYJAPCTBEHHYIO PETUCTPAIMIO JICKAPCTBEHHBIX MPEnapaToB, B yCTAHOBICHHOM
UM TIOPSIIKE OCYUIECTBISIETCS HAyyHOE KOHCYJIBTHPOBAHHE II0 BOIMPOCAM, CBSI3aHHBIM C IIPOBEICHHEM
JTOKITMHAYECKUX HCCIEIOBAaHUH, KIMHUYECKUX WCCIECIOBAHUN JICKAPCTBEHHBIX IPETapaToB, IKCIEPTH3BI
Ka4eCcTBa JIEKAPCTBEHHBIX CPEACTB, 3(PHEKTUBHOCTH M OE30MACHOCTH, C OCYLIECTBICHHEM T'OCYAapCTBEHHON
perHCTpalyi  JICKapCTBEHHBIX IpenapatoB. KOHCYJIbTUpOBaHME OCYHIECTBISIETCS C IPHUBJICYCHUEM
(benepanbHBIX TOCYJApCTBEHHBIX OIO/DKETHBIX YUPEXIECHUH, MOJBEIOMCTBEHHBIX JaHHOMY (enepanbHOMY
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

OpraHy HCIIOJIHUTENIbHOW BJIACTH M HE YYACTBYIOIIMX B OpPraHU3AllMM IMPOBEACHUS HKCIEPTU3bl KayecTBa
JIEKapCTBEHHBIX CPEACTB B LIEISAX OCYILECTBICHMSI MX TOCYJapCTBEHHOM pPErMCTpaluyd B COOTBETCTBHU CO
cratbeil 16 Hacrosimero denepanbHOro0 3aKOHA, B BUJIC OTBETAa B MHUCHMEHHOW (opMe YIIOTHOMOYEHHOTO
(denepaTbHOTO OpraHa HWCIOJHHUTENBHON BIacTH Ha 3ampoc. Pa3smep B3uMaeMoil ¢ 3asBUTENS IUIATHI
onpesieNsieTcsi B COOTBETCTBUM C 3aKoHojarenbcTBOM Poccuiickoit ®enepanuu 00 opraHu3anuu
IPEIOCTaBICHUS! TOCYAAPCTBEHHBIX U MYHUILIMINAIBHBIX yciIyr. MHopmainus 00 ocyliecTBICHUH HAyYHOTO
KOHCYJbTUPOBAHUS, B TOM YHCJE CTaTbu, O030pBI, CIOpaBOYHBbIE MaTepuanbl U HHasg HHPopmanus 00
OCYILIECTBIICHUM HAYYHOTO KOHCYJIbTHPOBAHHUS, pa3MelaeTcss Ha O(QUIMATIbHOM CalTe YHOJIHOMOYEHHOTO
(denepaabHOrO0 OpraHa WCIOJHUTENBHON BinactTh B cetd "MHTepHET" ¢ COONIOJIEHUEM OTpaHHYCHUH,
YCTAaHOBJIEHHBIX 3aKOHOJATEIIbCTBOM O MEPCOHAJBHBIX JaHHBIX, KOMMEPYECKONW M (WJIM) roCyAapCTBEHHON
TalHe.

8. T'ocymapcTBeHHass perucTpalnys JEKapCTBEHHBIX IpPENapaToB, KOTOPblE IpeAHa3HA4YEeHbl IS
NPUMEHEHUsT B YCIOBHUAX BOEHHBIX JI€HCTBMH, 4Ype3BBIYAMHBIX CHUTyalMid, NPOPHUIAKTUKH M JICUEHUS
3a00J€BaHUN W TOPAKEHUH, IMOJyYeHHBIX B pe3yJbTaTe BO3JIEHCTBHS HEOJArONpUATHBIX XUMHUECKHUX,
OMOJIOTUYECKUX, PAJUALMOHHBIX (PAKTOpOB, W pa3paboTaHbl MO 3aJaHUI0 (eAepaTbHBIX OpPIraHOB
WCTIOJTHUTEBHOW BJIACTH, YIOJHOMOYEHHBIX B 00JIaCTH OOOpPOHBI CTpaHbl M 0€30MacCHOCTH TOCYAapCTBa,
OCYIIIECTBIISIETCS B MOPSAKE, ycTaHOBIeHHOM [IpaBuTtenscTBoM Poccuiickoit denepanuu.

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

1. 3KCHCpTI/ISa JICKAPCTBCHHLIX CPCACTB OCHOBLIBACTCA HA NPHUHOHUIIAX 3aKOHHOCTH, CO6J'[IOI[CHI/I$I npaB u
CBO60,ZI YCJIOBCKA U TpaxJaHWHA, IpaB HOPpUAWNYCCKOro JIMla, HC3aBUCHUMOCTHU OKCIIEpTa, O6T)€KTI/IBHOCTI/I,
BCCCTOPOHHOCTHU W IIO0JIHOTBI I/ICCJIG,Z[OBaHI/Iﬁ, IIPOBOAMMBIX C HCIIOJIB30BAHHEM COBPEMCHHBIX ,Z[OCTI/I)KGHI/Iﬁ
HAaYKH MW TCEXHUKH, OTBETCTBCHHOCTU (beﬂepaanoro rocyaapCTBEHHOT'O 6I-O,Z[)KCTHOF 0 YUYpPCKICHHUA 110
MIPOBCACHUTIO DKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB U SKCIICPTOB 3a MPOBCACHUC U KAYCCTBO SKCIICPTU3HI.

2. DKcnepTu3a JeKapCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO IIPUMEHEHHS] BKIIIOYAET B CeOsI:

1) skcnepTu3y MAOKYMEHTOB, MPEICTAaBIECHHBIX IJIsi ONpEAeNieHHWs BO3MOXXHOCTH pacCMaTpUBATh
JICKapCTBEHHBIM TIpemapar Jyisi MEAWIIMHCKOTO TPUMEHEHHUS TPU OCYIIECTBICHUH TOCYAapCTBECHHOU
perucTpaiuu B kauecTse ophaHHOrO JIEKaPCTBEHHOT'O IIPerapara;

2) OKCIICPTU3Y MNPCIJIOKCHHBIX MCETOJOB KOHTPOJIA KadeCTBaA JICKAPCTBCHHOI'O CPEACTBA W KadeCTBa
IpCACTAaBJICHHBIX O6p8.31_[0B JICKAPpCTBCHHOT'O CPCACTBA C UCIIOJIB30BAHUECM OTUX MCTOAOB (ﬂaﬂee - OKCIICpTU3a
Ka4ueCTBa JICKAPCTBCHHOT'O CpeI[CTBa);

3) sKcnepTU3y OTHOIICHHS 0XKMJAEMOW IMOJIb3bl K BO3MOXXHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOTO
mpemnapara.

Koncynprantllntoc: npumeuanue.
C 01.03.2020 4. 2 ct. 14 nononusiercs m. 4 (O3 ot 27.12.2019 N 475-03). CMm. OyAylIyI0 peAaKIHIO.

3. DkcmepTu3a JICKapCTBEHHBIX NPENapaToB JJiI BETEPUHAPHOTO TNPUMEHEHHs BKJIIOYAeT B ceOs
JKCIIEPTH3y KadecTBa JIEKAPCTBEHHOTO CPEACTBA U OKCIEPTH3y OTHOIIEHUS OXXKHIAEMOW TMONb3bl K
BO3MOKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOI O Mpernapara.
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Ctatba 15. ®PenepanbHoe rocyfapcTBeHHOe GroKeTHOe yuypexaeHue no npoBeAeHuUIo
3KCNepTU3bl NleKapCTBEeHHbIX CPeacTB

DKcrmepTr3a JIEKapCTBEHHBIX CPEJACTB TPOBOAUTCSA (eepabHBIM TOCYAAPCTBEHHBIM OFO/KETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOIIEIO YIMOJIHOMOYEHHOTO (eIepalbHOIO OpraHa HCIOJHUTENBHON BJIACTH,
CO3IaHHBIM I OOECreueHus HCIIOJIHEHUSI TOJHOMOYUN 3Toro ¢eaepanibHOrO0 Opra€a IO Bblaye
paspelieHuil Ha TPOBEJCHHE KIMHUYECKHX MCCIEAOBAHUN JIGKAPCTBEHHBIX TMpenaparoB © (WIH) 10
rOCYJJapCTBEHHOMN pErncTpaIiy JeKapCTBEHHBIX MpenapaToB (Jlanee - SKCHepTHOE YUPEKICHHE).

CraTtbsa 16. OpraHunsauuns npoBeaeHUs1 3KCNEePTU3bl NIeKapCTBEHHbLIX CPeaAcTB
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. 9KCHepTI/ISa JICKApCTBCHHBIX CPCACTB IIPOBOAUTCA KOMHUCCHUEH 9KCIICPTOB IKCIICPTHOI'O YUPCIKACHU,
Ha3HA4YCHHOHN €ero PYKOBOOUTCIICM, HAa OCHOBAHHU 3aJlaHHd Ha IMPOBCACHUC SKCIICPTU3LI JICKAPCTBECHHOI'O
CpeacTBa, BBIJAHHOI'O0 YIIOJIHOMOYCHHBIM q)enepaanLIM OopraHomMm HCIIOJIHUTEIILHOM BJIACTH. PyKOBOI[I/ITeJIL
OKCIICPTHOI'0 YUPCIKACHUA obecreynBacT Haajaex)amee NMpOoBCACHUC OKCIICPTU3BI JICKAPCTBCHHBLIX CPCIACTB B
COOTBCTCTBUH C 3aJaHUEM, BBIJAHHBIM YIIOJTHOMOYCHHBIM q)ellepaJ'IBHLIM OopraHomM HCIIOJIHUTEILHOMN BJIaCTH,
MU OpraHU3y€T IMOAIOTOBKY CBOJHOI'O 3aKIFOYCHUA 3TOH KOMHCCHH. B cocTaB 3TOM KOMHCCHM IO PEIICHUTIO
PYKOBOAUTCIIAL OJSKCIICPTHOI'O YUYPCKIACHUS MOTYT OBITH BKJIIOYEHBI B KayeCTBE OKCIICPTOB JiMIA, HE
pa60Ta10mHe B JaHHOM OKCIICPTHOM YYPCKIACHUH, CCIIM HUX CIHCHUAIIBHBIC 3HAHHWA HeO6XOI[I/IMLI JJIsL
MMPOBCACHUA SKCIICPTU3BI U TAKHUEC SKCIICPTHI OTCYTCTBYIOT B JAHHOM 3KCIICPTHOM YUPCIKIACHUH.

2. DKcrepToM IO MPOBEIEHUIO SKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB SIBJISETCS ATTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUYPEKICHHs, KOTOPbIH HKMEeT BbICIIEE MEIUIMHCKOe, (apMaleBTUYECKOE,
OuoJIOrnYecKoe, BETEPUHApPHOE WIM XMMHUYECKoe OOpa30BaHUE M MPOBOJUT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEeZCTB B MOPSI/IKE UCIIOTHEHUS CBOMX JOJKHOCTHBIX 00S3aHHOCTEH (Jjanee - SKCIepT).

3. Ilpu mpoBeieHUH SKCTIEPTU3HI JIGKAPCTBEHHBIX CPEICTB HKCIEPT HE MOXKET HAXOTUTHCS B KAaKOU-JINOO
3aBHCUMOCTH OT JIMIIA, HA3HAYMBIIETO 3Ty AKCIEPTH3Y, Pa3pabOTIMKa JIEKApCTBEHHOTO CPEACTBA MU APYTUX
3aMHTEPECOBAHHBIX B PE3yJIbTaTaxX AKCHEPTU3bI JIULL.

4. Ilpu mpoBeNeHUH SKCIEPTHU3BI JIEKAPCTBEHHBIX CPEACTB HE JIOMYCKAaeTCs HCTPeOOBaTh Yy 3asBUTENS
a0 MHBIX JIMII MaTepuaibl, HEOOXOOUMbIC AJIsl IPOBEAEHUS AKCHEepTH3bl. B ciyyae HeqocTaTOYHOCTH
IIPEJICTaBICHHBIX IKCIIEPTY MAaTEPUAJIOB ISl 1a4M 3aKIF0YEHHs SKCIIEPT CTABUT BOIIPOC O MPEACTABICHUH EMY
HEOOXO/JMMBIX MAaTepHajoB Iepe] PYKOBOAMTENIEM SKCHEPTHOIO YUPEkKACHHUs, KOTOpHIA oOpaiaercs c
COOTBETCTBYIOIIUM 3aIIPOCOM B YIIOJIHOMOUYEHHBIH (heiepaibHbli OpTraH UCTIONHUTELHON BIACTH, BBIJABIINT
3a/laHue Ha TPOBEJCHHE OHKCIEPTU3bl JIEKAPCTBEHHOIO CpEICTBA. YKa3zaHHBIM (enepanbHbIi  Oprax
WCIIOJIHUTENIBHON BIIACTH B TEUEHHE MATH pabouyMx [HEH cOo JHS MOCTYIUICHHS 3ampoca PYKOBOIUTENS
9KCHEPTHOIO YUYPEXJEHHs] HalpaBiseT 3asBUTENIO0 3allpoC O IMPEACTaBIEHUM HEOOXOAMMBIX MAaTepHUasoB.
JlaHHBIN 3a1pOC MOKET OBITh MEpeJaH YIOJIHOMOYEHHOMY MPEICTABUTENIO 3assBUTEINS JIMYHO MO/ PACIUCKY,
HampasJeH IO MOYTe 3aKa3HbIM MUCbMOM WJIM MEpEeaH B 3JIEKTPOHHOH (opMe 1Mo TeTeKOMMYHUKAITMOHHBIM
KaHaJlaM CBs3M. B ciydae HampaBieHUs JAaHHOIO 3amlpoca II0 II0YTe 3aKa3HbIM NHMCbMOM OH CUHUTAETCA
IIOJIyYEHHBIM 110 UCTEYEHUU IIECTH THEW ¢ JaThl HAIIPABJICHUS 3aKa3HOIO NMHChMa.

(uactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asButens 00s3aH MPEACTaBUTH OTBET HAa 3alpoC YIOJIHOMOYEHHOro ¢eAepalbHOro opraHa
UCTIOTHUTENFHOM BIIACTH B CPOK, HE MPEBBIIIAIONIMIA JEBSHOCTa PabOYMX IHEH CO JHS €ro MOJNy4YeHHSs.
YnoiaHoMOYeHHbIH (efiepabHBIi OpraH HMCIOJHUTENBHONW BJIACTH, BBIIABIIMM 3aJaHMe Ha INPOBEJCHHE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA, B TEUCHHE MATH paboumX JHEH CO THS MOCTYIJICHUS OT 3asBUTEIS
OTBETa Ha JAHHBIN 3aIIpOC HANpPABJISIET TAaKOM OTBET B AKCIIEPTHOE yupexaeHue. B ciyuyae HenpeacraBieHUs
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N0 KCTEUCHHWU JEBSHOCTa pPaboumX MAHEH 3asBHUTENeM OTBETa Ha JaHHBIH 3alpoc YHOJIHOMOYCHHBIN
(benepanbHBIi  OpraH WCIOJHUTEIBHOW BJIACTH, BBIJABIIMKA 33/JlaHUE HA TPOBEJCHHUE DSKCIEPTU3HI
JIEKApCTBEHHOTO CpEJACTBA, B TEUEHHE MATH pPadOYMX JHEW HampaBisieT B SKCIEPTHOE YUPEKICHHE
yYBEJOMJIEHHE O HEINPEACTaBICHUM 3asBHTEIIEM OTBETa Ha 3alpoCc yKAa3aHHOTO opraHa. Bpems co mHs
HaTpaBJICHHUS 3aMpoca SKCIEPTHOTO YUPESKICHHS B YIIOJIHOMOYCHHBIN (hesiepabHbIid OpraH UCTIOHUTEILHON
BIACTH IO JHS TOJYyYeHHS OSKCIHEPTHBIM YYPEKACHHEM OTBETa Ha 3alpoc WJIM YBEJOMIICHHS O
HETIPEJICTABICHNH OTBETa Ha 3alpoCc HE YYHTBHIBACTCS NPU HMCUYHCICHHH CPOKa IMPOBEICHHS DKCIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA.

(uactp 4.1 BBeneHa @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. Ecau B cocTaBe pPETrMCTPALMOHHOIO JOChE€ Ha JIEKApCTBEHHBIN Ipemnapar Al MEIULUHCKOIO
MIPUMEHEHHUsI COJIEPKUTCS MpeaycMOoTpeHHas ctatbed 18, gacTeio 1.1 crarem 30 u crateelr 34 HacTOAMIErO
denepanbHOro 3aKOHa KOMHUsS PeIeHHs! YIIOJHOMOUYEHHOI o (hefiepalibHOro opraHa UCIOJIHUTEIbHON BIacTu O
NPOBEICHUM WHCIEKTHUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB, 3KCIEpPTy 10 O(GOpMIIEHUS
PE3yJIbTaTOB 3KCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJCTBA MPENOCTABIISETCS B MOPSAJIKE M HA YCIOBHUSAX, KOTOPBIE
MPEeTyCMOTPEHBI YacTsIMU 4 1 4.3 HACTOALIEH CTaTbM, KOIMS 3aKJIIOYEHUS O COOTBETCTBHM IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUSAM MpPaBUI HaAJeXallell NPOU3BOACTBEHHON NPAKTHUKH, BBIAAHHOTO
YIOJHOMOYEHHBIM (e/iepalibHbIM OPraHOM HUCIIOJIHUTEIbHON BIIACTH.

(dactp 4.2 BBeneHa ®enepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.3. 3asBuTenb 0053aH NPEACTaBUTh B YIIOJIHOMOYEHHBIN (hefepalibHbI OpraH UCHOIHUTENBHOM BIACTH
KOIIMIO 3aKJIIOYEHUS O COOTBETCTBMM IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHHUSIM TpaBUII
Ha/IJIeKalIel MPOU3BOACTBEHHON MPAKTUKU B CPOK, HE MPEBBIIIAIONINI CTa BOCBMUIECATH pabounX JHEW CO
JHS TIOJYyYEHHs 3ampoca O €€ IPEJOCTaBICHUHU. YIIOJIHOMOYEHHBIH (heepaabHblii OpraH HCIOJIHUTEIbHON
BJIACTH, BBIJABIINN 3a/1aHNE HA IPOBEJICHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B TEUEHHE MSITH pabodunX
JHEHM CO JHA TOCTYIUIEHUS OT 3asBUTENA KOIMH 3aKIOYCHHMs O COOTBETCTBHMM IIPOM3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUJ Ha/AJeKallel MPOMU3BOACTBEHHOM MPAKTUKH, HAIIPABIISET €€ B
JKCIIEPTHOE yUupexkIeHHe. B ciydae HelnpeacTaBiaeHus 3asiBUTEIEM B YKA3aHHBIA CPOK KOIIUU 3aKJIFOYECHUS O
COOTBETCTBUM  IIPOMU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TPeOOBAHMAM  IPaBWI  HaAJeXallel
MIPOU3BOJICTBEHHOHN MPAKTUKU YIIOJHOMOYEHHBIN (efepalbHbIi OpraH MCTIOTHUTEIBHOW BIIACTH, BBIIABIIHNA
3a/laHue Ha MPOBEACHHUE IKCIIEPTHU3HI JIEKAPCTBEHHOI'O CPEJICTBA, B TEUECHUE MATH pabouux JTHEH HamlpaBiseT B
JKCIIEPTHOE YUPEXKIECHUE YBEAOMIICHUE O HENIPEACTABICHUH 3assBUTEIEM KOIIMU 3aKJIFOUYEHUS O COOTBETCTBUU
HPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM MpPaBUI HaJJIeXKalled MPOU3BOACTBEHHON MPAKTUKH.
Bpemst co nHS HampaBJeHHs 3ampoca HKCHEPTHOTO YUPEXKJICHHS B YIOJHOMOUYEHHBIN (enepanbHblii opraxn
HCIIOJIHUTEJIBHON BJIACTH A0 JHS IOJIy4EHHS SKCIIEPTHBIM YUPEKIACHUEM KOIUU 3aKII0YEHUS O COOTBETCTBUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM IpaBUJI HajJeXkalleld MPOU3BOJACTBEHHOMN MPaKTUKU
WJIY YBEIOMJICHUS O €€ HENPE/ICTABIICHUH HE YUUTBHIBAETCS IPHU MCUUCIECHUN CPOKA IPOBEICHUS SKCIEPTHU3BI
JIEKapCTBEHHOI'O CPEJCTBA.

(uacts 4.3 BBeena @enepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. DKCHepT Mpu MPOBEJACHUH MOPYUYSCHHON eMy PYKOBOJIUTEICM SKCIEPTHOTO YUPEKICHHS IKCICPTH3BI
JIEKapCTBEHHOT'O CPEICTBA 00s13aH:

1) mpoBecTu MoOIHOE UCCIIEAOBaHUE NPEICTABICHHBIX €My OOBEKTOB, MaTEpPHAJIOB, 1aTh 0OOCHOBAHHOE
1 00BEKTHBHOE 3aKJIIOUEHHUE MO MOCTABIEHHBIM IE€pe] HUM BOIIPOCAM WJIM MOTHUBHPOBAHHOE 3aKIIOYCHHE O
HEBO3MOXKHOCTH TPOBEJECHUS MM SKCIEPTHU3bl JIEKAPCTBEHHOI'O CPEICTBA, €CIM IOCTaBJIEHHBIE BOIPOCHI
BBIXOJAT 3a Mpeesbl CHEelUaIbHbIX 3HAHUH 3KCIepTa, 0ObeKThl MCCIeIOBAaHUNH U MaTepuajbl HEMPUTOHbI
WIM HEJOCTaTOYHbI JJIsi MPOBEACHUS MCCIEJOBAHUN W Jaud 3aKiIIOYeHHs JIMOO COBPEMEHHBI YpOBEHB
pa3BUTHS HAyKU HE M103BOJISIET OTBETUTH HA IIOCTABJIEHHBIE BOIIPOCHI;
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2) He pasriamarh CBEIEHHS, KOTOPHIE CTald €My H3BECTHBI B CBSI3M C IMPOBEIECHUEM DSKCIEPTU3BI
JIEKapCTBEHHOI'O CPEJICTBA, & TAKXKE CBEJACHUS, COCTABISIOIIME IOCYAAPCTBEHHYI0, KOMMEPUYECKYIO WIN UHYIO
OXPaHIEMYIO 3aKOHOM TalHY;

3) obecneunTh COXPAHHOCTH MPECTABICHHBIX 00BEKTOB HCCIICIOBAHNN U MATEPUAIIOB.
6. DKCIepT HE BIIPaBeE:

1) mpoBOAUTH 3KCIEPTH3Y JIEKAPCTBEHHOTO CpPEICTBA IO OOpAIllEHUI0 HEMOCPEICTBEHHO K HEeMy
OpraHMu3aIi UiIu GU3NIECKUX JIHII,

2) caMOCTOSITENIbHO COOMPATh MaTepUaIIbl I IPOBEACHUS SKCIIEPTU3bI JISKAPCTBEHHOT'O CPE/ICTBA;
3) IpOBOAUTH SKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA B KAYECTBE HETOCY1apCTBEHHOIO 3KCIIEPTA.

7. B ciiydae HEOOXOTUMOCTH SKCIEPT BIPaBE XOAATAHCTBOBAThH IMEpeNl PYKOBOIHMTEIEM SKCHEPTHOTO
YUPEXKJIEHUS O MPUBJICYEHUH K MPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA APYTUX IKCIIEPTOB.

8. Kaxnplii skcmepT, BXOASIIMA B COCTaB KOMHCCHHU SKCIIEPTOB, KOTOPOW MOPYYEHO NPOBEICHHE
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEACTBA, HE3aBUCUMO M CAMOCTOSITETIFHO MPOBOJIUT UCCIIEIOBAHMUS, OLIEHUBAET
pe3yNnbTaThl, TMOTYYEHHBIE MM JIMYHO U JPYTHUMH JKCIEpTamMu, W (OPMYIHUPYET BBIBOJABI OTHOCHTEIHHO
MOCTaBJIEHHBIX BOIIPOCOB B Mpe/ieiaxX CBOMX CHEIUATbHBIX 3HAHUM.

9. PesynbTaThl SKCHEPTU3Bl JIEKAPCTBEHHOIO CpPEACTBA O(QOPMIIIOTCS 3aKIIOYEHHEM KOMHUCCHU
9KCIEPTOB. B  3aKIOYEeHMM KOMHCCUHU OKCIIEPTOB YKa3bIBAIOTCA IEpeYeHb HCCIeIOBaHUM, 00beM
IPOBEICHHBIX KaXKJbIM HKCIEPTOM HCCIIEOBAHHUM, YCTAHOBIIEHHbIE KAXJbIM U3 HUX (aKThl U CAETIaHHBIEC B
pe3yibTaTe HCCIEI0BaHUNA BBIBOJBI. DKCIEPT, MHEHHE KOTOPOI'O HE COBMAJAaeT C pelIeHHEM KOMHCCHU
9KCIEPTOB, BIPaBE BBIPa3UTh CBOE MHEHHE B MHCbMEHHOW (opMme, KOTOpoe MpHOOIIaeTcs K 3aKIH0UYEHUIO
KOMUCCHUH 3KCIIEPTOB.

10 SKCHepTLI, BXOOgA1IME€ B COCTaB KOMUCCHUH, npez[ynpenq[aloTCﬂ 06 OTBCTCTBCHHOCTHU B COOTBCTCTBUN
¢ 3akoHoAaTeNbcTBOM Poccuiickoit demeparuu 3a jgady 3aKJIIOUYCHUS, COACPIKAIIETO HEOOOCHOBAHHBIC WU
(hanscudupoBaHHBIE BEIBOBI, O YEM OHH JIAFOT MOJIITUCKY.

11. Ompenenenue ypoBHs NpodeCCHOHAIBHONM MOJArOTOBKM SKCHEPTOB M aTTeCTAllMsl MX Ha IMpaBo
MIPOBEACHUSI HKCHEPTH3bl JICKAPCTBEHHBIX CPEJICTB OCYILECTBIISIOTCS AKCHEPTHO-KBATH(PUKALMOHHBIMU
KOMHCCUSIMU B TOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eliepaibHbIM OpPraHOM
WCTIOJTHUTENIHOW BIACTH. YPOBEHb NPOPECCHOHATHHON TOATOTOBKM JKCIIEPTOB MOJUICKHT MEPECMOTPY
yKa3aHHbIMH KOMHCCHSIMU HE PeXe YeM OJIMH pa3 B MATH JIeT.

12. IIpaBuiia mpoBeACHUS YKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB M OCOOCHHOCTH IKCIIEPTU3BI OTACIBHBIX
BUJIOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX JEKapCTBEHHBIX IMPEenapaToB, BOCHPOU3BEIECHHBIX
JICKapCTBEHHBIX MPEmapaToB, OMOJOTUYECKUX JIEKApPCTBEHHBIX MpenapaToB, OMOAHATIOTOBEIX (OHOMOI0OHBIX)
JIEKapCTBEHHBIX IIpenapaTroB (0M0aHaIOroB), TOMEONAaTUUYECKUX JICKAPCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX
pacTUTENBHBIX MpenapaToB, KOMOWHAIMN JIEKAapCTBEHHBIX IMpenapaToB), (HOPMBI 3aKITIOUYEHUNH KOMUCCHUU
IKCTIEPTOB YCTaHABIIMBAIOTCS COOTBETCTBYIOIIIUM  YIIOJTHOMOYEHHBIM henepabHBIM OpraHom
HCIIOJHUTEILHOHN BIIACTH.

(uacts 12 B pen. @egepanpHoro 3akona ot 22.12.2014 N 429-03)
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Cratba 17. MNMopaya M paccMoOTpeHMe 3asfiBMIeHUs1 O roCyAapCTBEHHOW perucrpauum
neKapcTBeHHOro npenaparta AnA BeTepMHapHoOro npumMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ins roCcynapCTBEHHOM PETHCTpalMy JIEKAPCTBEHHOTO Ipernapara Juisi BETEPUHAPHOIO MPUMEHEHUs
pa3paboTYMK TAKOIo JIEKAPCTBEHHOrO Ipernapara WM YIOJIHOMOYEHHOE UM JApYroe HOpUANYECKOE JIUIO
(manee B HacTosEHl CTaTke - 3asABUTENb) MPEACTABISET B YIOJIHOMOYEHHBIH (enepanbHblii opraxn
WCIIOJIHUTENIBHON BJIACTH, OCYILECTBIISIONIMM FOCYAApCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX NpPENapaToB
JUIE BETEPUHAPHOTO TPHUMEHEHHs, B D3JCKTPOHHOW (opMe miMm Ha OyMaKHOM HOCHTEJNE 3asiBICHHE O
rOCy/IapCTBEHHOW pEerucTpanuu JEKapCTBEHHOTO Ipemnaparta Juisi BETEPUHAPHOTO NPUMEHEHUs, a TaKXkKe B
MOPSAJIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM MCIIOJHUTEIbHON
BJIACTH, B DJIEKTPOHHOH (opMe Mo Ha OyMa)XHOM HOCHUTENEe HEOOXOOUMbIE JOKYMEHTBI, U3 KOTOPBIX
(opMHpyeTCcsl peruCTPallMOHHOE JOChE Ha JIGKApCTBEHHBIN Mpenapat il BeTepUHAPHOTO IPUMEHEHHUS.

2. B 3agBieHMM O roCyJapCTBEHHOH perucTpanuy JIEKapCTBEHHOI'O IIpernapara JUisi BETEPUHAPHOIO
IIPUMEHEHHUs] YKA3bIBAIOTCS:

1) HauMeHOBaHME | aJIpec 3asBUTENS, pa3paboTUMKa U MPOU3BOAUTEIS JICKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO NMPUMEHEHHS U aJJpec MecTa OCYIIECTBJICHUS MPOU3BOJICTBA JIEKAPCTBEHHOrO Mpenapara Jis
BETEpUHAPHOI'O NpPHUMEHEHHs (B cClyyae HaJIM4yusl HECKOJIBKMX YYAacTHUKOB IIpolLiecca IPOU3BOJACTBA
HE0OXOIMMO yKa3aTh KaX10T0 U3 HUX);

2) HAaNUMCHOBAHUC JICKAPCTBCHHOTO IIpfriapara IAJid BCTCPUHAPHOTO MNPHUMCHCHUS (Memz[yHapoleoe
HCTIAaTCHTOBAHHOC, WJIX I'PYIIIMPOBOYHOC, NI XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) NEpCUYCHDb I{GI\/JICTBYIOHII/IX N BCIIOMOIraTCJIbHBIX BCIICCTB, BXOAAINIUMX B COCTaB JICKAPCTBCHHOI'O
npemnapara Jjid BETCPUHAPHOI'0 IPUMEHCHU S, C YKa3aHUEM KOJIMYCCTBA KAXKI0T'0 U3 HUX;

4) nekapcTBeHHas (opma, [103UPOBKA, CHOCOOBI BBENEHUS M TNPUMEHEHHUs, CPOK TOAHOCTH
JIEKapCTBEHHOTO Tpernapara Jyisi BETepUHAPHOTO MPUMEHEHHUS;

5) ¢apmakoTeparneBTHUECKas TPyIIa;

6) HEOOXOIMMOCTh IPUMEHEHHUSI YCKOPEHHOM MPOLEAYPbI SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB B LEJSAX
roCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOTO MPEIapara;

7) KoM TOKyMEHTOB, OATBEPKIAIOIINX YIIJIATy TOCY1apCTBEHHON MOIUIHHBIL:

a) 3a IpPOBEJECHHE OHKCIEPTH3bl KayecTBa JIEKAPCTBEHHOIO CPEICTBA M SKCIEPTU3bl OTHOLICHHUS
OKUJAEMON TOJb3bl K BO3MOKHOMY PHUCKY NPUMEHEHMS JIEKapCTBEHHOIO Ipemnapara Uil BETEPHUHAPHOTO
MIPUMEHEHHUS IIPU €T0 FOCYAAPCTBEHHON PETUCTPALINN;

0) 3a BBIJaYy PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara;

8) Hanuuue coryacusi, NPeayCMOTPEHHOTO YacThbi0 7 HACTOSIEH CTaThU, €CJIM ¢ MOMEHTA perucTpanuu

pedepeHTHOTO JIEKAPCTBEHHOTO MperapaTa Jijlsl BEeTepUHAPHOTO IPUMEHEHHS TIPOIILIO MEHEEe YeM IeCTh JICT.
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

Koncynprantllntoc: mpumeuanue.
C 01.01.2021 B a63. 1 4. 3 ct. 17 BHOCsATCs m3MeHeHus (D3 ot 27.12.2019 N 478-D3).
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3. PerucrpannoHHOE HOChE B LENAX SKCHEPTU3bl JIEKAPCTBEHHOIO Ipernapara Julsi BETEPUHAPHOIO
MpUMeHEeHUs (popMHUpYyeTCs U3 CIAeAYIOUINX JOKYMEHTOB:

Koncynprantllitoc: mpumeuanue.
C01.01.2021 B . 1 u. 3 ct. 17 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1) xomus JMIEH3WM HA MPOM3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, BBLIAHHON IPOM3BOAMTEIIO
PETHCTPUPYEMOTO JICKapCTBEHHOTO Tpermapara sl BETEPUHAPHOTO NPUMEHEHHsS, IS POCCHICKHX
POU3BOIUTENCH;

(m. 1 B pen. @enepanbroro 3akona ot 04.06.2018 N 140-D3)

KoncyneranTlntoc: mpumedanue.
C01.01.2021 B 1. 2 4. 3 c1. 17 BHOCsTCS M3mMeHeHus (D3 ot 27.12.2019 N 478-D3).

2) KOIug JIMOCH3MKW Ha TIPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB, BLI,[[aHHOﬁ MMPOU3BOAUTCIIIO
(dhapmaneBTHUECKON CyOCTaHIIMM, BXOMSIIEH B COCTAaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpemapara Jijis
BETEPUHAPHOI0 PUMEHEHMS, 111 POCCUUCKUX IPOU3BOIUTENEH;

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

2.1) xomusi TOKYMEHTa, BBIJAHHOTO YITOJITHOMOYEHHBIM OPTraHOM CTPaHBI MPOW3BOMUTENS I KaKIOH
NPOU3BOACTBEHHON IUIOHIAJIKM PETUCTPUPYEMOIO JIEKAPCTBEHHOrO Ipernapata JJis BETEPUHAPHOTO
MIPUMEHEHHS U TOATBEPKIAIOIIEI0 COOTBETCTBUE MPOU3BOIUTENS JICKAPCTBEHHOTO Tpernapara TpeboBaHUsIM
IIpaBUJI HAJJIEXKAIICH NPOU3BOACTBECHHOM IPAKTHKH, M €r0 IIEPEeBOJ HA PYCCKUN S3BIK, 3aBEPEHHBIC B
YCTAaHOBJICHHOM TOPSIIKE, a TaKKEe KOMHUS 3aKIIOUEHHS O COOTBETCTBHUU IMPOM3BOJIUTENS JICKAPCTBEHHBIX
cpencTB TpeOOBaHMSIM TIPaBWJI HAJJICKAIIEH MPOW3BOJCTBEHHON MPAKTHKH, BBIJAHHOTO YIOJIHOMOYCHHBIM
(dbenepasbHBIM  OpPraHOM  HMCHOJHUTEIBHOM  BIACTH  JUIS  KaXJOW IPOW3BOIACTBEHHOW  IUIOIIAJKH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpemnapara JUisi BETEPUHAPHOTO MPUMEHEHUs, JHO0 KOMUSl PEIIeHUs O
MPOBEACHUU HWHCIEKTUPOBAHUS MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJCTB, MPUHATOTO YIOJIHOMOYEHHBIM
denepaabHBIM  OPTaHOM  WCIIOJNHUTENBHONH  BIACTH  JUISI  KaXKIAOW  TPOM3BOACTBEHHOW  IJIOMIAJKU
PErUCTPUPYEMOTO JICKAPCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO NMPUMEHEHHs. YKa3aHHBIC JOKYMEHTBI
MPEJICTABIISIIOTCS B CiIydae, €ClIi MPOU3BOJICTBO JIEKAPCTBEHHOTO MpenapaTra OCYIIECTBISECTCS 3a IpeaeiamMmu
Poccuiickoit deneparuy;

(m. 2.1 BBeneH denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAMUTENS
(apMareBTHUECKOW CyOCTaHIIMM W TOATBEP)KJAIOIIEr0 COOTBETCTBHE MPOM3BOIUTENS (papMareBTUIECKON
cyOCTaHIMM, BXOASIIEH B COCTaB PETUCTPUPYEMOIO JIEKapCTBEHHOI'O IIpernapaTta /s BETEPUHAPHOTO
IIPUMEHEHHMS, TPeOOBAHUIM IIPABUI HAJUIEKALEH TPOU3BOACTBEHHON NMPAKTHKHU, U €ro MEePEeBOJ Ha PyCCKUH
A3bIK, 3aBEPEHHBbIE B YCTAaHOBJICHHOM IOpsAIKEe, B CiIy4ae, €ClIM HPOMU3BOJACTBO (apMaleBTHUECKON
cyOcTaHIIMM OCyIIecTBIIsgeTcs 3a npenenamu Poccuiickoit denepanuu;

(m. 2.2 BBeneH PenepanbabiM 3ak0oHOM OT 04.06.2018 N 140-D3)

3) IpOoeKT HOPMATUBHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIN IIpenapar Jisi BETEpUHAPHOTO IPUMEHEHUS;
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4) NOKyMeHT, coAepXaluil cienymromy HHQoOpMalnuoo o (apManeBTHYeCKOl CyOCTaHIMM WU
(apMareBTHYECKUX CyOCTaHIMAX, BXOAAIIMX B COCTaB JICKAPCTBEHHOTO IMperapara Jii BETEPUHAPHOTO
IIPUMEHEHUS:

a) HauMeHOBaHWE (apMaleBTHUECKOW CyOCTaHIIMM, €€ CTpyKTypa, oO0mue cBoiicTBa (mpu
rOCy/IapCTBEHHOW PETUCTPAallMd MMMYHOOMOJOTHYECKUX JIEKApCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO
IPUMEHEHUs] TPEACTaBIAIOTCA CBEJIEHHMs O LITaMMe, BKIOYas €ro HauMEeHOBaHWe, HH(OpMAIHI0 O
HPOMCXOXKIEHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTe JEeMOHUPOBAHNUSA);

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

0) HAaMMEHOBAaHUE U A/IPEC MTPOUZBOAUTEIIS;

B) TEXHOJIOTHA IPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMponU3BOACTBA W METOJOB KOHTPOJISI Ha BCCX
CTaguigX IMMPONU3BOACTBA,

r) wuHbopmanus O TpuUMecsiX (HE TPEACTABISAETCS TMPH TOCYAAPCTBEHHOM  PETHCTpaIy
MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHUS);
(B pen. denepanbroro 3akoHa ot 02.08.2019 N 297-03)

n) crneuudukanys Ha (hapMareBTHUECKYI0 CyOCTaHIUIO (HE MPEACTaBISETCS TPU TOCYAapCTBEHHOU
perucrpan UIMMYyHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) OIMMCAaHUEC MCTOAHUK KOHTPOJIA KAa4€CTBA,

) pes3yibTaThl aHaiu3a cepuil (QapmaneBTHUYeCKOH cyOcTaHIMKM (HE MPEJCTaBISAIOTCS —IpH
rOCYJJapCTBEHHON PpErucTpa MMMYHOOMOJOTHUECKUX JIEKApCTBEHHBIX MpenapaToB il BETEPUHAPHOTO
MIPUMEHEHHUS);

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

3) NEPCUCHb CTaHAAPTHBIX O6p&3HOB WM BEIICCTB, HCIIOJIB3YCEMBIX IIPU OCYHICCTBJICHHUHN KOHTPOJA
Ka4yecCTBa,

I/I) OINMMCAHUC XAPAKTCPUCTHUK U CBOMCTB YIIaKOBOYHBIX MATCPpUAJTIOB U YKYIIOPOYHBIX CPCACTB;

K) JaHHble O CTaOWIbHOCTH (HE TPEACTABIAIOTCA TPH  TOCYAAPCTBEHHOW  pETrUCTpaIiH
UMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMApaToOB JJIsl BETEPUHAPHOTO MPUMEHEHHS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK FOJIHOCTH, YCIIOBHUS XpaHEHHUS,

5) oTuer o pe3yabTaTax JOKIMHUYECKOTO MCCIEeI0BaHUA JIEKaPCTBEHHOIO CPEACTBA ISl BETEPUHAPHOIO
NPUMEHEHHUs, BKJIIOYAIOIIMN OMHCAHUWE METOJOB OIpPENENIeHUsI OCTATOUHBIX KOJIMYECTB JAEHWCTBYIOLIETO
BEIIECTBA (JICHCTBYIOMIMX BEIIECTB), JOCTUTAIOIIErO (JIOCTUTAIONIINX) CUCTEMHOI'O KPOBOTOKA, B MPOAYKLIUU
YKUBOTHOT'O IIPOMCXO0XK/IEHHUS [10CIIE IIPUMEHEHUS TaKOT'0 JIEKAPCTBEHHOT'O CPENICTBA, @ TAK)XKE JOKYMEHTAIbHOE
MOATBEP:K/IeHUE (BaIUAALMsI) YKA3aHHBIX METO/IOB;

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

6) OTYET O pE3yJibTaTaX KIMHHUYCCKOI'O MCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCIiapaTra i1 BETCPHUHAPHOI'O
IMPUMCHCHUS Y KAXKAOTO BUIAd ) KUBOTHBIX, YKA3dHHBIX B UHCTPYKIUH 110 BETCPUHAPHOMY IIPUMCHCHUIO,
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7) MpOEKT HMHCTPYKIMH MO BETEPUHAPHOMY IMPUMEHEHHIO JIEKAPCTBEHHOrO IpemnapaTa, coaepikaiien
CJIEAYIOLINE CBEICHUS:

a) HAaUMEHOBaHHUE JIEKAPCTBEHHOrO Iperapara JJjIsi BETEPUHAPHOTO MPUMEHEHUs (MEXIyHapOIHOE
HETMAaTeHTOBAHHOE, WIH IPYNIUPOBOYHOE, WIH XUMUIECKOE U TOPrOBO€ HAMMEHOBAHUS );

0) nexkapcTBeHHass (opMa C yKa3aHHMEM HAaMMEHOBAHWH M KOJWYECTBEHHOTO COCTaBa JCHCTBYIOIIUX
BEIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB;

B) OMMMCAHUEC BHCIIHET'O BUAA JICKAPCTBCHHOI'O IIpCIiapara AJisd BETCPUHAPHOTI'O IPUMCHCHU

r) apmakoTepaneBTHUECKas IPyIIa JEeKapCTBEHHOTO Mpernapara il BETepUHAPHOTO MPUMEHEHUS WU
yKa3zaHue "roMeonaTH4eCKUi JeKapCTBEHHbIN npernapar';

n) (dapmakoguHaMuka U (papMaKOKMHETHKA (32 MCKIIOYEHHEM (DapMaKOKWHETHKHA TOMEOATHICCKIX
JICKapCTBEHHBIX ~ MpEenapaToB W  PACTUTEIBHBIX  JIEKAPCTBCHHBIX  MpErapaToB) WM  OINHCAHHE
UMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOT'O MIPETapaTa;

€) MOKa3aHus Uil IPUMEHEHHUS,

’K) IPOTUBOIIOKA3aHUs JJIs IPUMEHEHHS;

3) MEpBI PEJOCTOPOKHOCTH IIPU IPUMEHEHUH;

M) yKa3zaHHE BO3MOYKHOCTH W OCOOEHHOCTEW NpPUMEHEHHs Y OEPEeMEHHBIX JKUBOTHBIX, y KHBOTHBIX B
MIEPUOJI JTAKTALMH, Y IOTOMCTBA )KUBOTHBIX;

K) PEXHUM JIO3UPOBaHHUSA, CINOCOO BBENCHHS M NPUMEHEHUs, NPU HEOOXOAUMOCTH BpeMs IMpuema
JIEKapCTBEHHOTO Tpernapara /Ui BETepPHHAPHOTO IPUMEHEHHS, TPOJOIIKUTENTEHOCTD JICUCHUS;

J) BO3MOXXHBIE TMOOOYHBIC NEHCTBUS, HEXKENIaTelIbHbIC PEaKIUU TPU MPUMEHEHUH JIEKaPCTBEHHOTO
rpenapara Jijisi BETepUHApHOTO MPUMEHEHHS;

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOILLY IPU NEPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMH JIEKAPCTBEHHBIMU MperapaTaMu U (M) KopMamu;
0) ¢opMBl BBIITyCKa JEKapCTBEHHOTO Npernapara Jjisl BETEpUHAPHOTO IPUMEHEHUS;

1) yKazaHue (MpH HEOOXOIUMOCTH) OCOOEHHOCTeH JeHCTBHSA JIeKapCTBEHHOTO IpenapaTta JUls
BETEPUHAPHOTO IPUMEHEHHUS [IPU NIEPBOM NIPUEME UJIU TIPU €ETO OTMEHE;

p) omucanuwe (Ipu HEOOXOIWMOCTH) ACHCTBHIA CIEIUAINCTA B 00JacCTH BETEPUHAPUU, BIIAJICIIbIIA
KUBOTHOTO TMPU TPOIYCKE TIpHeMa OJHOM WM HECKOJbKHX J03 JIEKApCTBEHHOrO TIpernapara s
BETEPUHAPHOTO IPUMECHEHUS;

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

C) CPOK I'OAHOCTH U YKA3aHUC HA 3alpCT NPUMCHCHUSA JICKAPCTBCHHOI'O IIpCIiapaTa AJIs1 BETCPUHAPHOI'O
NPUMCHCHUSA IO UCTCUCHUHN CPOKA I'OJHOCTH;
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T) YCIIOBHSI XpaHEHMUS,;

y) yKa3aHue Ha HeOOXOAMMOCTh XpaHEHHsI IEKApCTBEHHOTO MperapaTa JijIsl BETepUHAPHOTO IPUMEHEHUS
B MECTaX, HEJAOCTYIIHBIX ISl AETEH;

¢) ykazanme (mpu HEOOXOTUMOCTH) CIEIHUAIBHBIX MEp TPEJOCTOPOKHOCTH TIPH YHHUYTOKECHUHU
HEHCIOJIb30BaHHBIX JICKAPCTBEHHBIX TPENapaToB I BETCPHHAPHOTO TPUMCHCHHS,

X) CPOKH BO3MOXHOI'O HMCIIOJIB30BAaHUA IIPOAYKIHUH KXHUBOTHOI'O IIPOHUCXOXKIACHHUA I10CJIC BBCIACHHIA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa JJIsI BETCPUHAPHOTO IIPUMCHCHUS

I_[) yCJI0BUS OTITYCKaA,

‘I) HaMMCHOBAHUA U aJpcca MPOU3BOACTBCHHBIX INIOIIAJO0OK IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpeIiapaTa
IJi1 BETCPUHAPHOT'O IPUMCHCHHA

IH) HAanMMCHOBAHUC, aJpeC OpraHu3aluvu, YHOJ'IHOMO‘-IeHHOI\/’I ACpKATCIIEM WKW  BJIAACIIBIEM
PETUCTPAIUOHHOTI'O YAOCTOBEPECHUA JICKAPCTBCHHOI'O IIpCIiapaTa Ha IMPUHATUC HpCTCH3Hﬁ oT HOTpe6I/ITeJ'IH;

8) MpoeKThl MaKeTOB NMEPBUYHON YNAKOBKHM M BTOPUYHOM YIMAKOBKM JIEKApCTBEHHOrO Ipernapara ajs
BETEPUHAPHOTO IPUMEHEHHS;

9) cnenyromue cBeIeHHs O JICKapCTBEHHOM Ipernapare JJisl BETEPUHAPHOTO IPUMEHEHUS:

a) ONMCAHME U COCTAB JICKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO MPHUMEHEHHS,

0) onucanue hapMareBTHUECKON pa3padOTKu;

B) OINMCaHME Ipolecca MPOU3BOJACTBA M €ro KOHTPOJIA, HOJINMCAHHOE B IMOPAIKE, YCTAHOBIEHHOM B
COOTBETCTBUHM C 4aCThIO 1 HacTOsIIEH CTaThH;

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

I) ONWCaHWE KOHTPOJS KPUTHUYECKUX CTAJAUNA TPOM3BOJACTBA H MNPOMEKYTOUHOW MPOAYKIHUH,
MOJIMMCAHHOE B TIOPSI/IKE, YCTAHOBJICHHOM B COOTBETCTBUY C YaCThIO | HACTOSIIEH CTAaThH;

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

1) HauUMEHOBaHMA U ajpeca pa3pabOTUuKa, Jep)KaTeias WM BIaJAeiblla PErUCTPALMOHHOTO
yIOCTOBEpPEHHs JIEKAPCTBEHHOTO Mpernapara, IPOU3BOCTBEHHBIX IUIOIMAA0K IPOU3BOAUTEINS JIEKAPCTBEHHOTIO
mpenapara Uil BETEpUHAPHOTO TMPUMEHEHUS C YKa3aHHEM CTaJuil TEXHOJIOTMYECKOIro Ipolecca,
OCYILECTBIIIEMBIX Ha MPOU3BOJICTBEHHBIX IUIOMIA/KAX IPOU3BOAUTEINS JIEKAPCTBEHHOIO Tpernapara i
BETEPUHAPHOTO IPUMEHEHHS;

(B pen. ®enepanbHbIX 3aKOHOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) (hapMareBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepHaJ’IBHHﬁ OanaHc AJId TIPOU3BOACTBA CEPHUU T'OTOBOT'O IMPOAYKTA,

1) OIIMCaHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MAaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;
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K) JOKYMEHTaJIbHOE MOATBEPKACHHE (BaTHIAIMs) MPOIIECCOB U (UITN) UX OLIEHKA;

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

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

H) AOKYMEHTAJIBHOE TIIOATBCPKIACHUC (BaJ'II/II[aHI/ISI) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIb3YEMBIX IIpHU
OCYHICCTBJICHNHN KOHTPOJI Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(I)OpMaI_II/IH 00 HCIOIb30BAaHUU BCIIOMOTaTCIbHBIX BCIICCTB YCJIOBCYCCKOIO MW KHMBOTHOI'O
MPOUCXOKIACHUA,

) yrpatui cuiy. - ®enepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOOBaHMS K KaueCTBY JIEKAPCTBEHHOIO MpernaparTa /s BETEpUHAPHOTO MpUMeHeHUs (cepTudukar,
cnenuduKanus Ha JIEKapCTBEHHBIN Ipernapar U uX 000CHOBAHHUE);

C) AHAIIUTUYCCKUC METOAUKH, UCITIOJIB3YEMbIC ITPHU OCYHICCTBIICHUU KOHTPOJISI KAY€CTBA JICKAPCTBCHHOI'O
npernapara i BETCPUHAPHOT'O IPUMCHCHUA

T) JOKYMCHTAJIbHOC TITOATBCPIKIACHUC (BaJII/II[aI_II/ISI) AHAIIMTUYCCKUX MCTOJAUK, HCIIOJIB3YyCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOTI'O IMMpETiapaTa AJId BETCPHUHAPHOI'O0 MIPUMCEHCHU A,

y) IOKyMEHT, MOJATBEP:KIAOIIUI KayecTBO JIEKaPCTBEHHOI'O IperapaTa TpeX NMPOMBIIUIEHHBIX Cepuit
(mpoToKON aHanmM3a WK cepTU(UKAT aHaIu3a), OHA CepHUsl KOTOPOro JO0HKHA COBNAAATh ¢ cepuel oOpasua
JIEKapCTBEHHOI'O Mpenapara, oJaHHOT0 Ha PETUCTPALIHIO;

&) xapakTepucTHKa pumMeceii;

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

I1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIperapara /sl BETEpUHAPHOTO PUMEHEHUS;

10) xomus JOKYMEHTa, cojepxaiiero HHGOpPMalWI0 O HaIU4YUd WIM 00 OTCYTCTBUH (PaKTOB
pEerucTpaluy JEeKapCTBEHHOTO Tpernapara s BETepHHAPHOTO MPUMEHEHHs 3a mpenenamu Poccuiickoit
denepauny;

11) cormacue B mHCbMEHHOH (oOpMe, NMPEeryCMOTPEHHOE YacTbio 7 HACTOSIIEH CTaTbH, B Ciydae
pErucTpanyy BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O IIpenapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomua JOKyYMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOTO B YCTAaHOBJIEHHOM TMOpSAIKE U
MOJITBEPKJAIOIETO IPAaBOMOYHOCTD 3asIBJICHUS O TOCYJaPCTBEHHON perucTpaiuy JIeKapcTBEHHOTO Mpernapara
JUTSL BETEPUHAPHOTO MPUMEHEHUS (IOBEPEHHOCT);

13) cBeneHUs 0 TOCYNAapCTBEHHOW PETHCTPAIMH T€HHO-HHKEHEPHO-MOIUPUIIMPOBAHHBIX OPTraHU3MOB,
MpeHA3HAYEHHBIX I BBIIYCKA B  OKpPYXAWIIyl0 cpeny (MpU  TOCYNapCTBEHHOW  PETHUCTPALAN

www.consultant.ru Crpanuua 33 n3 129
HafeXHasa npaBoBan noaAepXxkKa


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

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

JEKapCTBEHHBIX TPENaparoB Ul BETEPUHAPHOTO TNPHUMEHEHHUS, TIIOJyYSHHBIX C IMPHUMEHEHHUEM
TeHHO-UH)XEHEPHO-MOIN(UIIMPOBAHHBIX OPTaHU3MOB WIIM COJCPKAIUX TaKUE OPTaHU3MBbI).
(n. 13 BBenen @enepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

4. Tlpu mpoBeACHUH YCKOPEHHOM TPOLEAYpPHl JKCIEPTU3bl JICKAPCTBEHHOTO TIpernapara it
BETEPUHAPHOTO NMPUMEHEHUSI B IIESAX €r0 TOCYAapCTBEHHOM PETHCTPAllMd BMECTO OTYETa pa3paboTUHMKa O
pe3ynbTartax AOKIMHUYECKOrO HMCCIEAOBAHUS JIEKAPCTBEHHOTO CPEJCTBA JUIsl BETEPUHAPHOTO NMPUMEHEHUs
MOKET OBITb TIPEACTaBICH 0030p HAy4YHBIX pPabOT O pe3yiabTaTax JOKIMHUYECKOTO WCCIIEI0BaHUS
pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara Jisl BETepUHAPHOTO IPUMEHEHHS, & BMECTO OTYETa O pe3yJbTaTax
KJIIMHUYECKOTO HCCIE0OBaHUsl JIEKApCTBEHHOTO TMperapaTta i BETEPUHAPHOIO MPUMEHEHHUs OT4YeT O
pe3ynbpTatax HCCIeNOBaHWK OHMOIKBHBAJICHTHOCTH BOCIIPOM3BEIECHHOTO JICKAPCTBEHHOTO IIperapara JJis
BETEPUHAPHOTO TPUMEHEHUSI.

(dactpb 4 B pen. enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pa3nuyHbIX JIEKAPCTBEHHBIX (DOPM OJHOTO U TOTO K€ JIEKApCTBEHHOTO Tpernapara Jijis
BETEPUHAPHOI'0 IPUMEHEHUS 3asiBUTENb IIPEACTABIIACT OTACIIbHBIC 3asBICHUSA U PETUCTPALIMOHHBIE 10CHE Ha
KOKIyI JekapcTBeHHyr0 (opmy. [lpu  ycrmoBuM OJHOBPEMEHHOH TOna4W Ha JKCIEPTU3Y OIHOU
JICKapCTBEHHON (POPMBI C Pa3IUYHBIMHU JTO3UPOBKOW, KOHIICHTpAIMEH, 00BEMOM 3asBHTEIb IPEACTABISCT
OJIHO 3asBJICHME M PErMCTPALMOHHOE JIO0ChE C IMPHJIOKEHUEM MAKETOB NEPBHUYHON YIAKOBKH W BTOPUYHOU
ynakoBku. Ha makerax NepBUYHON YNAaKOBKM M BTOPUYHOM YIAKOBKH YKa3bIBaKOTCS BCE IPOU3BOAMMBIC
JO3UPOBKH, KOHIIGHTpAIMH, O0BEMbl M KOJIMWYECTBO J03 B YHAKOBKE JIEKAPCTBEHHOTO TWperapara s
BETEPUHAPHOTI'O IIPUMEHEHUS.

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

Koncynprantlliroc: mpuMedaHue.
C 01.01.2021 4. 6 ct. 17 uznaraercst B HoBoit pefakuuu (D3 ot 27.12.2019 N 478-D3).

6. 3asgBuTeNb BIpaBe IMPEICTABUTh IO COOCTBEHHOM HHHUIIMATHBE BMECTE C 3asBICHHUEM O
rOCYJapCTBEHHOM pPETUCTpalMy JIEKAPCTBEHHOTO Ipenapara sl BETEpUHAPHOTO IPUMEHEHUS JOKYMEHTHI,
MOATBEPKIAIOIINE YIIJIATy TOCYIAPCTBEHHON IMOUUIMHBI U YKa3aHHBIE B IIYHKTE 7 4acTH 2 HACTOAILEH CTAaThH.
B cimyuae ux HenpeacTaBieHHsl COOTBETCTBYIOLIUM YIIOJHOMOUYEHHBIN (hefiepaibHbli OpraH UCIIOJIHUTEIbHON
BJIACTH NpoBepsieT (akT YIUIaThl 3asBUTENEM TOCYJapCTBEHHON MONUIMHBI MOCPEICTBOM HCIOJIb30BAHUS
uHpopmanuu o0 yriare TocyAapCTBEHHOM MONUIMHBL, coaepxaieiics B ['ocynapcTBeHHON HH(DOpMAITMOHHON
CUCTEME O IOCYJAapCTBEHHBIX M MYHHULMIIAJIBHBIX IUIATEKAX, HA OCHOBAHWM IIPEACTABIICHHBIX 3asBUTEIIEM
KOIIMH TOKYMEHTOB, IIOATBEPKAAIOIIUX YIIIATy FOCYJ1apCTBEHHOMN MOLIJINHBL.

7. He nomyckaercs WCIOJIb30BaHHE B KOMMEPUECKHMX MeNsiX HHpoOpMaluu O pe3yibTaTrax
JOKIIMHUYECKUX HCCIIEJOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KJIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
IpenapaToB Ul BETEPUHAPHOIO IMPUMEHEHMs, IPEACTABICHHONW 3asABUTENEM I TOCYJapCTBEHHOMN
PErucTpatvu JICKapCTBCHHBIX NPCIapaToB, 0e3 ero coriacus B TEYEHHE IIECTH JIET C JaThbl FOCYI[apCTBCHHOﬁ
perucTpanuu pedepeHTHOro JeKapCcTBEHHOT o npenapara B Poccuiickoit denepanyu.

8. JlepkaTenb WM BIaJeNel] PETHCTPALIOHHOTO YJOCTOBEPEHMs JIEKapCTBEHHOI'O IIperaparta s
BETEPUHAPHOTO TNPUMEHEHMsI MPEACTABISECT B YIOJHOMOYEHHBIN (QenepalbHblil OpraH HCIOJHUTEIBHON
BJIACTH OTYET MO pe3ysbTaraM (apMaKoHaa30pa OAWH pa3 B LIECTh MECSIEB B TEYEHHE IBYX JIET IMOCIE
rOCyJJapCTBEHHON perucTpanuu JieKapcTBeHHOro npenapara B Poccuiickoit denepanyy, 3aTeM €XeroiHo B
TCUCHUC NTOCIICAYIOIHNX TPEX JICT U B IlaJILHeI\/'II_HeM OIWH pa3 B TpH roja.

(uactp 8 BBeneHa denepanbHbiM 3aKkoHOM 0T 02.08.2019 N 297-D3)
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Cratba 18. lNopavya m paccmoTpeHume 3asBNEeHUsi O rocyfapCTBEHHOW peruncrpauuu
NleKapCTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Jlns rocyaapCTBEHHOM perucTpaiyy JEKapCTBEHHOrO Ipernapara il MEAULIUHCKOrO INPUMEHEHHUs
IOPUINYECKOe JIMIO, JEHCTBYyIOIIee B COOCTBEHHBIX HMHTEpEcax WM YIOJIHOMOYEHHOE IPeJCTaBIIATh
MHTEPECHI IPYroro IOPUAMYECKOTO JIMIA U 3asBIIAIOLIEE JIEKAPCTBEHHBIM Ipernapar Ha TOCyJapCTBEHHYIO
perucTpanuio (aajgee B HACTOSIICH CTaTbe - 3asBUTEIb), MPEJCTABISECT B YIOJHOMOYEHHBIN (heaepabHbIi
OpraH MCIOJHUTEIbHOW BJACTH, OCYLIECTBISIOIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX
MpenapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHHS, B 3JIEKTPOHHOI (hopMe 1 Ha OyMa)KHOM HOCHUTENIE 3asiBICHUE O
rOCYJJapCTBEHHON pPErucTpanyy JIEKapCTBEHHOro IpenapaTa i MEIULMHCKOTO NMPUMEHEHMs, a TakXke B
HOpSIIKEe, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (pe/lepajbHbIM OpraHOM MHCIOJHHUTENIbHON BIAcTH, B
JIEKTpOHHON (hopMe M Ha OyMaKHOM HOCHUTENIe HEOOXOAMMBIE JOKYMEHTBI, M3 KOTOPBIX (hopMHUpyeTcs
PErUCTPallMOHHOE JOChE HA JIEKAPCTBEHHBIN IIpenapat sl MEIULUHCKOTO IPUMEHEHUS.

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

2. B 3asgBieHMM O TOCYIapCTBEHHOW PETUCTPAIMU JIEKAPCTBEHHOrO IMpenapara sk MEIUIIMHCKOTO
IIPUMEHEHUS YKa3bIBAKOTCS:

1) HauMeHOBaHUe, aapec 3asBUTEIN U MPOU3BOJAUTENS JIEKAPCTBEHHOIO MpenapaTa Uil MEAULUHCKOTO
MPUMEHEHHS, CBEIEHUS] 00 MX PEerucTpali B KadecTBE HAJOTOIUIATENbIIMKA B CTPaHE PErucTpauuu (s
POCCHICKMX IOPHIMYECKUX JHUI - WACHTH(PHUKAIMOHHBIM HoMmep Hanoromiarensiumka (MHH), s
WHOCTPAHHBIX IOPUIWYECKHMX JIAI - CTPaHAa pPETUCTpAalW{, HANMEHOBAHUE PETMCTPUPYIOLIETO OpraHa,
pEerucTpaloHHbI HOMEp, KO/ HaJOroMyIaTeNbIINKa B CTPaHe perucTpaui (MHKOPIOPAIK) WK €ro aHaJIor)
U aJipec MecTa OCYIIECTBIECHUS IIPOU3BOJCTBA JIEKAPCTBEHHOr0 IpenapaTa (B Cllyyae HaJM4MsA HECKOJIBKHX
YYaCTHHUKOB IIpOLIECCa €ro MPOM3BOJACTBA HEOOXOJUMO YKa3aTh KaXKJAOTO YYaCTHHKAa B COOTBETCTBUHU C
OCYILECTBIISIEMOM CTaJueil MPOU3BOJICTBA);

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

2) HaMMEHOBAHHUE JIEKApPCTBEHHOIO IIpernapara A MEIUIMHCKOrO NpHUMEHEHUs (MeXIyHapoaHOe
HEMaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) IEPECUYCHD HCﬁCTBYIOIHHX N BCIIOMOI'aTCJIbHBIX BC€HICCTB, BXOIANIUMX B COCTaB JICKAPCTBECHHOI'O
Mnpenapara 4jis1 MCAUIUHCKOI'0 MPUMEHECHUS, C YKa3aHUEM KOJIMYCCTBA KaKA0I'0 U3 HUX;

4) JICKApCTBCHHAsA (I)OpMa, AO3UPOBKa, CITIOCOOBI BBCACHHUA U TMNPUMCHCHHA, CPOK TOIHOCTHU
JICKAPCTBCHHOTO IIpcIiapaTta JJIsi MCAUIIMHCKOI'O MPUMCHCHU A,

5) ¢apmakoTepaneBTUYeCKas TPyNa, KOA aHATOMO-TEPaNeBTHYECKO-XMMUYECKOH KiITacCUpUKAINH,
PEKOMEHI0BaHHOM BceMupHO# opraHusanueil 34paBOOXPAHEHMS, 3asBIsEMbIE MMOKa3aHUs UIsl IPUMEHEHUS
JIEKapCTBEHHOTO Ipernapara Juisi MEJULIMHCKOTO IPUMEHEHHS,

6) OTCyTCTBHME HEOOXOIUMOCTU MPEAOCTABICHUS OTYETA O pe3ysbTaTax KIMHHYECKOTrO HCCIeIOBaHUS,
WCCIIeIOBaHUS OMOIKBUBAICHTHOCTH JICKAPCTBEHHOTO IIperapaTta, pa3pelieHHOro i MEIUIUHCKOTO
npuMenenus B Poccuiickoit @enepannu Oosee ABaALIATH JIET, C YKA3aHHMEM HOPMATHMBHBIX MPABOBBIX AKTOB,
MOJATBEPKIAIOIIMX JAHHBIA CPOK TPUMEHEHUS,

7) HeoOxomuMocTh oopMIIEHUs pa3pelieHus Ha BBo3 B Poccuiickyro deneparinio KOHKpPETHON MapTUH
3apETUCTPUPOBAHHBIX M (WMJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIX IS
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IMPOBEACHUS SKCIICPTU3DI JICKAPCTBCHHBIX CPEACTB B LCIIAX FOCY,HapCTBeHHOﬁ perucTpanunu;

8) HeoOXOIUMOCTh MPOBEICHUS OKCIEPTU3bl JOKYMEHTOB, IPEICTABICHHBIX Ui OIpPEICICHUS
BO3MOXHOCTH paccMaTpuBaThb JICKapCTBeHHbeI npemnapar JIIsL MCOUIINMHCKOI'O MMPUMCHCHU A npu
OCYIIIECTBIIEHHU TOCYAapCTBEHHOH PErUCTpaliy B KauecTBE Op(haHHOTO JIEKAPCTBEHHOTO IIpernapara;

9) HeoOX0IMMOCTh MPUMEHEHHS YCKOPEHHON MPOLIEyphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B IIEIAX
roCyJJapCTBEHHOM pPErucTpaliu JIEKapCTBEHHOIO MPEerapara;

10) koMK JOKYMEHTOB, TOATBEPKAAIONINX YIIIATy FOCYy1apCTBEHHOMN MOIIINHBI:

a) 3a TMPOBEICHHUE OKCIEePTH3bl JOKYMEHTOB, MPEACTABICHHBIX [UISI OMNPEACNEHUS BO3MOXXHOCTH
paccMaTpuBaTh JICKAPCTBEHHBINM Mpenapar Juisi MEIUWLUMUHCKOTO MPUMEHEHUS TIPU  OCYIIECTBICHUU
TOCYIapCTBEHHOW PETUCTPAIINU B Ka4ecTBE OP(PAHHOTO JICKAPCTBEHHOTO Mpernapara;

0) 3a MpOBEJACHUE OKCIEPTHU3Bl KAadeCTBA JICKAPCTBEHHOTO CPEJCTBA M JKCIEPTHU3BI OTHOIICHUS
O’KHMJIaeMOM TIOJIb3bI K BO3MOXKHOMY PHCKY TNPHMEHEHHS JICKapCTBEHHOTO IperapaTa, pa3perieHHOTO s
MEAMIIMHCKOTO TpuMeHeHuss B Poccuiickoit ®egepanuu Oonee nABaalaTH JET, NPHU OCYIIECTBICHUU
roCyJJapCTBEHHOM pEerucTpaluu JIEKapCTBEHHOTO Mpernapara;

B) 3a IPOBEJEHUE OKCIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bl OTHOLICHUS
0’KMJIa€MOM IIOJIB3bI K BO3MOXXHOMY DPHUCKY NPHMEHEHHS JICKapCTBEHHOTO Ipernapara Uisi MEIUIMHCKOTO
MIPUMEHEHHUS TIPU €r0 FOCYAapCTBEHHON PErUCTPALNHY;

I) 3a IPOBEJCHHE OHKCIEPTH3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U HKCIEPTU3bl OTHOLICHMS
OKUJAEMON TIOJB3bl K BO3MOXKHOMY PHUCKY IPHMEHEHHS JIEKAPCTBEHHOIO IpernapaTta JUlsl MEIULMHCKOTO
IIPUMEHEHHUs], B OTHOIICHUM KOTOPOrO0 IIPOBEIEHBI MEXKIyHApPOAHBIE MHOIOLIEHTPOBBIE KIMHUYECKHE
HCCIENOBaHUsA, YacTb W3 KOTOpBIX IipoBeneHa B Poccuiickoit ®enepauuu, NOpH  OCYLIECTBICHHUH
rOCyJJapCTBEHHOM PEruCTPALMM JIEKAPCTBEHHOT'O MPEIapara;

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

12) Hanuuue coryacusi, MpeyCMOTPEHHOr0 YacThio 18 HacToAIIeH cTaThu;

13) ykazaHue BUAA JIGKAPCTBEHHOTO Mperapara, MPeJCTaBICHHOTO Ha perucTpanuio (pedepeHTHbIn
JIEKapCTBEHHBIN IpenapaT, BOCIPOU3BEIEHHBIN JIEKAPCTBEHHBIN Mpernapar, OUOJIOrMYecKUuil JIEKapCTBEHHBIN
npenapaTr, OuWOaHaNOroBBIM (OMOMONOOHBIN) JEeKapCTBEHHBIM mpenapar (OMoaHanor), roMeonaTHYecKui
JIeKapCTBEHHBIN IIpernapar, JeKapCTBEHHbII pacTUTENIbHBIN Ipenapar).

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

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

4. Paznen MOKyMEHTalluU aIMUHACTPATUBHOTO XapaKTepa BKIIOYAET B CEOS:

1) 3asBieHHME O TOCYIAapCTBEHHON PpErucTpaluy JEKapCTBEHHOIO Ipernapara Juisi MEeAMLIUHCKOTO
INPUMEHEHHUs B 3JIEKTPOHHOM popMe 1 Ha OyMa)KHOM HOCHUTEIIE;
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2) KOMUIO JOKYMEHTA Ha PyCCKOM S3BIKE, 3aBEPEHHOT0 B YCTAHOBIIEHHOM IOPSIIKE U MOATBEPIKIAIOIIETO
IIPaBOMOYHOCTh 3asiBUTEJIA [OJaBaTh 3asBJICHUE O TOCYJAPCTBEHHOM PETUCTpalMU JIEKaPCTBEHHOI'O
npenapara Jijisi MeJUIMHCKOr0 PUMEHEHHUS (IOBEPEHHOCTb);

Koncynprantllimroc: mpuMedaHue.
C01.01.2021 B . 3 4. 4 ct. 18 BHOCATCS u3menenus (P3 ot 27.12.2019 N 478-D3).

3) KOIIMIO JIMOCH3UMKW Ha MPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB WM KOIUIO 3aKIOYCHHA O
COOTBETCTBHUH MMPOU3BOAUTCIIA JICKApPCTBCHHBIX CpCacCTB Tp€6OBaHI/I$IM mpaBujI Ha):[nemameﬁ
HpOHBBO}ICTBGHHOﬁ MIPaKTUKH, BBIJAHHBIX YIIOJJHOMOYCHHBIM q)ellepaHBHBIM OopraHom HUCIIOTHUTETbHOHN
BIaCTH B OTHOLICHWHM IPOU3BOJCTBEHHOH IIIOMAAKH PETHCTPUPYEMOTo JIEKapCTBEHHOTO IperapaTa, B
cllydae, eclid IPOM3BOJICTBO JIEKAPCTBEHHOTO Mpernapara ocyuiectsisercs B Poccuiickoit denepanyu;

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

Koncynsrantlntoc: mpumeganue.
C01.01.2021 B 1. 4 4. 4 ct1. 18 BHOCsATCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

4) KOITNKO BBI,Z[aHHOﬁ YHOOJHOMOYCHHBIM OPraHOM CTpaHbI IMTPOU3BOAUTCIIA JIMIICH3WUU Ha MMPOU3BOACTBO
JIEKapCTBEHHOTI'0 IIperapaTa 1 €€ NepeBoJl Ha PYCCKUM SA3bIK, 3aBEPEHHBIE B YCTAHOBIIEHHOM IOPSIIKE, a TAKKE
KOIIMIO 3aKJIIOYCHUA O COOTBETCTBUM MPOU3ZBOAUTEIA JICKAPCTBCHHBIX CPCIACTB Tp€6OBaHI/I$[M ImpaBuJI
HajuieXkalled MpPOU3BOJACTBEHHON MPAaKTHUKW, BBIAAHHOTO YIOJHOMOYEHHBIM (elepaibHbIM  OpraHOM
UCTIOJTHUTENFHOM BJIACTH B OTHOILIEHUU MPOU3BOJCTBEHHOW IUIOUIAJKH PETUCTPUPYEMOTO JIEKApCTBEHHOTO
mpernapara, WM KOIHUI0 PelIeHHs YMOJTHOMOUYEHHOTo (heepaabHOr0 OpraHa HCIONHUTEIBHONW BIIACTH O
NNPOBCACHUN HWHCHCKTUPOBAHHA MPOU3IBOAUTCIIA JICKAPCTBCHHBIX CPCACTB, B Cliydac, CCJIMU IPOU3BOACTBO
JIEKapCTBEHHOI'0 IIpenapaTa OCYyIIEeCTBIsAETCS 3a npeaenamMmu Pocculickoit @enepanuu;

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

5) HpOEeKT MHCTPYKUUHU MO MEAULMHCKOMY MPUMEHEHMIO JIEKapCTBEHHOIO IperapaTa, cojaepiKaiieit
CIEyIOIINE CBEJCHHUS:

a) HaUMEHOBaHME JIEKApCTBEHHOTO Mpemapata  (MEXIYHapOoJHOE  HEMaTeHTOBAHHOE, WU
IPyIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nexapcTBeHHast (opMa C yKa3aHHEM HAUMEHOBAaHHMH M KOJWYECTBEHHOI'O COCTaBa JECHUCTBYIOLINX
BEIIECTB M KAYE€CTBEHHOI'O COCTaBa BCIIOMOTaTEJIbHBIX BELIECTB (MpU HEOOXOIUMOCTH KOJIHMYECTBEHHOTO
COCTaBa BCIIOMOI'aTEJIbHBIX BELIECTB);

B) ONMCAHUE BHELIHETO BUA JEKApCTBEHHOTO Mpenapara A MEJUIIMHCKOTO IPUMEHEHMS,;

r) GU3NKO-XMMHYECKHE CBOMCTBA (1 paguodapMalieBTHUECKUX JIeKapCTBEHHbBIX IPEnapaToB);

1) GapmakoTepaneBTHUECKas Ipyma, KO JEeKapCTBEHHOTO Ipenapara A MEAUIUHCKOTO TPUMEHEHHS
10 aHATOMO-TEPANEBTHUECKO-XMMUYECKON Kiaccu(pUKauu, peKOMEHIOBaHHOW BcemupHON opranu3zanueit

3/IpaBOOXpAaHEHUs], UM YKa3aHUE '"TOMEONaTUYeCKUi JIEKapCTBEHHBIN Mpenapat”;

e) papmakonnHamuka ¥ ¢dapMaKOKHMHETHKA (32 HCKIIOUYCHHEM (PapMaKOKWHETHKH TOMEOIATHUYECKUX
JICKapCTBEHHBIX TPENapaToB U PACTUTEIIBHBIX JIEKAPCTBEHHBIX MTPETIAPATOB);
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’K) TIOKa3aHMsl 17151 IPUMEHEHUS;

3) IPOTUBOINOKA3aHUs JUIsl IPUMEHEHMUS;

1) MEpBI [IPETOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) VyKa3aHHE€ BO3MOXHOCTM U OCOOEHHOCTEH TNpHMEHEHUs JIEeKapCTBEHHOTOo Ipernapara Ul
MEJHUIIMHCKOTO MPUMEHEHHsI O€pEeMEHHBIMH JKEHIIMHAMH, KCHIIUHAMH B MEPUO]I TPYIHOTO BCKapMIIMBAHUS,
JNETbMH, B3POCIBIMHU, UMEIOIIMMU XPOHUYECKUE 3a00IeBaHUS;

J) PEeXUM JO3UPOBaHUs, CIOCOOBI BBEACHHS U TMPUMEHEHHS, MPU HEOOXOIMMOCTH BpeMsl IpueMa
JIEKapCTBEHHOI'O Ipernapara s MEJULUHCKOrO IIPUMEHEHHUs, IPOAOKUTEIILHOCTD JICYEHMS, B TOM YUCIE Y

JIeTel 10 ¥ MOCJIe OJIHOrO roja;

M) BO3MOJHBIC HCKCIATCIIbHBIC PCeaKOWM IIpH HOPHUMCHCHUM JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIUHCKOI'O IPUMCHCHUA

H) CUMIITOMBI IIEPEI03UPOBKHU, MEPHI 110 OKA3aHUIO IOMOILHU NPH NE€PEI03UPOBKE;
0) B3aUMO/JICICTBUE C JPYTUMHU JICKApCTBEHHBIMH ITpenapaTaMu U (WJI1) MUILEBBIMUA IPOLYyKTaMH;
1) (hopMBI BBIITyCKa JIEKAPCTBEHHOI'O IIpenapaTa;

p) ykazanue (mpu HEOOXOAMMOCTH) OCOOEHHOCTEH JeHCTBHS JICKApCTBEHHOTO IpenapaTa Juls
MCIUIUHCKOI'0 IPpUMCHCHUS IIPHU IIECPBOM IMMPUEME UJIH IIPU €0 OTMCHE,

c) onucaHue (Ipu HEOOXOIUMOCTH) NeWcTBUM Bpaua (Qenpamiepa) U (WIK) MalMeHTa MpPU MPOITyCKe
npreMa OJHOM MM HECKOJBKUX 103 JIEKApCTBEHHOTO IIpenapara sl MEJUIMHCKOTO IPUMEHEHMS;

T) BO3MOJXHOC BJIMAHUC JICKAPCTBCHHOI'O IperiapaTra AJIsI MECAULUHCKOTO NPUMCHCHHUA Ha CII0OCOOHOCTD
YHOPpaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMMU,

y) CpPOK FOJIHOCTU M yKa3aHUE Ha 3alpeT MPUMEHEHUs JIEKAPCTBEHHOIO IMperapaTa A MEIUIIMHCKOTO
MIPUMEHEHHUS 110 UCTEYCHUH CPOKA TOTHOCTH;

&) ycinoBus XpaHeHus;

X) YKa3aHHUEC HaA HCO6XOI[I/IMOCTB XpaHCHHUA JICKAPpCTBEHHOTI'O IIpfriapaTta s MECAUINHCKOI'O ITPUMCHCHU A
B MCCTax, HEAOCTYIIHBIX JJIS ,Z[eTefI;

I_[) YKa3aHue (HpI/I HGO6XO,Z[I/IMOCTI/I) CIICOUAJIBHBIX MCpP HNPCAOCTOPOKHOCTHU IIPU YHHUYTOKCHHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX ITPCTIApaTOB AJIsI MCAUIIMHCKOI'O IIPUMCHCHU A,

4) yCJIOBUS OTITyCKa;

1) HAaWMEHOBAaHMSI W aJpeca MPOU3BOJCTBEHHBIX IUJIOMIAJIOK TMPOU3ZBOJUTENS JIEKAPCTBEHHOTO
npernapara;

IJ_I) HaNMMCHOBAHUEC, apeC OpraHu3alnu, ynOJ’IHOMO‘IGHHOﬁ ACpKaTCJieM WKW  BJIAACIIBLICM
PETUCTPAUOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIpfliapaTa A MCAULMUHCKOTO IIPUMCHCHUA Ha
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NPUHATHE NPETEH3UI OT MOTPEOUTEIS;

6) MHCTPYKIHMIO MO MEAWIUHCKOMY NPUMEHEHHIO HIIM KpPAaTKyH XapaKTepUCTHKY JIEKapCTBEHHOTO
npenapara, yrBepKJACHHbIEC B CTpaHE IIPOU3BOAUTEILS;

7) IpOEKThl MAKETOB MEPBUYHOM YNMAaKOBKM M BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOI'O IperapaTa Ul
MEJMIUHCKOTO PUMEHEHMS;

8) mpoeKT HOPMATUBHOM JOKYMEHTAIlMM WJIM HOPMATHBHOI'O JOKYMEHTa Ha JIEKapCTBEHHBIN Ipenapar
JUTSE METUITTHCKOTO MIPUMEHEHHSI THO0 yKa3aHUE COOTBETCTBYIOIIEH (papMaKoIeiHOM CTaThy;

9) HOKyMEHT, cojepkammii MHQOpPMAIMIO O HAaIWYUU WM OO0 OTCYTCTBHH (DAKTOB PETHUCTpAIlUU
JIEKapCTBEHHOI'0 IIpenapara Juisi MEIULIMHCKOr0 NPUMEHEeHUs 3a npeaenamu Poccuiickoi @enepannu;

10) xonmuMm JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOpPSIKE UM MOATBEPXKIAIOLUIMX (PaKT
perucTpaluy JEeKapcTBEHHOIO TIpernapara B HWHOCTPaHHBIX TOCYAAapcTBaX B KayecTBE Op¢aHHOIro
JIEKapCTBEHHOIO IIpernapara,

11) IJIaH YIIPaBJICHUS PUCKAMH JIA OHMOJIOTHYECKUX JICKApCTBCHHBIX IIPCIIapaToB AJIsI MCAUIUHCKOI'O
TIPUMCHCHUS

12) nokymeHT o cucreMe (QapmMakoHaa3opa JepXareias WM BJIaJeNblida PEruCTPAaMOHHOTO
yZIOCTOBEPEHHS JIEKapCTBEHHOT'O MIpenapara;

13) DOKYMEHT, MOJATBEPKIAIOUINI KauyeCcTBO JIEKAPCTBEHHOTO Mpernapara TpexX MPOMBIIUICHHBIX cepuil
(MpOTOKOJ aHaNM3a WIKM cepTUUKAT aHAIN3a), OJHA CEpUsl KOTOPOro JOJDKHA COBIAAATh C cepuei obpasua
JIEKapCTBEHHOI'0 Ipenapara Uil MEJUIMHCKOrO INPUMEHEHMsI, IPEICTaBICHHOIO Ha TIOCYJapCTBEHHYIO
PErucTpaLumIo.

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

5. Pazgmen xuMudeckol, (apmameBTHYecKOH M OWOJOTHYECKOW TOKYMEHTAlMU BKJIIOYaeT B cels
JOKYMEHTBI, cojiepkaliue nHpopMaluio o papMaleBTHIECKOl CyOCTaHIIMM U JIEKapCTBEHHOM IpernapaTe AJs
MEIUIUHCKOI0 IPUMEHEHU, IPOLIECCE €ro MPOU3BOCTBA U METOIaX KOHTPOJIS KauecTBa, B TOM YHUCIIE:

1) xonMIO0 TOKYMEHTa, COAEPIKALIETO CIEeAYIONTY0 HH(pOpMALHIO O papMalleBTHYECKON CyOCTaHIIMK MIIH
(apMareBTHUECKUX CYOCTaHIMAX, BXOJIIMX B COCTAaB JIGKAPCTBEHHOIO Npernapara, 3a MCKIIOYCHHEM
nHpopManuu o hapManeBTHUIECKUX CYyOCTaHIMX, BKIIFOYCHHBIX B TOCYIAPCTBEHHBIN PEeCcTp JEKapCTBEHHbBIX
CPEACTB B COOTBETCTBHHM CO cTaThel 34 HacTosmero deaepabHOr0O 3aKOHa:

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 462-03)
a) HaMEHOBaHUE (apMalleBTUYECKON CyOCTaHIMY, €€ CTPYKTypa, o0Ii1e CBONUCTBA;

6) HaMMCHOBAHUEC U aJIp€C MMPOU3BOAUTECIIA;

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

r) onKcaHne pa3pabOTKH Mpoliecca MpOr3BOICTBA;

1) OITUCaHNE KOHTPOJISI KPUTUYECKUX CTaIHM MPOU3BOJICTBA U MPOMEKYTOUYHON MPOIYKIIHH;

www.consultant.ru Crpanuua 39 n3 129
HafeXHasa npaBoBan noaAepXxkKa


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

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 N " [ata coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

€) IOKYMEHTaIbHOEe MOITBEpKAeHUE (BaTUAAIIN) IPOIECCOB U (MIIM) UX OLICHKA,
’K) CBOMCTBA U CTPYKTYpa IEHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTHUKA PUMECEI;

1) crerdukanys Ha GpapManeBTHIECKYIO CyOCTaHIIMIO U €€ 000CHOBAHHE;

K) aHaJUTHYECKHE METOJWKH, HWCIIOJB3yeMble TIPH  OCYIISCTBICHHHM KOHTPOJS  KadecTBa
(hapMmareBTHUECKOM CyOCTaHITNH;

J'I) AOKYMCHTAJIBHOC TMOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIIOJB3YCMbIX [IPU
OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBA (I)apMaI_ICBTI/IHGCKOI\/II CY6CTaHI_II/II/I;

M) pe3yJbTaThl aHaTN3a cepuid (hapMareBTHUECKON CyOCTaHIINY;

H) TIEpEUeHb CTAaHJIAPTHBIX OOpa3llOB WJIM BEHIECTB, MCIOJIb3YEMBIX MPH OCYIIECTBICHHH KOHTPOJIS
Ka4yeCcTBa,

0) OMKCAHNE XapAaKTEPUCTUK U CBOMCTB YIIAaKOBOUYHBIX MAaTEPUAJIOB U YKYIIOPOUYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MILHOCTH (papMaIieBTUUECKON CyOCTaHIIHH;

P) CPOK TOJTHOCTH;

1.1) B oTHOIIEHNHU (hapMalIEBTUYECKUX CyOCTaHITNI, BXOIAIIMX B COCTAB JIEKAPCTBEHHOTO Tperapara u
BKJIFOYEHHBIX B TOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBMM CO cTaTbed 34
HacTosero denepaibHOr0 3aK0Ha, - KOMHSI IOKyMEHTa, COJEP KaIIero CaeaAyoUly0 HH)OpMaIHIo:

a) HauMeHoBaHue (papMaleBTHUECKON CyOCTaHIINU, €€ CTPYKTYypa, 00Iue CBOWCTBA;

0) HaMMEHOBaHUE U a/IpEC MPOU3BOAUTENS;

B) pe3yJIbTaThl aHAIN3a Cepuil papMalleBTUIECKON CyOCTaHIINH;

') CPOK TOJTHOCTH;
(n. 1.1 BBenen denepanbHbiM 3aKk0HOM OT 27.12.2019 N 462-D3)

2) DOKYMEHT, CoJepallluil CIeAyIOIIMe CBEICHUS O JIEKAPCTBEHHOM IIpenapare Uil MEAMLUHCKOTO
IPUMEHEHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O IIpCIiapaTta A MECAUIUHCKOTO IIPUMCEHCHU S,

0) onucanue (hapMaleBTHUECKON pa3paboTku (000CHOBaHUE BHIOOpA COCTaBa, MEPBUYHON YIMAKOBKH U
HHOTO);

B) TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ MMponU3BOACTBA W METOJOB KOHTPOJII Ha BCCX
CTagugX IMPONU3BOACTBA,

I') OMKMCAaHKUE KOHTPOJISI KPUTUUECKUX CTaJUN Mpolecca MPOU3BOICTBA U MPOMEKYTOUHOM MTPOTYKIIHNH;
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
( T 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 N " [ata coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) HaMMEHOBAaHHE M aJpec MeCcTa OCYIIECTBIECHHUS IPOU3BOJACTBA JICKAPCTBEHHOIO Ipernapara Jyls
MEIMLMHCKOTO TpPHUMEHEHHs (B cly4yae HaJM4YUsl HECKOJbKMX YYAaCTHMKOB IIpollecca IPOM3BOICTBA
HE00XO0IMMO yKa3aTh KaKIOTO U3 HUX);

e) hapMareBTHIECKasi COBMECTUMOCTH;

) MUKpOOHOJIOTMYECKHE XapaKTePUCTUKH;

3) MaTepuasbHbIi OalaHC U1 IPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMMCAaHUE XapaKTEPUCTHK U CBOMCTB YIIAKOBOYHBIX MaTEpHAJIOB U YKYIIOPOUYHBIX CPE/ICTB;

K) JOKYMEHTAJIbHOE MOATBEPKACHNE (BaTHIAIMs1) MPOIIECCOB IPOU3BOICTBA U (WJIM) UX OIICHKA;

) TpebOBaHMA K KadecTBY BCIIOMOTATENBHBIX BemecTB (ceprudukar, crenupukanus Ha
BCIIOMOTaTEIbHBIC BEIIECTBA M X OOOCHOBAHUE);

M) AHAJIUTUYCCKHUC METOJUKU, HCIIOJIB3YEMBIC npu OCYHIECTBJICHUHN KOHTPOJIA KadyecCcTBa
BCIIOMOT'aTCJIbHBIX BECHICCTB,

H) AOKYMCHTAJIBHOC IIOATBCPKIACHUC (BaJ'II/II[aI_II/IH) AHAIIUTUYCCKUX MCTOAUK, HUCIHOJB3YCMbIX IIpU
OCYHICCTBJICHUUN KOHTPOJII Ka4€CTBA BCIIOMOT'aTCIIbHBIX BCIICCTB,

0) I/IH(i)OpMaI_II/ISI 00 HCIIOIB30BAaHUU BCIIOMOIaTCIbHBIX BCIICCTB YCJIOBCYCCKOIO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

1) uHopmalus 06 UCIOIb30BAHUH HOBBIX BCIIOMOI'aTEIbHBIX BEIIECTB;

p) TpeboBaHuUs K KauecTBY JIEKAPCTBEHHOIO IpernapaTa JIjs MEAULMHCKOrO MpUMeHeHus (cepTudukar,
cnenduKanys Ha JIeKapCTBEHHBIN Mpenapar U uX 000CHOBAHHE);

C) AHAIIUTUYCCKUC MCTOJAUKHU, UCITIOJIB3YCMBIC ITPHU OCYHICCTBJIICHUU KOHTPOJISL KAYCCTBA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTIO IPUMCHCHUA

T) JOKYMCHTAJIbHOC TIOATBCPIKIACHUC (BaJ'II/II[aIII/Iﬂ) AHAIIUTUYCCKUX MCETOAUK, HCIIOJIb3YCMbIX IIpH
OCYHICCTBJICHNHN KOHTPOJIA Ka4€CTBA JICKAPCTBCHHOT'O IMpEriapaTa JJI1 MCAUIHUHCKOI0 IPUMCHCHUSA

y) pe3yJIbTaThl aHAIN30B CEPUI JIEKAPCTBEHHOTO IIpenapara Jjisi MeIUIIMHCKOTO IPUMEHECHNS;
&) xapakTepucTUKa MPUMECeH;

X) NEepCUYCHL CTAHAAPTHBIX o6pa3u013, HUCIIOJIb3YCMBIX TIpHU OCYIICCTBJIICHUU KOHTPOJIA Ka4YCCTBa
JICKAPCTBCHHOTO IIpcIiapaTta JJIsi MCAUIIMHCKOT'O MPUMCHCHU A,

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O IIpenapaTa Jisl MEIUIUHCKOTO PUMEHEHUSI.
(dactp 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. PaS,Z[eJ'I (bapMaKOHOFquCKOﬁ, TOKCHKOJIOTMUECKOM JOKYMEHTAIlMKW BKJIFOYACT B ce0sg OTYeTHl O
pe3yjibTaTax AOKJIMHHUYCCKUX HCCIIeIOBaHUM JICKAPCTBCHHOT'O CpCACTBA IAJId MCAULUHCKOI'O NMPUMCHCHUA, B
TOM YHUCIIC:
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

1) OTYECT O q)apMaKO)II/IHaMI/I‘ICCKI/IX HCCIICIOBAHUAX,
2) OTYCT O (I)apMaKOKI/IHeTI/I‘-ICCKI/IX HUCCICIOBAHUAX

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

7. Paznmen KIMHUYECKOW JOKYMEHTAIIMH BKJIIOYAET B Ce0S OTYETHI O pe3yJbTaTax KIMHHYECKUX
MCCJICIOBAHMH JIEKAPCTBEHHOTO MperapaTa il MeIUIIMHCKOTO IPUMEHEHHS, B TOM YHUCJIE:

1) otuetsl 00 WHccaenOBaHUAX OHOAOCTYNHOCTH UM  OMOIKBUBAJIEHTHOCTH, HCCIEIOBAHUSAX,
yCTaHaBJIMBAIOUINX KOPPEJSALUIO PE3YIbTaTOB, MOJYUYSHHBIX B YCIOBUX in Vitro U in vivo;

2) oTueThl 0 PapMaKOKMHETUIECKUX UCCIICIOBAHMSIX;
3) oT4eThl 0 papMaKOAMHAMUYECKUX HCCIICIOBAHUSAX;
4) oTueTHl O KIIMHUYECKUX HUCCiIe10BaHUAX 3 (PeKTUBHOCTH U 0€301aCHOCTH;

5) OTYET O MOCTPETUCTPAIIMOHHOM OTBITE TPUMEHEHUS (TIPH HAJTUYUH ).
(uacts 7 BBenena denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

8. TpeboBaHusi Kk 00beMy HMHpOpPMAILIMH, NPEIOCTABISIEMON B COCTABE PETUCTPALIMIOHHOIO J0ChE, IS
OTIENbHBIX BHJOB JIEKAPCTBEHHBIX IpPENapaToB s MEIULIUHCKOIO INPUMEHEHHUS YCTaHaBIMBAOTCS
YIOJIHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HUCIIOJIHUTENbHON BIIACTH.

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

Koncynpranrllintoc: npumedanue.
C 01.03.2020 B u. 9 ct. 18 BHOCATCs u3menenus (O3 ot 27.12.2019 N 475-03). Cm. Oyayuiyto peaakiuio.

9. B oOTHOmIEHWH JIEKAPCTBEHHBIX TPEMAPATOB, PA3PEIICHHBIX I MEIUIIMHCKOTO MPUMEHEHUs B
Poccuiickoit ®enepauuu Oonee ABaauaTH JEeT (32 HCKIIOYEHUEM OHMOJOTHMYECKHUX JIEKapCTBEHHBIX
IpenapaToB), AOMYCKAaeTcsl BKIIOYEHHE B COCTaB paszdena (HapMakoIOTUYECKOW, TOKCHUKOIOTHYECKON
JOKYMEHTAIlUl W paslena KIMHUYECKON TOKYMEHTAIllMd BMECTO OTueTa pa3paboTuuMka O pes3yibTarax
COOCTBEHHBIX JOKIMHUYECKUX MCCIICIOBAHUNA JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX MCCIEIOBAHUN
JIEKapCTBEHHBIX TMpenapaToB Il MEIUIIMHCKOTO TNPUMEHEHHS 0030pa Hay4YHBIX pabdoT 0 pe3yibTaTax
JTOKJIMHUYECKUX HCCIICIOBAHUN JICKAPCTBEHHBIX CPEJACTB M  KIMHUYECKUX HWCCJICAOBAHMMN  JTaHHBIX
JIEKapCTBEHHBIX MIPEMapaToB, B TOM YHUCJIE BKIIIOYAs OMBIT UX MOCTPETUCTPALIMOHHOTO TPUMEHEHUSI.

(uacts 9 BBenena denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

10. Ilpm rocynapCTBEHHONH perucTpanuy BOCHPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPENapaTroB Ul
MEIUIIMHCKOTO TPUMEHEHHUS JIONyCKAaeTcs BKJIIOYEHHE B COCTaB paszaena  (hapMaKoIOrMyecKow,
TOKCHKOJIOTMYECKON TOKYMEHTALMHU U pa3zelia KIMHHYECKON TOKYMEHTAIMU BMECTO OTYeTa pa3paboTdnka o
pe3ynbTaTtax COOCTBEHHBIX JOKIMHUYECKUX MCCIIE0BaHUHN JIEKapCTBEHHBIX CPEJICTB 0030pa HAyYHBIX paboT O
pe3yibpTaTax JOKIMHUYECKHUX HCCIeIOBaHUN pe(epeHTHOro JIEKapCTBEHHOIO Ipernapara M IMpeJCcTaBICHUE
BMECTO KJIMHUYECKHUX MHCCIIEOBaHUI B TMOJHOM OOBEME, YCTAaHOBJICHHOM pa3leioM KIMHUYECKOH
JOKyMEHTAIlMk, OT4eTa O pe3yjbTaraXx HcCIeOBaHUNH OMOIKBHUBAJIEHTHOCTH  BOCIPOM3BEIEHHOTO
JIEKapCTBEHHOTO TMperapara il MEIWIMHCKOro npuMeHeHus. He TpeOyercss mpeacTaBieHHE OTYeTa O
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

pe3yjbTaTrax HCCIIEIOBaHU M OMOSKBHBAJIEHTHOCTH BOCIIPOU3BCACHHOI'O JICKAPCTBCHHOI'O IIpCllapaTa I
MCIUIIUHCKOI'0 MNPUMCHCHHA, CCIN PCTUCTPUPYIOTCA BOCHPOU3BCACHHBIC JICKAPCTBCHHLIC MPCIIapaThbl IJIA
MCIUIIUHCKOI'O IPUMCHCHUS, KOTOPBIC!

1) mnpeaHasHaueHbl MJi1 MApPEHTEPAIbHOIO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPUIJIa3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOIO) BBEACHUS M IMPEJICTABISIOT
co0oii BOJIHBIE PACTBOPBI;

2) npeAcTaBiIsIOT cO00M PacTBOPHI AJIsl IEPOPATILHOTO IPUMEHEHHUS;
3) npousBenieHb! B OpME MOPOLIKOB WM JIHO(PUIN3ATOB JUI IPUTOTOBICHUS PACTBOPOB;
4) sBNAIOTCA ra3aMu;

5) SBIAIOTCS YUIHBIMH WM TJIA3HBIMH JIGKAPCTBEHHBIMU IIpenapaTaMu, MpPOHW3BENEHHBIMH B (opme
BOJIHBIX PaCTBOPOB;

6) npeaHa3HAYEHBI AJI1 MECTHOT'O IPUMEHEHUS U PUTOTOBJICHBI B JOPME BOJHBIX PACTBOPOB;

7) mpencTaBiAl0T COOON BOJHBIE PACTBOPHI Ul HCIOJNb30BaHUS B (popMe HMHraysiluil ¢ MOMOIIBIO
HeOyaiizepa WK B Ka4eCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSEMBIX C TOMOILBIO CXOIHBIX YCTPOMUCTB.
(uactp 10 BBenena denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

11. ns coydaeB, yka3aHHbIX B ImyHKTax | - 3, 5 - 7 vactu 10 HacTosIiei ctaTbd, BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIN Ipenapar i1 MEIULIUHCKOrO MPUMEHEHHS JTOJKEH COAEPKATh TaKHUE KE BCIIOMOTaTEIbHBIE
BElleCTBA B TaKUX >K€ KOJMYECTBaX, Kak U pedepeHTHBIM JieKapcTBEeHHBIM mnpemnapar. Eciau cocraBbl
BCIIOMOTATENIbHBIX BEIIECTB PA3JIMYAIOTCS, 3asABUTENb JOJDKEH IMPEACTABUTH JI0KA3aTENbCTBA TOrO, YTO
UCHOJb3yEeMbIE B JAHHBIX KOHIIEHTPALMSAX BCIIOMOTaTeIbHbIC BEIIECTBA HE BIMSIOT Ha 0€30MacHOCTb U (MJIH)
3¢ EKTUBHOCTH JICKAPCTBEHHOTO Iperapara JUisi MEAULMHCKOTO IpUMeHeHus. B cirydae, ecnu 3asBUTENb HE
MOXKET MpPEJICTaBUTh TaKUE JI0Ka3aTeIbCTBA M (WJIM) HE UMEET JOCTyla K COOTBETCTBYIOILIMM JaHHBIM, OH
JIOJDKEH IPOBECTH COOTBETCTBYIOIIME HCCIENOBAaHUSA JUISL JI0KA3aTENbCTBA OTCYTCTBHSI BIIMSHUS Pa3HBIX
BCIIOMOTaTeNbHBIX BELIECTB WJIM BCIOMOTAaTEIbHBIX YCTPOMCTB Ha Oe3omacHOCTh M (win) 3¢ (HEeKTUBHOCTH
JIEKapCTBEHHOI'O Ipenapara Jjisi MEAUIIMHCKOTO IPUMEHEHUS B MOPSJIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
(dhenepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIACTH.

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

12. Tlpu rocyaapCTBEHHOW perucrpanvu KOMOMHAIMI paHee 3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX
mpenaparoB I  MEIUIMHCKOTO TNPHUMEHEHUs  JOIyCKAaeTcsl BKIIOYEHHE B COCTaB  pasjelia
(apMakoJIOrn4ecKkoil, TOKCUKOJIOIMYECKON TOKYMEHTALMU M pa3jiena KIMHUYECKON JOKYMEHTAallud BMECTO
oTyeTa pa3paboTuuKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX CPEICTB
o030pa HayuyHBIX pPabOT O pe3yibTaTax MOKIMHUYECKHX HCCIIEAOBAaHUN pedepeHTHBIX JIeKapCTBEHHBIX
MpernaparoB, BXOAAIIMX B COCTaB KOMOMHAIMK JIEKAPCTBEHHBIX NpenapaTtoB, M 00 OTCYTCTBHHM HX
B3aMMOJICUCTBUS B OJIHOU JIEKAPCTBEHHOM (hopMme.

(uactp 12 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcnepTu3sy pa3ivuHbIX JIEKapCTBEHHBIX ()OPM OJHOTO U TOTO € JEKApCTBEHHOT'O Ipernapara
JUTISE MEAWIIMHCKOTO TIPUMEHEHUS 3asBUTENb MPEJICTABISET OT/IEIbHbBIC 3asBICHHS U PErHCTPAIIMOHHBIE JOChEe
Ha KaXIyl0 JiekapcTBeHHYI0 (opmy. IIpu ycinoBuM OJHOBpEMEHHOW MOJauyud Ha D3KCIEPTHU3Y OJHOU
JIEKapCTBEHHON ()OPMBI C PAa3IMYHBIMH JO3WPOBKOH, KOHIIEHTpPAIMEeH, 00bEMOM 3asBUTEINb MPEACTABIACT
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" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

OJTHO 3asBIEHHME M PErMCTPALMOHHOE JI0Che C NMPHIIOKEHHEM MAKETOB YIAaKOBOK Ha KaXIyl0 IO03UPOBKY,
KaX/1yl0 KOHLEHTPAIHIO, KaX/Iblii 00beM U KaXJ10€ KOJIMYECTBO /103 B YIIAKOBKE.
(uactp 13 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

14. Tlpu rocymapCTBEHHON peructpauuu oOp¢haHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBHUTEIb
npeAcTaBIsieT nHpopMaInioo, HEoOXoMUMYH0 isd (OPMHUPOBAHUS pa3zeiia KIMHUYECKON JOKyMEHTAIluH, B
o0bemMe, YCTAaHOBJICHHOM YIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJIHUTENIBHO BJIACTH.

(uacte 14 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. HpI/I perucTpanuun OHOJIOTHYCCKOTO JICKApCTBCHHOT'O IIpCIiapara, MOJYUYCHHOTO U3 KPOBH, IJIA3MBbI
KpPOBH YCJIOBCKA, B COCTAaBC PCTHUCTPALUMOHHOI'O OOCHC Ha HeKapCTBCHHBIfI npenapar i1 MCAUIHUHCKOI'O
NPUMCEHCHUA JOJIKHBI OBITh MMpEACTABJICHBI JOIMMOJIHUTCIIBHO!

1) B pa3zaene JOKyMEHTAIMH aIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, coep ainuidi HHPOPMAITHIO O
cyOBbeKTax oOpalieHus JOHOPCKOH KPOBH U (MJIH) €¢ KOMIIOHEHTOB, O TOM, TJie ObljIa OCYIIIECTBICHA JOHAIUS
(kpoBM W (MnM) MJIa3Mbl KPOBHM), a Takxke OaHHbIe 00 WH(PEKIMOHHBIX 3a00JIeBaHUSAX, MEPEHAAIOIIUXCS
MapeHTepaIbHBIM IyTeM, HH(popMaIus 0 cyObeKTax 0OpalieHus JOHOPCKOM KPOBH U (W) €e KOMIIOHEHTOB,
B OTHOIICHUU KOTOPBIX OCYIIECTBISAETCSI KOHTPOJb JOHOPCKOM KPOBHU U (MJTH) €€ KOMIIOHCHTOB;

2) B pa3zzene XUMUYECKOU, (hapMalieBTHUECKON 1 OMOJIOTMYECKON TOKYMEHTAIlUU:

a) KpUTEpUH U CHocoObl O0TOOpa, TPAHCIOPTUPOBAHMS M XpPaHEHHs] JOHOPCKOM KpOBH U (WIK) ee
KOMIIOHEHTOB;

0) pe3ynabpTaThl MCCIEAOBAaHMM OTOOPAHHBIX JOHOPCKOM KPOBM M (MJM) IJIa3Mbl KPOBU M IIyJIOB Ha
HaJM4yue Bo30yauTenel nHpEeKui, BKitoyas MHGOpMaIiio 00 CIOIb30BaHHBIX METOMKAX UCCIIEA0BAaHUN U
B Clly4ae MCCJIEI0BaHUS IYJIOB IUIa3Mbl KPOBHU PE3YJbTAThl JOKYMEHTAJIBHOTO MOATBEPKACHUS (BalulallUn)
WCIIOJIb30BAHHBIX METOJIUK;

B) TEXHHUYECKHE XapaKTEPUCTUKU YMAKOBKH IJii OTOOpa JOHOPCKOW KpOBU M (MJIM) IUIa3Mbl KPOBH,
BKJII0Yasi MHPOPMALIMIO 00 MCII0JIb30BaHHBIX PACTBOpPAX aHTUKOATyJISHTOB.
(uacts 15 BBenena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

16. Knunnyeckue ucciaeaoBaHus JIEKApCTBEHHOTO MpernapaTa sl MEAUIIMHCKOTO MTPUMEHEHHUS B LESIX
€ro TOCyJapCTBEHHOM perucrpauuu npooasTcs B Poccuiickoilt Penepauuu B MOPSAJIKE, YCTAHOBICHHOM
ctatbsiMu 38 - 44 Hacrosero ®enepanbHOro 3aKoHa. OTUET O MPOBENECHHBIX MCCIEA0BAHUAX BKIIIOYAETCS B
COCTaB pa3fena KIMHUYECKON JOKYMEHTALMM PETUCTPALMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIM Ipenapar s
MEIUIMHCKOTO NpUMEHEHUs. [l JeKapCTBEHHBIX IMpenapaToB Uil MEIUWLMHCKOIO IPUMEHEHHUs, B
OTHOILIEHUU KOTOPBIX B PE3YJIbTAT€ SKCHEPTU3bl JTOKYMEHTOB, NPEICTABICHHBIX IJs1 OMNpEIEICHUs
BO3MO>XHOCTH pPacCMaTpuBaTh JIEKAPCTBEHHBIA IMpernapar s MEIMIMHCKOrO IPUMEHEHUS B KayeCTBE
ophaHHOTO JIEKAPCTBEHHOTO Mperapara, Takasi BO3MOXHOCTh IPU3HAHA M B OTHOLICHUH KOTOPBIX MPOBEICHBI
KJIMHUYECKUE WCCIEIO0BaHMs, BBIIIOJHEHHbIE 3a mpenenamu Poccuiickon @enepannv B COOTBETCTBUU C
MpaBUJiaMy HaJJIeXkKaler 1abopaTOpHON TMPAKTUKU W TPaBWIAMH HaJJIeKalleH KIMHHUYECKOW TPAKTUKH,
JIOIYCKAaeTCsl BKIIFOYEHHE B COCTAB PA3Zesia KIMHUYECKOW TOKYMEHTAallUM BMECTO OTYEeTa O pe3yibTaTax
KJIIMHUYECKUX MCCIIEOBAaHUMN JIEKAPCTBEHHOIO Ipenapara Jjs MEIULMHCKOTO MPUMEHEHHUs, MPOBEICHHBIX B
Poccuiickoit denepanuu, oT4eTa 0 PE3YIAbTATAX KIMHUYECKUX UCCIECIOBAHUM, BBIIIOJIHEHHBIX 3a IPEAcIaMu
Poccuiickoit denepanuu.

(uactp 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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Kouncynpsraurtlloroc: mpuMeuanue.
C 01.01.2021 4. 17 ct. 18 uznaraercsa B HoBoM peaakuuu (O3 ot 27.12.2019 N 478-D3).

17. 3asBuTenp BOpaBe MPEICTAaBUTh IO COOCTBEHHON WHUIMATHBE BMECTE C 3asBICHHUEM O
rOCYJapCTBEHHOIN pEerucTpaluy JIEKapCTBEHHOrO Mpemnapara A MEAUIMHCKOIO MPUMEHEHHUS JOKYMEHTHI,
MOATBEPKJIAIOIINE YIIATy TOCYJIapCTBEHHOM MONIUIMHBI M yKa3aHHble B NyHkTe 10 yactu 2 HacTosIeu
cTaThl. B ciydae uX HENpeACTaBICHHS COOTBETCTBYIOIIMN YIIOJHOMOUYEHHBINH (enepanbHblii  opraH
WCTIOTHUTENIBHONW BJIACTH TIPOBEpsieT (aKT yIuiaThl TOCYAAapCTBEHHOW MOILIMHBI 3asiBUTEIEM IOCPEICTBOM
WCIIONBb30BaHus MHPopManuu 00 yruiate rocyJapCTBEHHOW TMOIUIMHBI, coaepikameics B ['ocyaapcTBeHHOM
uHPOPMAIIMOHHON CHCTEeME€ O TOCYJapCTBEHHBIX M MYHUIUNAIbHBIX IJIaTeXaX, HAa OCHOBAaHUU
MIPE/ICTABICHHBIX 3aBUTENIEM KOMHM TOKYMEHTOB, OATBEPKAAIOLIUX YIIJIATy TOCYIaPCTBEHHOMN MOLIIUHBI.
(uacte 17 BBenena deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

18. He nomyckaeTcss HWCHONB30BaHWE B KOMMEPYECKHX IENsAX HWHPOPMAIMM O pe3yibTaTrax
JTOKJIIMHUYECKUX WCCIICOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHHUYECKHUX HCCIICIOBAHUHN JICKapCTBEHHBIX
MpernapaToB Uil MEJAWIIMHCKOTO TMPUMEHEHHS, TIPEJCTABICHHOW 3asBHUTEIEM JUIS TOCYJapCTBCHHOU
perucTpaluy JeKapcTBEHHOTO Mpemnapara, 0e3 ero corjiacusi B TeUeHHUE LIECTH JIeT ¢ JaThl FOCyAapCTBEHHON
peructpanuu peepeHTHOro JeKapcTBeHHOro npemnapara B Poccuiickoit deneparuu.

(dacts 18 BBenena deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. [epxarens WM Blajelel] PErHCTPAlMOHHOIO YIOCTOBEPEHMs JIEKAPCTBEHHOIO IIpernapara Ha
OMOTEXHOJOTMYECKUH WM Op(aHHBIM JIEKApCTBEHHBIM IpemnapaT 00s3aH NPEJOCTaBIATh HAa BO3ME3IHOMN
OCHOBE 00pa3slbl pedepeHTHOro JIEKapCTBEHHOIO Ipenapara 3asBUTENSAM JUIsl HMPOBEACHUS] KIMHUYECKUX
uccnenoBaHuid. CTouMocTh 00pa3ua pedepeHTHOro JIEKapCTBEHHOIO Ipernapara, BKJIIOYEHHOTO B IepeueHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHWIIMX JIEKAPCTBEHHBIX MpENapaTroB, HE [JOJDKHA IPEBBINIATH
3apEeruCTPUPOBAHHYIO MPEACTbHYIO OTIYCKHYIO IIeHY Ha pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar Win HeHy
Ha JIEKAPCTBEHHBIN NIpenapaT B CTpaHe MPOU3BOIUTEIS.

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

20. 3asBiIeHHE O TOCYJAPCTBEHHON PErucTpanydyd BOCIPOU3BEACHHOIO JICKAPCTBEHHOTO IMpenapara IJist
MEAMIIMHCKOTO MPUMEHEHHSI MOXKET OBITh MOJAAHO B YIIOJHOMOYEHHBIH (peiepalibHbIil OpraH UCIOTHUTEIBHON
BJIACTH, OCYILIECTBIISIOIIMN TOCYAAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX MPENaparoB, MO HCTEYEHUU
YyeTblpex JIeT C JaTbl TOCYJAapCTBEHHON perucTpaluuu peQepeHTHOro JEeKapCTBEHHOTO Ipernapara B
Poccuiickoit denepanumu.

(uactp 20 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBieHHE O TOCYJIApCTBEHHOW pEerucTpamuu OnoaHaoroBoro (OMOMOJ00HOTO) JIEKAPCTBEHHOTO
npenapata (6MoaHajgora) MOXeT ObITh MOJAHO B YHNOJHOMOYEHHBIH (hefepabHbIi OpraH MCIOJHUTEIbHON
BJIACTH, OCYILIECTBIIIOIIMNA TOCYAAPCTBEHHYIO DPETUCTPALMIO JIEKAPCTBEHHBIX IPENapaTroB, MO HCTEUEHUU
TPeX JIET ¢ AaThl TOCYAaPCTBEHHON pEerucTpanuu pedepeHTHOro JEKapCTBEHHOro mnpenapara B Poccuiickoi
®denepauuu.

(uactp 21 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. [epxaTenb WM BIAJEIEl PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKQpCTBEHHOrO Mpernapara
OpEJCTaBIsIeT B YINOJTHOMOYEHHBIM (eaepanbHblii OpraH HCIOJIHUTEIbHOW BIIACTH, OCYIIECTBISIOIUI
(YHKIMHU IO KOHTPOJIIO U HAA30pY B cepe 3apaBoOXpaHEHUs], OTUET MO pe3ybTaTaM (apMaKkoHaI30pa OJUH
pa3 B LIECTb MECSLIEB B TEUEHHUE ABYX JIET MOCJIE TOCYIaPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO Tpernapara
B Pocculickoii @enepannu, eXXEroqHO B TEYEHUE MOCIEAYIOMMX TPEX JIET U B JAJIBHEUIIEM OJUH pa3 B IATh
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Jer.
(uactp 22 BBeneHa denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

Cratba 19. lpuHATHE pelleHMA O BblAaye 3KCMEePTHOMY YUYpexAeHUI0 3afaHuMA Ha
npoBeAeHMe 3KCNepTU3bl NIeKapCTBEHHOro cpeAacTBa
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Teuenue necsatu pabo4yMx AHEH CO JHS NPUHATHS 3asBICHUS O TOCYAAPCTBEHHOW perucTpainuu
JIEKApCTBEHHOTO TIpernapaTa COOTBETCTBYIOIIMN YIOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJIHUTEILHON
BJIaCTU MPOBOIUT MPOBCPKY IMOJHOTHI, JOCTOBECPHOCTU U IPABUIBHOCTHU Oq)OpMJ'IeHI/ISI MMpEaACTaBJICHHBIX
JOKYMCHTOB PETUCTPALIMOHHOI0 OJOCHBE Ha J'IeKapCTBeHHHﬁ npernapat U NpUHUMACT PCHICHUC O BbIJAYC
3a/laHus Ha NIPOBEJICHUE:!

1) oaKcmepTu3bl JOKYMEHTOB, NPEICTABICHHBIX Ui ONpeAeNieHuss BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM Tpenapar [yisi MEAMIIMHCKOrO MPUMEHEHHsS I[P OCYLIECTBIECHUU TOCYAapCTBEHHOU
perucTpanyu B KauecTse ophaHHOTo JIEKAPCTBEHHOTO TIPerapara;

2) SKCHCPTU3BI JICKAPCTBCHHOI'O CPEACTBA B YAaCTU 3KCHCPTU3BLI KAaUCCTBA JICKAPCTBCHHOI'O CPCACTBA U
OKCIICPTHU3bI OTHOIICHUA O}KH)IaeMOfI IMOJIB3bI K BO3BMOXXHOMY PUCKY IPUMCHCHUS JICKAPCTBCHHOI'O ITpEIiapaTa
A1 MEAUITUHCKOT'O ITPUMCHCHUS

3) SKcmepTHU3bl JIGKAPCTBEHHOTO CPEJCTBA B YACTH AKCIEPTHU3bI KauecTBa JIEKAPCTBEHHOTO CPEACTBA U
SKCMEPTU3bl OTHOIICHUS 0°KMIA€MOM MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara
JUISL MEIMLIMHCKOTO IIPUMEHEHMS B MOPSIAKE YCKOPEHHOM MPOLEAYPBI SKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB B
COOTBETCTBUU CO CTaThell 26 HacTosmero deaepaibHOro 3aKOHa;

4) oKcmepTH3bl JIGKAPCTBEHHOTO CPEJICTBA B OTHOIICHUHM JICKAPCTBEHHOTO TIpemapara i
BETEPUHAPHOTO IPUMEHEHHS.

2. YOoIHOMOYEHHBIH (hefiepaibHbIA OpraH UCIIONHUTENILHON BIACTH YBEJJOMIISIET B JIEKTPOHHOM (opme
WK Ha OYMa)KHOM HOCHTEJIE 3asIBUTENS U SKCIIEPTHOE YUPEXKJICHHE O MPUHATOM PELICHUH O BblJaue 3aJaHui
Ha TPOBEJICHHE SKCIEPTU3, PEAYCMOTPEHHBIX YacThio 1 HAcTOsIIEH CTaThH, U B Cily4ae HEOOXOIUMOCTH O
BbIZIa4€ pa3pemieHus Ha BBo3 B Poccuiickyro Penepanyito KOHKPETHOM MTapTUH, CEPUH 3aPETUCTPUPOBAHHBIX U
(1K) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM 00 OTKa3e B MPOBEACHUU INPEAYCMOTPEHHBIX
9KCIIEPTHU3 C YKa3aHUEM IIPUYUH TAKOTO OTKa3a.

3. B caywyae BbISBICHHS OTCYTCTBHSI WJIM HEIOCTOBEPHOCTH WH(pOpMamuu, coaepxaiiencs B
MIPECTABICHHBIX 3asBUTEIEM JTOKYMEHTaX, YIIOJIHOMOUYEHHBIN (hefiepasibHbli OpraH UCIIOJHUTEIbHON BIAcTH
HampaBisieT 3asBUTENIO 3ampoc 00 YTOYHEHHMH 3TOW MHQPOpManuu (Iajnee - 3ampoc YIOJTHOMOUYEHHOTO
(denepaTbHOTO OpraHa WCHOJHHUTENBHOW BJIACTH), KOTOPBIM MOXET OBITh IepelnaH YIOJTHOMOYEHHOMY
MIPEICTaBUTENIO 3asBUTENS JIMYHO TOJ| PACIMCKY, HAMpaBJIeH M0 MOYTE 3aKa3HbIM MHCbMOM WM TepelaH B
JNEKTPOHHONH (opMe MO TEeIeKOMMYHHKAIMOHHBIM KaHalaM CBsi3u. B ciyuyae HampaBieHHs 3ampoca
YHIOJTHOMOYEHHOTO (pelepaqbHOTO OpraHa HUCHOJHUTENBHOM BJIACTH MO TMOYTE 3aKa3HbIM MHCHMOM OH
CUMTAETCS MOJYYEHHBIM 10 UCTEYEHNUH LIECTH JHEW C AAaThl HAIIPABJICHMs 3aKa3HOTO MHChMa.

4. 3asBurenb 00s3aH TPEJACTABUTH OTBET HA 3alpOC YIMOJTHOMOYEHHOTO (eAepaibHOro opraHa
WCTIOTHUTEJIBHON BJIACTH B CPOK, HE MPEBBIMIAIOIINKN AEBIHOCTA pabouux AHEH co qHs ero nmoiydeHus. Cpok,
YKa3aHHBIM B 4acTU | HACTOSIIEH CTaThM, MPUOCTAHABIMUBAETCA CO JIHS HAIPABIICHUS 3asBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  ()eJICpaIbHOI0  OpraHa  HMCIOJHUTEIBHOM  BIACTH 10 JAHS  TOJYYCHHUS UM
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COOTBETCTBYIOIIICTO OTBCTA.

5. OcHOBaHUEM IJId OTKa3a B OpraHu3alu 3KCICPTU3, IPpCAYCMOTPCHHBIX YaCTbIO 1 HaCTOSIICH CTaThbu,
ABJICTCA NPCACTABIICHUC HGO6XOIII/IMBIX IJid MMPOBCACHHUA TMPEAYCMOTPCHHBIX JKCICPTH3 AOKYMCHTOB B
HEIIOJIHOM O00BbeMe HIIN HEMPECACTABJICHHUEC 3adBUTCICM B YCTaHOBHeHHBIﬁ CPOK OTB€Ta Ha 3anpocC
YIOJIHOMOYCHHOTO q)ezlepa.nLHoro oprana HCIIOJIHUTEILHOMN BJIACTH, a TAKXKEC MPCACTABJICHUEC JOKYMCHTOB, HC
COACPpNKAIMX UCUHEPIIBIBAOIICTO IMIEPCUHSA HeO6XO,Z[I/IMBIX CBeHeHHﬁ.

6. IIpu oTkase B opraHu3aluy dKCIIEPTU3bl, IPELYCMOTPEHHOM IMyHKTOM 4 yacTu | HacToAlEN cTaThy,
JOKYMEHTBI, BXOJAIIME B COCTAB PErMCTPALIMOHHOIO 1OChE HA JICKAPCTBEHHBIN IIpernapar Ajis BETEPUHAPHOIO
MPUMEHEHHS, MOTYT ObITh BO3BPAILCHBI 3asBUTEIIO HA OCHOBAHHHM €r0 MMCbMEHHOTO 3apoca, HapaBJIeHHOTO
B YIOJHOMOYEHHBIH (erepaabHbIii OpraH HCIOJHHUTEIBHON BIACTH B TEUCHHWE TPHILATH pabodMx AHEH CO
JHSl TIPUHATUS YTIOJTHOMOYEHHBIM (peliepabHbIM OpPraHOM HCIIOJIHUTENBHON BJIACTHU pelieHust o0 oTkaze B
OpraHu3alMy TAaKOM SKCHEPTU3bl. YIIOJHOMOYEHHBIN (enepanbHblii OpraH MCHOJHUTEIbHON BIACTH
BO3BpALIAeT 3asiBUTENI0 yKa3aHHbIE JOKYMEHTbl B TEYEHHUE NEeCATH pPadO4YMX JHEH cO JHSA IMOIy4eHUs
COOTBETCTBYIOLIETO 3aIpOCa 3asiBUTEIIA.

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

Cratba 20. OJkcnepTu3a [OKYMEHTOB, TMpeAcCTaBrieHHbIX AnA  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTb NeKapCTBEHHbIN npenapaTt Ans MeAULMHCKOro npuMeHeHus
npu ocyuiecTtBrieHnu rocyp,apCTBeHHoﬁ pernctpauuvm B Ka4yecTBe Op(ﬁbaHHOI'O
NleKapCTBEHHOro npenapara

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

1. DkcmepTrsza MOKYMEHTOB, TPEACTABICHHBIX IS OINPEACICHUs BO3MOXHOCTH pPacCMaTpUBATh
JICKapCTBEHHBIM TIpenapar Uil MEAWIIMHCKOTO IPUMEHEHHUS IPH OCYHISCTBICHUU TOCYAapCTBECHHOM
perucTpanud B KadecTBe OpGaHHOTO JIEKAPCTBEHHOTO Tperapara, COCTAaBIEHHE KOMHUCCHEH JKCIEpTOB
3aKJIIOYEHUsT O BO3MOXKHOCTHM WJIM HEBO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM MpenapaTr AJis
MEUIIMHCKOTO TPUMEHEHUSI MPHU OCYIICCTBICHUU TOCYJapCTBEHHOW PETHCTpallk B KadecTBe Op(aHHOTO
JIEKapCTBEHHOTO TpernapaTa ¥ HalpaBJICHHE TAHHOTO 3aKJIIOYEHUS B YIIOJHOMOYECHHBINH (penepanbHbIi Opran
WCTIOTHUTEIPHONW BIIACTH OCYIIECTBISIOTCS B CPOK, HE TPEBBIMAIOMIANA TPHUAIATH PAaOOUYWX JTHEU CO JIHA
MOJIYYCHHS IKCIIEPTHBIM YUPEKICHUEM 3a/IaHHsl YIIOJTHOMOYEHHOTO (eJIepaIbHOr0 OpraHa UCIOJTHUTEIbHON
BJIACTH U B AJIEKTPOHHOU (opMe MM Ha OyMa)KHBIX HOCUTENSIX HEOOXOIMMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosiero deaepalbHOro 3aKOHa.

2. JIOKyMEHTBI, COJEp)KallUecsi B PpErucTpaliOHHOM JIOCh€ Ha JIEKapCTBEHHBIM Ipenapar u
MOCTYNUBIINE HA OYMa)KHbIX HOCUTEJSX B AKCIIEPTHOE YUPEKIEHUE JJIs OCYIIECTBICHUS X dKCIEPTU3bI AJIs
orpezieNieHUus] BO3MOKHOCTH PacCMaTpHUBaTh JIEKAPCTBEHHBIN Ipenapar Ui MEIUIUHCKOTO MPUMEHEHHUS B
KayecTBe OphaHHOrO JIEKAPCTBEHHOIO Ipernapara, MoJuiexkaT BO3BpaTy B YIOJHOMOYEHHBIN (enepanbHbIil
OpraH HUCIOJIHUTENBHON BIACTH OJTHOBPEMEHHO C 3aKJIIOUEHUSMU COOTBETCTBYIOIINX SKCIIEPTH3.

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

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

1. B cpok, HEe TIPeBBIIAOIINN IATH Pab0oYUX AHEH CO JAHS MOTYUYCHHs 3aKII0UYCHHS, YKa3aHHOTO B YaCTH
1 cratpu 20 Hactosimero denepaibHOTO 3aKOHA, YIIOJHOMOUYEHHBIA (eIepaibHbIN OpraH MCIOJHUTEIBHON
BJIACTU OCYILECTBIIIET OLICHKY ITOJIYYEHHOTO 3aKJIIOYEHUsS JUIS ONPEACIICHHUs] €r0 COOTBETCTBHS 3a/IaHHUI0 Ha
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IPOBE/IEHUE COOTBETCTBYIOIIEH AKCHEPTH3bl U YBEAOMIISIET 3asBUTENsE B JJIEKTPOHHOM (opMme WIM Ha
OyMa)XHOM HOCHTEJE O pe3yJibTaTax MpPOBEACHHONW SKCIEPTU3bl C MPUIOKEHHEM KONMH 3KCIIEPTHOTO
3aKIII0YeHUsl (C COXpaHEeHHWEM KOH(UACHIMAIBHOCTH MH()OPMAILMK O COCTaBE 3KCIEPTHOM KOMHUCCHH) M O
BO3MOXXHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Mpenapar A MEIUIMHCKOro
MPUMEHEHUS TIPU OCYIIECTBICHUH T'OCYIapCTBEHHON pEerucTpaiuu B KadecTBe op(aHHOTO JEKapCTBEHHOIO
npenapara.

2. Ilpu BbIHECEHMH KOMUCCUEN SKCIEPTOB 3aKIIOUEHUS O BOBMOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBII
npenapar i MEAULUHCKOTO NMPUMEHEHUS MPHU OCYLIECTBIEHUU TOCYIAPCTBEHHOM PErMCTPALlMd B KaU€CTBE
op(haHHOTO JIEKAPCTBEHHOTO IperapaTa yImOJTHOMOYCHHBIH (eIepabHbII OpraH UCTIOJHUTEIHHOW BIACTU B
CpOK, HEC HpeBI)IHIaIOHII/Iﬁ IIATH pa6oq1/1x [[Heﬁ CO IHA IMOJYYCHHA OAHHOT'O 3aK/IIOYCHHA, IPUHUMACT PCIICHUC
O BbBIJAYC 3aJlaHuA Ha MOPOBCIACHHUC OKCICPTHU3BI Kad€CTBa JICKAPCTBCHHOI'O CpCACTBA U OKCIICPTU3LBL
OTHOLUEHUS OKHUJAEMOHM MOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O Mperapara s
MEIUIMHCKOTO NMPUMEHEHHS B MOPSAJIKE YCKOPEHHOM HpPOLEIypbl 3KCIEPTU3bl JEKAPCTBEHHOTO CPEACTBa B
COOTBETCTBHUU CO CTaThel 26 HacTosiero deaepalbHOro 3aK0Ha.

3. B cinydae mpuHSTHS pElIEHHS O HEBO3MOXXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpemapaT Uit
MEIHUIMHCKOTO MPUMEHEHHsI TPH TOCYAAPCTBEHHOW PETUCTPAIM B KadyecTBE OP(AHHOTO JIEKaPCTBEHHOTO
npernapaTa yINOJIHOMOYEHHBIM (¢eaepanbHbIi OpraH HCHOJHUTENbHON BIAcTH MpeKpallaer Mpoleaypy
rOCYJapCTBEHHON  pErucTpaluy JIEKApCTBEHHOIO IIpernapara. 3asBUTENb  BIpaBe OOpaTUTbCS B
PETUCTPUPYIOIIMK OpraH € 3adBJIEHUEM O TOCYJAapCTBEHHOM pETMCTpallMy YKa3aHHOTO JIEKapCTBEHHOI'O
IpenapaTa B COOTBETCTBHHU €O cTraThell 18 Hacrosmero denepanbHOro 3aK0Ha.

Cratbsa 22. Ytpatuna cuny ¢ 1 uniona 2015 roaa. - PeaepanbHbIA 3akoH oT 22.12.2014 N
429-03.

Cratbsa 23. SKcnepTusa Ka4yecCcTBa JIeKapCTBeHHOro cpeanctBa M 3KcnepTn3a OTHOLLEeHUsA
oXuaaemou Mnosib3bl K BO3MOXHOMY PUCKY NMPUMMEHEHUsl fieKapCTBEHHOro npenapara ans
MeAULIMHCKOro NnpuMeHeHus

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

1. Okcneprusa KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOILICHUS OKUIACMOW IOJB3BI K
BO3MO>KHOMY PUCKY NIPUMEHEHMSI JIEKAPCTBEHHOT'O IIpenapara Jjsi MEJUIIMHCKOTO IPUMEHEHUS, COCTABIICHUE
KOMMCCHUAMHU DKCIEPTOB 3aKIIOYCHUN I10 pe3yjbTaTaM IPOBEICHHBIX JKCIIEPTU3 U HAIIPABICHUE JTHUX
3aKIIIOYCHUN B YIIOJTHOMOYEHHBIN (DeZiepaibHbIA OpraH UCIOJHUTEIBHOM BIACTH OCYLIECTBISIIOTCS B CPOK, HE
MIPEBBIIAIONINN CTa JECATH padOUHX JTHEH CO THS IMOIyYEHUS SKCIIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO
3a/laHusl YIIOJIHOMOYEHHOTO (peiepabHOr0 OpraHa MCIOJIHUTEIbLHON BIACTH U HEOOXOAUMBIX JTOKYMEHTOB B
JIEKTPOHHOU (hopMe Wi Ha OyMaXKHbIX HOCUTEIIAX.

2. B TeueHue AeBSIHOCTA HEHM CO AHS MOJyYEHHs PEIIEHHUs YIOJIHOMOUYEHHOIo (hefepalbHOrO OpraHa
WCIIOJIHUTEJIBHON BJIAacTH O IPOBENEHUHM OKCIEPTHU3, NPEIYCMOTPEHHBIX 4YacTbio | HacTosAled CTaThy,
3asiBUTEIIb MPEACTABISAET B SKCIEPTHOE YUPEKICHUE AJIsl IPOBEACHUS SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOT O
cpelacTBa 00paslibl JIEKapCTBEHHOTO IIpernapaTta Jii MEIULUHCKOTO IPUMEHEHHs, NPOU3BEACHHOIO B
COOTBETCTBUM C TpPeOOBAHUSIMH OIBITHO-NPOMBIIUIEHHOTO M (MJM) TMPOMBIIUIEHHOTO pETJIAMEHTOB,
YTBEP)KJICHHBIX PYKOBOJIUTEIEM IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBYIOLIUX
ciydasix o0Opasipbl (papmaneBTHUECKOM cyOcTaHIMHU, TeCT-IITaMMa MUKPOOPTaHHW3MOB, KYJIbTYPbI KJIETOK,
00pa3ibl BELIECTB, MPUMEHSAEMbIX Ui KOHTPOJS KauecTBa JICKApPCTBEHHOI'O CPEJACTBA IYyTEM CPAaBHEHUS C
HUMH HCCJIEIYyEeMOro JIEKapCTBEHHOTO CpEACTBA, B KOJIMYECTBAX, HEOOXOAWMBIX JJsi BOCIPOU3BEICHUS
METO/I0B KOHTPOJISI KaueCTBa.
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3. Ilpu mnomydyeHun oOpa3LOB JIEKApCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIUU
9KCHEPTHOE YUPEXKICHHE BbIIACT 3asIBUTEIIO JTOKYMEHT, TOATBEPKAAIONINH MOJTyuYeHHE YKa3aHHBIX 00pa31ioB,
U B CPOK, HE IMPEBBIAIOUINNA TpeX pabouux IHEW, YBEJIOMIISET B 3JCKTPOHHOH (opme miu Ha OyMaKHOM
HOCHTEJIE 00 3TOM YIIOJIHOMOYEHHBIN (efiepanbHbIii OpraH UCIOJHUTENIBHOM BIIaCTH.

4. VYxazaHHble B 4HacTsAX 2 W 3 HacTOSILEH CTaTbU CPOK JUIsl MPEJICTaBICHMS 3asgBUTEIEM 00pa3lioB
JIEKapCTBEHHOI0 Ipenapara W (apmaneBTHYECKON CyOCTaHIMM U CPOK YBEJOMIIEHUS SKCIEPTHBIM
yupexkaeHueM 00 3TOM Ha OyMakHOM HOCUTeJNle YHOJHOMOYEHHOTO (peepanibHOro opraHa UCIOJIHUTEIbHON
BJIACTH HE BKJIIOYAIOTCS B CPOK IIPOBEJEHMSI SKCIIEPTU3, IIPEYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaTbHU.

5. JIOKyMEeHTBI, IIOCTYIIMBIIME B DOKCIEPTHOE YYPEKICHUE [UIi IPOBEACHUS  OJKCIEPTHU3,
MPEYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThH, MOAJIEKAT BO3BPATY B YIOJHOMOYEHHBIH (hemeparbHbIN
OpraH WCIIOJIHUTEJIbHOM BIIACTH OJHOBPEMEHHO C 3aKIKOYEHUSMH, I[IOJYYEHHBIMHM IO pe3yjbpTaTaM
COOTBETCTBYIOIUX IKCIIEPTH3.

CrtaTtbsl 24. dKcnepTU3a KayecTBa NIEKapCTBEHHOrO CpeAcTBa M 3KCMepTU3a OTHOLUEHUS
0XnaaemMon nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi rekapcTBeHHOro npenapara Ans
BeTePUHAPHOro NpUMeHeHus

1. Okcneprusa KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIIEPTH3a OTHOILICHUS OKUIACMOW IOJB3BI K
BO3MO>KHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOT0 Ipernapara Jyulisl BETEpUHAPHOTIO IPUMEHEHHUs, COCTABIICHUE
KOMUCCHUSIMU DKCIIEPTOB 3aKJIIOUYEHHUN IO pe3yjibTaTaM YKa3aHHBIX 3KCIEPTU3 M HaIlpaBICHHE TaKHUX
3aKIIIOYCHUHN B YIIOJTHOMOYEHHBIN (DefiepaibHbIi OpraH UCIOJHUTEIBHOM BIACTH OCYLIECTBISIIOTCS B CPOK, HE
MPEBBIIAIONINN cTa JecsITH paboyux JOHEH cOo JHS TOJY4YeHHUS HKCHEPTHBIM YUYpPEXIACHHEM 3a/laHus
YIOJHOMOYEHHOTO (eIepabHOr0 OpraHa UCHOJHUTENbHOM BIACTH C JOKYMEHTaMH, YKa3aHHBIMU B 4acTH 3
cratby 17 HacTosAwmero denepagbHOrO 3aKOHA.

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

2. B Teuenue TpuauaTtu pabovMX JHEH CO THS MOJyYeHHs pelieHHs YIOJIHOMOYEHHOro (heaepabHOTo
opraHa HWCIIOTHUTEILHOM BJIACTH O IMPOBCACHUHN YKA3aHHBIX B 4YaCTHU 1 HaCTOSIIJ_[ef/'I CTaTbU OSKCIICPTU3
3aABUTCIIb NPECACTABIIACT B OKCIICPTHOC YUPCIKACHUEC AJIA IPOBCACHUS SKCIICPTHU3bI KAUYCCTBA JICKAPCTBECHHOI'O
cpeacTtBa 0Opa3Ibl JIEKAPCTBEHHOTO TMperapara JUisli BETEPHHAPHOTO TNPUMEHEHUS, IPOWU3BEICHHOTO B
COOTBETCTBUM C TPEOOBAaHMSAMH TEXHOJOTMYECKHX PETJIAMEHTOB, YTBEPXKACHHBIX PYKOBOIUTEIEM
NPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB, a TaKKe B COOTBETCTBYIOIIMX CIy4asX TECT-IITaAMMBI
MHUKPOOPIaHU3MOB, KYJBTYpBl KIJIETOK, 00paslbl ¢apManeBTHYeCKol cyOcTaHnuu, oOpasibl BeELIeCTB,
NPUMCHACMBIC IJII KOHTPOJIA KadeCTBA JICKAPCTBCHHOI'O CPCACTBA, B KOJMUYCCTBAX, HCO6XOI[I/IMBIX JJIA
BOCIIPOM3BEJICHHUS METOAOB KOHTPOJISI KAUECTBA.

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

3. Ilpu mnomydyeHun oOpa3LOB JIEKApCTBEHHOTO Impenapata U (apMaleBTHUECKOW cyOcTaHIMU
9KCHEPTHOE YUPEXKIEHHE BbIIACT 3asIBUTEIIO TOKYMEHT, TOATBEPKAAIONINH MOJTyyeHHE YKa3aHHbIX 00pas31ioB,
U B CpOK, HE TPEBBIIAIOIMN Tpex pabouyux [HeH, yBeAoMJIseT B MNHUCBMEHHOH ¢opme 00 3TOM
YIIOJIHOMOYEHHBIN (heiepalbHbIi OpraH UCIOJHUTEIBHOM BIACTH.

4. Cpok ams mpejacTaBiIeHUs 3asgBUTENIEM 00pa3lLoB JIEKapCTBEHHOTO IpenapaTta U (apMaleBTHUECKON
CyOCTaHIIMM UM CpPOK YBEIOMIIEHHS OKCIEPTHBIM YUpEXKJACHHEM 00 JTOM B MHUCBMEHHOW Qopme
YIIOJTHOMOYEHHOTO (he/IepaIlbHOr0 OpraHa MCIOJHUTEIBHONW BIACTH, YKa3aHHBIE B 4aCTsIX 2 U 3 HACTOSILICH
CTaThH, HE BKIIFOYAIOTCS B CPOK MPOBEACHUS YKa3aHHBIX B YaCTH | HACTOSIIEH CTAaTbU SKCIIEPTH3.

www.consultant.ru Crpanuua 49 ns 129
HafeXHasa npaBoBan noaAepXxkKa


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

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

5. I[OKYMGHTLI, NOCTYIIMBIIUEC B 3KCHEPTHOC YYUPCIKACHUC IJId IPOBCACHHUA YKa3aHHBIX B YaCTU 1
HACTOSAIIEH CTaThH 9KCIICPTU3, MOMAJICIKAT BO3BpATy B yHOHHOMO‘ICHHBII\/'I (I)eﬂepaHBHLIﬁ opraH
HCIIOJIHUTEILHON BIACTH OAHOBPEMCHHO C 3aKJIOUYCHUAMU IO PE3yJIbTaTaM YKAa3aHHBIX SKCIICPTUS.

CraTtbs 25. nOBTOpHoe npoBeneHune IKCNepTu3bl fIeKapCTBeHHbIX CcpeancTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cnyyasx HeZOCTaTO4YHOM OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKJIIOYEHUS KOMHCCHU SKCIIEPTOB,
HaJIM4Yrd B HCM IIPOTUBOPCUYUBBLIX JAHHBIX, Q)anbcn(bm(aupm BBIBOJOB 3KCIICPTHU3BI JICKAPCTBCHHOI'O CPCACTBA,
COKPBITUSI OT YITOJTHOMOUYEHHOTO (heepanbHOro OopraHa WCIOJIHHUTENBHOW BIIACTH OCHOBAHMN JUIS OTBOJA
JKCIepTa BCIEACTBUE €T0 3aWHTEPECOBAHHOCTH B PE3yNIbTaTaX COOTBETCTBYIOUICH SKCHEPTH3BI, HATUYHUS
JaHHBIX O MPSIMOM JIMOO KOCBEHHOM BMEILATENIbCTBE B IMPOILIECC COOTBETCTBYIOLIEH HSKCIEPTHU3BI JIML, HE
y4acTBYIOIIMX B €€ NPOBEICHHH, HO OKa3aBIIMX BJIHMSHHE HA MPOIECC U PE3yNbTaThl €€ MPOBEACHUS,
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM MCIIOJHHUTEIbHON BIACTH Ha3HAayaeTcs IMOBTOpHAs SKCIEPTH3a
JIEKapCTBEHHOI'O CPEACTBA U (WJIK) ITHUECKAsl HKCIIEPTU3A.

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

2. TloBTOpHas SKcIepTHU3a JIEKAPCTBEHHOI'O CPEJICTBA IPOBOJUTCA C YYETOM pE3yJIbTaTOB paHee
IPOBEICHHOM 3KCIEPTU3bl B CPOK, YCTAaHOBJIEHHBIH YIOJHOMOYEHHBIM (efepalbHbIM  OpraHoM
UCIIOJIHUTENILHOW BJIACTH W HE MPEBBIIAIOIUN TPUALATH pabO4YMX AHEH CO THS MOJTY4YEHUS SKCHEPTHBIM
YUpEXKJIEHUEM 3aJaHNsI HA IPOBEJECHUE TIOBTOPHOM SKCIIEPTU3BI JIEKAPCTBEHHOIO CPEICTBA.

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

3. @dunHaHCOBOE OOCCICUeHUE BBITOJIHCHUS 3aJaHUS Ha IPOBEICHHUE TIOBTOPHON 3KCIEPTHU3BI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBISCTCS.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl JIeKapCTBEHHbIX CPeaAcTB

1. YckopeHHas mporeaypa OdKCIEPTH3Bl JICKAPCTBEHHBIX CPEJACTB B IECNAX TOCYJAapPCTBEHHOMN
pETHCTpalK  JICKAPCTBEHHBIX TPEMapaToB IMPUMEHSETCS B OTHOMICHHHM OpQaHHBIX JICKapCTBEHHBIX
npenapaToB, MEPBBIX TPEX JICKAPCTBEHHBIX IPENapaTtoB, perucrpupyembix B Poccuiickoit deneparyu B
Ka4eCTBE BOCIPOM3BEACHHBIX JICKAPCTBEHHBIX MPENapaToB, OYEPEAHOCTh KOTOPBIX OINpENeNsIeTcs B
COOTBETCTBUHU C HOMEPOM U JaTOW BXOJSIINX 3asiBICHUN O TOCYJapCTBEHHOUN PErucTpaIuy JIeKapCTBEHHBIX
MpemapaToB B paMKax OJHOTO MEXKIYHAPOJHOTO HEMATCeHTOBAHHOIO HAUMEHOBAHHS JICKAPCTBEHHOTO
mpermapata  WIM TPYNIHPOBOYHOTO HAMMEHOBAaHUS JICKQPCTBEHHOTO TIperapara, W JIEKapCTBEHHBIX
MperapaToB, MpeIHA3HAYCHHBIX HCKITFOUUTEBHO JIJI IPUMEHEHHUST HECOBEPIIICHHOJICTHUMU TPpakIlaHAMHU.

(B pen. DeaepanbHbiX 3ak0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. VYckopeHHas Hpoleaypa SKCIEpPTU3bl JIEKaPCTBEHHBIX CPEACTB B LEISIX TOCYIapCTBEHHOM
perucTpanyy JeKapCTBEHHBIX IIPENApaTOB HE IPUMEHSETCS B OTHOIIICHUHN:

1) 6GroananoroBeix (OMOMOI0OHBIX) JICKAPCTBEHHBIX TpenapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IMpenapaToB (3a MCKIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpenapaToB);

3) BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB (3a UCKIIFOUEHUEM MEPBBIX TPEX PETUCTPUPYEMBIX B
Poccwuiickoit denepanvu B KadyecTBE BOCIPOM3BENCHHBIX JIEKAPCTBEHHBIX IMPENapaToB U JIEKAPCTBEHHBIX
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IpenapaToB, NpeAHa3HaYeHHbBIX UCKIIOYUTEIBHO JUIsl IPUMEHEHHsI HECOBEPILIEHHOIETHUMHU I'paXklaHaAMH);
4) HOBBIX KOMOMHAIIMI 3apPETrUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB;

5) JeKapCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX paHee, HO TMPOU3BEACHHBIX B JIPYrux
JICKapCTBEHHBIX (DOpMax B COOTBETCTBUHM C IMEPEUYHEM HAMMEHOBAHUU JICKAPCTBEHHBIX ()OPM W B HOBOU
JO3UPOBKE.

(dactp 2 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mnpoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAUTCA IO PELICHHIO
COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (helepaJbHOr0 OpraHa HCIOJHUTEIbHON BIACTH HAa OCHOBAHUHU
3asgBIICHHUS 3asBHUTENS B CPOK, HE IPEBBIMIAIONINA BOChbMHIECITH pabounx aHeld. Ilpum 3Tom skcmeprusa
JOKYMEHTOB, COZEpXAIIKUXCS B PETUCTPALMOHHOM J0ChE Ha JIEKAPCTBEHHBIN IpernapaT, NPOBOJUTCS B CPOK,
HE MpPEeBBILIAIOIIMMA JIecATH padouux JHEH, HKCIEepTH3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBAa U SKCIEPTH3a
OTHOIICHMS 0XKMJAaeMOH 0JIb3bl K BO3MOXKHOMY PUCKY NPHUMEHEHUs JIEKAPCTBEHHOTO Mpenapara poBOAATCS
B CPOK, HE MPEBBIIAIOIUHI ECTUECATH pab0UUX JTHEH.

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

3.1. B orHomeHuu Op(aHHBIX JIGKAPCTBEHHBIX IMPEMApaTOB MOTYT OBITh MPEACTABICHBI PE3yIbTATHI
JOKJIMHUYECKUX HWCCICIOBAHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHUX HCCIEHOBAHUM JIEKAPCTBEHHBIX
MpEenapaToB i MEIUIIMHCKOTO MPHUMEHEHHMs, BBIMOJHEHHBIX 3a mnpenenamu Poccuiickoit denepanuu B
COOTBETCTBHUU C MPaBHJIAMH HaJIeXkKaIIei 1a00paTOpHOM MPaKTUKHU W MPaBUJIAMU HAJICKAIICH KIMHUYECKON
MPaKTUKH.

(dacts 3.1 BBeena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas Tpoleaypa OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEJACTB MPOBOJIUTCA B  MOPSIKE,
yCTaHOBJIIEHHOM cTaThsiMH 17 - 20, 23 u 24 nacrosmero denepaqbHOr0 3aKOHA, U HE O3HAYAET CHUKCHUS
TpeOoBaHMil Kk 0€3011aCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MTPENapaToB.

CraTbs 27. PewieHne o rocyfapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara

1. B cpok, He MpEeBBIMIAIONINKA JeCATH pabouMx MHEW CO JHS TOMyYEHHUsS 3aKIIOUYCHUNH KOMHUCCUU
SKCIEPTOB MO pe3ysbTaTaM 3KCHEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOLICHUS
0KMJAEMOM TMOJB3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHS JIEKQpCTBEHHOI'O Ipernapara, COOTBETCTBYIOIIMI
YIOJHOMOYEHHBIH (erepabHbIi OpraH UCIIOTHUTEILHON BIACTH:

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

1) pa3memniaer Ha cBoeM oQUIMaIbLHOM caifiTe B ceTd "HHTepHEeT" COOTBETCTBYIOLIME 3aKIIOYCHHUS
KOMHUCCHUH 3KCIIEPTOB U OCYLIECTBIIIET X OLIEHKY JAJISl ONPEAEICHUS] COOTBETCTBUS 3a/laHUIO HA MPOBEACHUE
OTUX IKCIICPTU3;

(n. 1 B pea. ®exaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NIpUHUMAET pellIeHUe O rOCyAapCTBEHHON perucTpaliy JeKapCTBEHHOT0 MpernapaTa Wik o0 0TKasze B
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKApCTBEHHOTO Mpenapara;

3) BHOCHUT NpHU TNPHUHATUU DPEUICHHUS O TOCYJApCTBEHHOM pEerucTpaluy JIEKapCTBEHHOTO Ipernapara
JAHHBIE O 3aPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4Hcie O (papManeBTHIeCKO CyOCTaHINH,
BXOJISIIIIE B COCTaB JIEKAPCTBEHHOI'O IIpernapaTa, B T'OCYJAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENCTB U
BBIJIAECT 3asBUTENI0 PEruCTPalliOHHOE YIOCTOBEpEHHE JIEKapCTBEHHOTO Ipemnapara, (opma KOTOpOro
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YTBEP)KJIAEeTCA YNOJHOMOYEHHBIM (elepajbHbIM OpraHOM HCIIOJHUTEIbHOM BIIACTH, COIJIACOBAHHBIE
HOPMAaTUBHYIO JIOKyMEHTALIMI0, HOPMATUBHBIA JAOKYMEHT, MHCTPYKLHIO IO MPUMEHEHHIO JIEKAPCTBEHHOIO
npernapara U MakeThl IEPBUYHON YIAKOBKH M BTOPHUYHON (MOTPEOUTENBCKOI) YIIAKOBKH C YKa3aHWEM Ha HUX
HOMEpa PEruCTPAlMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOrO Ipernapara MW JaTbl €ro rocyAapCTBEHHOU
perucTpalyy Wiv B ciiydae NPUHATHS peleHus: 00 0TKa3e B TOCYIapCTBEHHON PErUCTpalvy JIEKapCTBEHHOTO
npenapaTta yBeJOMJISIET B MCbMEHHON (hopMe 3asBUTENS 00 3TOM C yKa3aHMEM IPUYMH TaKOro OoTKasza. 3a
BBbIJJauy PErMCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara B3MMAaeTcsi TOCYAapCTBEHHAs
MOIIUIMHA B COOTBETCTBUU C 3aKOHOIaTeNbcTBOM Poccuiickoit denepanyu o Hanorax u coopax.

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

2. OcHoBaHMeM M OTKa3a B TOCYAApPCTBEHHOW pErHCTpAllMM JIEKApCTBEHHOIO IIperapara Jyis
MEJIHUIIMHCKOTO TIPUMEHEHUS SBISIETCS 3aKIIOUYEHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (ernepaabHOro
OpraHa HCHOJIHUTEIbHOW BIACTM O TOM, YTO KadecTBO U (Wiau) 3((PEKTHBHOCTh PETHCTPUPYEMOTO
JIEKapCTBEHHOTO TperapaTa Uil MEIUIMHCKOTO MPUMEHEHHsS HE MOATBEPIKAEHBI MOTYYEHHBIMU IaHHBIMH
WINM YTO PUCK NPUYMHEHUS BpeAa 3/I0POBbIO UEJIOBEKA BCIIEACTBUE MpUEMa JICKApCTBEHHOTO Mpernapara Jyis
MEJIULMHCKOTO MPUMEHEHHS PEBhIMAET 3(P(HEKTUBHOCTH €r0 TPUMEHEHHSI.

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

3. ITloBTOopHOE TmpencTaBiIeHHE B COOTBETCTBYIOLIMN YIOJIHOMOYEHHBIH (enepanbHblii  opraH
UCIIOJIHUTENILHOW BJIACTH JICKAPCTBEHHOI'O Ipernapara, B OTHOLIEHWHM KOTOPOro IIOJY4YeH OTKa3 B
rOCYJJapCTBEHHON PErucTpaly M KOTOPBIA BIOCIEACTBUM MOJBEpPrcs M3MEHEHHWI0O B YaCTH €ro COCTaBa,
paccmaTpuBaeTcsi Kak IpEACTAaBIEHUE HOBOIO JIEKaPCTBEHHOIO IIpenapaTa Ha €ro TIOCyIapCTBEHHYIO
perucTpanmo He3aBUCUMO OT COXPAHEHUSI €0 IEPBUYHOIO0 HAUMEHOBAHUS.

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

4. I1pu npeaoCcTaBICHUH 3asIBUTEIIEM B COCTaBE PErHUCTPAIIMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN MpernapaT
JUISL  BETEPUHAPHOTO TPUMEHEHHUS KOIMWW  PEUIeHUs  YIOJIHOMOYEHHOTOo  (emepanbHOrO  OpraHa
UCTIOTHUTENFHOM BJACTU O MPOBEIECHUU WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB CPOK
MPUHATHS PEUIEHUST O TOCYJapCTBEHHOM pErucTpaluu JEKapCTBEHHOIO IpernapaTta AJis BETEPUHAPHOIO
MIPUMEHEHHUS PUOCTAHABIMBAETCS CO JIHS MOJTYUYEHUS 3aKII0OUYEHUHN, YKa3aHHBIX B YaCTU | HACTOSILIEN CTaThH,
JI0 JTHSI TIPUHSTHS YIIOJTHOMOYEHHBIM (heliepaibHbIM OPTaHOM MCIIOJHUTEIHHOM BIIACTH PEIIEHUS O BbIJayue
uau 00 OTKa3e B BBIJIAYE 3aKITFOYCHHUSI O COOTBETCTBHH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM
MpaBUJI HA/IJISXKAIICH MPOU3BOICTBEHHOM MMPAKTUKHU, HO HE 00Jiee YeM Ha CTO BOCEMbJICCAT PaOOUYNX JTHEH.
(uacts 4 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHoBaHueM I OTKa3a B TOCYJapCTBEHHOM pErucTpallMMd JIEKapCTBEHHOTO Ipenapara AJis
BETEPUHAPHOTO  MPUMEHEHUS  SBISETCS  3aKIIOYCHHE  YIMOJTHOMOYEHHOTO  (perepalibHOTO  OpraHa
WCTIOJTHUTEIIBHON BIIACTH O TOM, YTO Ka4yecTBO U (W) 3PPEKTUBHOCTh PETUCTPUPYEMOTO JICKAPCTBEHHOTO
npenapara JIjisi BETEpUHAPHOTO MPUMEHEHHUS HE TMOATBEP)KICHBI TMOJYYCHHBIMH JTaHHBIMA WU YTO PHUCK
NPUYMHEHUS Bpela 370pPOBBI0 KUBOTHOTO BCIEJICTBUE TIpHeMa JICKapCTBEHHOI'O Tperapara s
BETEPUHAPHOTO TMPUMEHEHHUS NpeBbIaeT 3()pPEeKTUBHOCTh €ro MPUMEHEHHS, OTKa3 YIMOJIHOMOYEHHOTO
(deneparbHOrOo OpraHa WCIOTHUTEIBHOW BIACTH B BBIJAYE 3aKIIOYEHHUS O COOTBETCTBUM MPOU3BOAUTENS
JICKApPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPABHII HAJUICKANICH MPOU3BOACTBCHHON MPAKTUKU IS KaKIOU
MPOU3BOJICTBEHHON IUIOMIAJKA PETHUCTPUPYEMOrO JIEKApCTBEHHOTO Tperapara Juisi BETEPHUHAPHOTO
MPUMEHEHUS B ClIydae, €CJIM MPOM3BOJICTBO JIEKAPCTBEHHOIO Tperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS
OCYIIECTBIIsIETCA 3a npeaenamu Poccuiickoit depepannn, Ui OTCYTCTBUE TAaKOTO 3aKIIFOUCHHUS.

(uacts 5 BBenena denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynwsrantllnroc: mpuMedanue.
C 01.03.2020 ct. 27.1 u3naraercsa B HOBOM penmakiuu (D3 ot 27.12.2019 N 475-®3). Cm. Oynyuryro
PEeAAKIIHIO.

Cratba 27.1. Tllopsapok onpeageneHnss B3aMMO3aMEHSA€MOCTU  JieKapCTBEHHbIX
npenapatoB AnNs MeAULMHCKOro NPUMEHEeHUA
(BBenmeHna deaepanbHBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

1. B3aumo3aMeHsIeMOCTb JICKAPCTBEHHBIX MPEMapaToB JJIsi MEIULIMHCKOTO MPUMEHEHHUS ONPEIEseTCs B
nopsifke, ycraHoBiaeHHOM lIpaBurenbctBoM Poccuiickoit ®enepanui, Ha OCHOBAaHWU CIEAYIOIIUX
IapaMeTpoB:

1) sKBHBaNIEHTHOCTD (/111 OMOAHATIOTOBBIX (OMOIMOA00HBIX) JICKAPCTBEHHBIX MpErnapaToB (0MOaHATIOTOB)
- COMOCTaBMMOCTH) KA4YeCTBEHHBIX W KOJUYECTBCHHBIX XapaKTEPUCTUK (DapMaleBTHUECKUX CyOCTaHIUH
(ucmonp30BaHUE Pa3IMYHBIX COJNEel, 3(DUPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAUIMYECKUX (POpPM M APYyrux
OPOU3BOJHBIX OJHOI0O H TOI0 IKC€ ﬂeﬁCTBYIOH[eFO BCIICCTBA HC ABJIACTCA MNPCIATCTBUCM  JIA
B3aUMO3aMCHACMOCTHU JICKAPpCTBCHHBIX npemnaparos, €ClIn npu IIPOBCACHUN HUCCIICO0BaHUA
OMOPKBUBAJIEHTHOCTH JICKApCTBCHHOT'O IIpfrapata HWJIW B CJIyda€ HCBO3MOXXHOCTU IPOBCACHHA I3TOT'O
WCCIICZIOBAHMSI TPU TPOBEJCHUU HCCIICOBAHUSI TEPANeBTHUECKOW OSKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO
npenapara JJokazaHO OTCYTCTBUE KIIMHUUECKU 3HAUUMBIX pa3induil papMaKOKHMHETHKY | (M) 0€301MacHOCTH
1 3¢ HEKTUBHOCTH JIEKAPCTBEHHOTO MIpenapaTa Jisi METUITTHCKOTO MPUMEHEHHUS);

2) SKBHBAJICHTHOCTb JICKAPCTBEHHON (OpMBI (IO SKBHBAJICHTHBIMU JICKAPCTBEHHBIMH (opMaMu
MOHUMAIOTCS Pa3HbIC JICKAPCTBEHHBIC (OPMBI, MMECIOIINE OJWHAKOBBIC CIIOCOO BBEICHHS H CIIOCOO
MPUMEHEHHUs,  OOJIaalolMe  COMOCTaBUMBIMH  (DAPMAKOKWHETUYECKHMMH  XapaKTePUCTUKAMH |
(hapMaKoIOrHYecKuM JecTBHEM M OOECHEeYMBAIOIINE TaKXKe NOCTHKEHHE HEOOXOAMMOIO KIMHUYECKOTO
a¢dekra. Pasznuums nekapcTBEHHBIX (OPM HE SABISAIOTCSA MPEMSATCTBHEM JJISl UX B3aUMO3aMEHSIEMOCTH, €CIIU
NPy  TPOBEJICHUHM UCCIENOBaHUS OMOAKBUBAJIICHTHOCTH JIEKAPCTBEHHOTO TMpenapara WM B Cllydae
HEBO3MOXKHOCTU MPOBEJEHUSI 3TOr0 UCCIENIOBAHMUS TPU MPOBEACHUU HCCIEAOBAHUS TEpareBTHUECKOU
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara JOKa3aHO OTCYTCTBUE KIMHUYECKHM 3HAYUMBIX pPa3THUUM
(hapMakOKMHETUKH U (MiIM) 0€301macHOCTH U 3(PGEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara Jijisi MEIUIIMHCKOTO
MIPUMEHEHUS );

3) OKBUBAJICHTHOCTb HJIM COIIOCTABUMOCTL COCTaBa BCIIOMOI'ATCIIbHBIX BCHICCTB JICKAPCTBCHHOI'O
npenapara il MCAUITUHCKOI'O ITPUMCHCHU A (pa3J11/1q1/1;1 COCTaBa BCIIOMOT'aTCJIbHBIX BCHICCTB JICKAPCTBCHHOI'O
npenapara JJjis1i MCAUIUHCKOTI'O IMIPUMCHCHUS HC SABJIAIOTCA NPCIIATCTBUEM IJId UX B3aUMO3aMCHACMOCTHU, CCIIN
npu MpOBCACHUUN HCCICOAOBAHUA OHMOA’KBUBAJIECHTHOCTH JICKAPCTBCHHOT'O IIpfriapata AJId MCAULIHUHCKOI'O
NPpUMCHCHUA WX B ClIyda€ HCBO3MOXHOCTH IIPOBCIACHUA OTOro HMCCICAOBAaHUA IIPpU IIPOBCIACHUU
HUCCiIcea0BaHUsA TepaHeBTquCKOﬁ OKBHUBAJICHTHOCTHU JICKAPCTBCHHOI'O IIpf€riapata ajdd MCEIAUIUHCKOIO
INPUMCHCHUA JOKAa3aHO OTCYTCTBHC KIMHHUYCCKH 3HAYHUMbBIX paannqnﬁ (bapMaKOKI/IHeTI/IKI/I u (I/IJ'II/I)
0C30IMacHOCTH U B(I)(I)CKTI/IBHOCTI/I JICKApCTBCHHOT'O Mpfcrapara il MCAUIHUHCKOI0 IMPUMCHCHUS. HpI/I 9TOM
pasiiniuAa COCTaBa BCIIOMOTaTCIIbHBIX BCIICCTB HE JOJIKHBI NPUBOAWUTHL K PUCKY BO3HHMKHOBCHHSA CCPLE3HBIX
HCXCIIaTCIbHbBIX peaKIII/Iﬁ Y OTACJIBHBIX I'PYIIT MAOUCHTOB WJIM MOBBIMICHUS YaCTOTHI UX BO3HI/IKHOBCHI/I$I);

4) UIEHTUYHOCTH CTI0CO0a BBEJICHUS U IPUMEHEHNS,
5) OTCYTCTBHE KIMHUYECKH 3HAYMMBIX PA3IMUUi NMPU MPOBEJICHUN UCCIICOBAHUS OMOAKBUBAJICHTHOCTH

JICKAPCTBCHHOT'O IIpCIlapaTa HJIIM B CIy4aC HCBO3MOXKHOCTH IMPOBCACHUA ITOIO HUCCICAOBAHHA OTCYTCTBHC
KIIMHUYCCKHW 3HAYHUMBIX pasnﬂqnﬁ IoKa3areliel 0C30IMacHOCTH U B(I)(I)CKTI/IBHOCTI/I JICKApCTBCHHOT'O IIpfliapaTta
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IIPU TIPOBE/ICHUN MCCIIEOBAHMS TEPaNeBTHYECKO SKBUBAIICHTHOCTH. J|aHHBIH mapaMeTp He MPUMEHSETCS B
OTHOIICHUH BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B yacTH 10 ctarbu 18 HacTosmero
@enepanbHOro 3akoHa. B oTHOmeHnu OMOaHANIOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(OmoaHanoroB) maHHbIE 00 OTCYTCTBHM KJIMHHYECKH 3HAUYMMBIX pa3inuuii O0ezomacHocTH, 3¢(deKkTuBHOCTH U
MMMYHOTEHHOCTH JICKAPCTBEHHOTO TIperapara Mo pe3yibTaTaM IPOBEICHHUS KIMHHYECKHX HCCIIeIOBAaHHUN
HPEIOCTABIISIOTCS B TIOPSAIKE, YCTAHOBICHHOM HACTOSIIEH YacThIO;

6) COOTBCTCTBUC MMPOU3BOAUTCIIA JICKApCTBCHHOT'O cpeacrBa Tpe6OBaHI/I$IM HaJJIexxaniei
HpOHBBO,Z[CTBGHHOfI IIPAKTUKH.

2. CpaBHEHHE TMapaMETPOB PErUCTPUPYEMBIX JEKAPCTBEHHBIX MpENnapaToB s MEIUIMHCKOTO
NPUMEHEHUSI OCYILIECTBISAECTCS KOMHMCCHUEH OSKCIEPTOB HSKCIEPTHOTO YUPEKJCHHS TMPU IPOBEIACHUU
SKCHEPTU3bl TAKMX JIEKAPCTBEHHBIX MpEnapaToB B IMPOIECCE UX TOCYAAPCTBEHHOW peructpanvu. BwiBombl
SKCIEPTOB O B3aMMO3aMEHSIEMOCTH WM HEB3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MpenaparoB JJis
MEAMIIMHCKOTO MPUMEHEHUS, CAeIaHHbIe B PE3yJIbTaTe 3TOr0 CPaBHEHUS, OPOPMIISIFOTCS B BUI€ MPUIIOKEHUS
K 3aKIIOYEHUI0 DJKCIEePTOB MO (Qopme, YTBEPKICHHOW YIOJIHOMOUYEHHBIM (eIepalibHBIM  OpraHOM
HUCIIOJIHUTEILHOM BJIACTH.

3. TlonoxeHus: HaCTOALIEH CTaTbU HE PACIPOCTPAHSIOTCS Ha pedepeHTHbIE JIeKapCTBEHHbIE Ipenaparsl,
JIEeKapCTBEHHbIE PACTUTENbHBIEC MpernapaThl, TOMEONAaTUYECKUE JIEKAPCTBEHHBIE MpenapaThl U JIEKApCTBEHHbBIE
npenaparbl, KOTOpble pa3pelieHbl il MEAULMHCKOro mnpuMeHeHuss B Poccuiickoit ®enepanuu Oomee
JBAJIATH JIET U B OTHOIIEHUU KOTOPBIX HEBO3MOXKHO MPOBEICHUE HCCIET0BAaHUS X OMOIKBUBAIIEHTHOCTH.

CraTtba 28. PeructpaymoHHoe yaoocToBepeHMe nekapCcTBEHHOro npenapara

1. PerucrpanioHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara ¢ yKa3aHueM JIEKapCTBEHHBIX (opM U
JI03UPOBOK BBIAAETCS OECCPOUYHO, 332 HMCKIIOYEHHEM PErUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKapCTBEHHOI'O
npenapara, BbIIaBa€MOI0 CO CPOKOM JAEHCTBUs MATh JEeT, Ha BIEpPBble perucrpupyembie B Poccuiickoit
denepanyy JEKapCTBEHHbBIE IPENapaThl.

2. Ilo wucreyeHMHM YyKa3aHHOTO B 4YacTH | HACTOSIIEH CTaTbl CpPOKa BBLAAETCS OeccpodHOe
PEruCTPAllMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOI'O TIpernapara Ipyd YCIOBUM IOATBEPKIACHUS €0
rOCYJJapCTBEHHOM pErUCTpaLUH.

3. B cinyyae BHeceHUs B COOTBETCTBUM €O crarthsiMu 30 m 31 Hacrosimero denepajibHOTO 3aKOHA
U3MEHEHUH B COJIeprKalliecs] B PerHCTPAIllMIOHHOM JI0Che Ha 3aperUCTPUPOBAHHBIN JIEKAaPCTBEHHBIN MpemnapaT
JIOKYMEHTBI, 3aTParuBarOlIuX CBEACHUS, OTPAKEHHBIE B PErMCTPALIMOHHOM YAOCTOBEPEHUU JIEKAPCTBEHHOIO
mpemaparta,  yIOJTHOMOYEHHBIM  (efepanbHBIi  OpraH  HCIOJHUTEIHHOW  BJIACTH  BBIJACT  HOBOE
pPEruCcTpallMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa, CoJiep)kKailee BHECEHHbIC B HETO H3MEHEHHUS.
(uactp 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B cnyuyae yTpaThl WIH HOBPEXKICHUS PErHCTPAIIMIOHHOTO yIOCTOBEPEHUS JIEKaPCTBEHHOTO Mpernapara
[0 3asBIICHUI0O B THCHbMEHHON (QopMme aepkaTens WIM BJajeiblla PETUCTPALMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO Mperapara Wik YIOJHOMOUYEHHOTO UMHU JIPYroro IOpUANYECKOro JIMIA O BhlJaue nyOnukara
PETUCTPAIIIOHHOTO yIOCTOBEPEHHsI JIEKaPCTBEHHOI'O Iperapara YMOJIHOMOYEHHBIN (eaepanbHblii Opran
WCIIOJIHUTEJILHOM BJIACTH B CPOK, HE MPEBBIIAIOIINMN AecsITH pabounx JHEH co JHS MOCTYIUICHUS 3asiBICHUS,
BbIIAET JyOJNUKAT PErucTPaliMiOHHOTO YyJIOCTOBEPEHHs JEKapCTBEHHOTO IpernapaTta. 3a BblIady IyOiauKarta
PEruCTPaIlMOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOIO IpernapaTa B3MMAaeTCs TIOCyAapCTBEHHasl MOLUIMHA B
COOTBETCTBUHU C 3aKOHOAATeNsCTBOM Poccuiickoit denepannu o Hanorax u coopax.
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(uacts 4 BBenena denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Cratba 29. [loaTBepXpeHMe rocyfapCTBEHHOW peructpaumm  neKkapCTBeHHOro
npenapara
(B pen. ®exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. IToaTBepkIeHNE TOCYIapCTBEHHON PErHCTpallMM JIEKAPCTBEHHOrO IpenapaTa OCYILECTBISETCS MpU
BbIJIaue OECCPOYHOTO PETHCTPALIMOHHOTO YJJOCTOBEPEHHUS JICKApPCTBEHHOTO IpenapaTa B cilydae, YKa3aHHOM B
gactu 2 ctatbu 28 Hactosmiero denepanbHOro 3aKOHA, B CPOK, HE MPEBBIMIAIOIINN MIECTUACCATH Pabounx
THEeW CO JHS TOJIyYeHHs] COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (efepalbHbIM OPTaHOM HCIIOJHUTEILHON
BJIACTH 3asBJIEHUS O TMOATBEPXKJCHUU TOCYJapCTBEHHOM pETUCTpaluu JEeKapCcTBEHHOro mnpemnapara. He
OCYILECTBIIACTCS OATBEPKICHUE IOCY1apCTBEHHON PErUCTpaliii B OTHOILIEHUH JIEKAPCTBEHHOI'O IIpernapara,
He HaxojauBlierocs B oOpameHuu B Poccuiickoil @enepanuu B TedeHHe Tpex M Oosee JieT, a Takke B
OTHOIICHUM JICKAPCTBEHHOTO CPEACTBA, IPOM3BEACHHOIO C HapylleHHeM TpeOOBaHMS, YCTAaHOBJICHHOTO
yacThio 3.7 cratbu 71 Hactosiero deaepaibHOro 3aK0Ha.

2. 3agBieHME O NOATBEP)KICHUM TOCYAapCTBEHHOM perucrpanyy JeKapCTBEHHOIO Ipernapara Ul
MEJUIIMHCKOTO MPUMEHEHMsI MPEICTaBISETCS] B COOTBETCTBYIOUIUI YIOJTHOMOYEHHBIN (eaepanbHblii Opral
UCTIOTHUTEIIFHOM BIIACTH HE paHee YeM 3a CTO BOCEMBJAECAT MHEH 10 WCTEYEHHsS CpoKa JCHCTBHSA
PETHCTPAIIMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO TpernapaTa Uil MeAUIUHCKOTO TPUMEHEHHS.

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

2.1. 3asBIeHHE O TMOATBEP)KACHUU TOCYAAPCTBEHHOW PETHCTpAllMU JIEKAPCTBEHHOTO Mpernapara JUls
BETEPUHAPHOTO NMPUMEHEHUS MPECTABISETCS B COOTBETCTBYIOIINI YIIOJTHOMOYEHHBIN (peepanbHbIii opran
WCTIOJTHUTENIEHOW BIIACTH HE paHee YeM 3a CTO BOCEMBICCAT JHEH /0 HCTEYEHUS CpoKa IeHCTBHUS
PETHCTPALIIOHHOTO yJIOCTOBEPEHHsI JIEKAPCTBEHHOTO Mpemnapara JUls BETEPHHAPHOTO TNPHMEHEHUS WM He
NI03/JTHeE OKOHYAHUS CPOKa €ro JICHCTBUSL.

(uactb 2.1 BBennena @exnepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

3. IloaTBepKaeHHE TOCYIApCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOTO Iperapara OCYIIECTBISETCS 10
pe3yjibTaTaM O3OKCIICPTHU3bl OTHOIICHHA O)KHI[&GMOﬁ MMOJIb3bl K BO3MOXHOMY pPUCKY HPHUMCHCHUA
JIEKapCTBEHHOTO TIperapara Ha OCHOBAaHWUU PE3yJbTAaTOB MOHUTOPHHTA 3(P(HEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOT'O Ipernapara, IpOBOJAUMOTO JepKaTelleM WU BJaJebleM PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara Ju00 yIOIHOMOYEHHBIM UMH IOPUANYECKUM JIUIIOM, a TaK)Ke COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (eIepabHBIM OPraHOM UCTIOTHUTENLHOM BIACTH B COOTBETCTBUU C TPEOOBAHHSIMU CTAThU
64 nacrosimero denepaabHOTO 3aKOHA.

4. K 3adBlIE€HUIO0 O MOJATBEP)KIEHUHM T'OCYJAapPCTBEHHON PETUCTpALMU JIEKApCTBEHHOTO Mperapara iUl
MEUIIMHCKOTO MPUMEHEHHUS MTPUIIararoTcs:

1) [OKyMEeHTBI, cojAepKallhe pe3yibTaTbl MOHHUTOpPHHra 3(PQPEeKTUBHOCTH U  0E30MaCHOCTH
JIEKapCTBEHHOI'0 Mpenapara A MEAUIMHCKOIO MPUMEHEHUs, IPOBEACHHOTO JEpKaTeleM WK BiaJelbLeM
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Npenaparta A MEAULIUHCKOrO TNPUMEHEHUs 00
YIIOJIHOMOYEHHBIM UM IOPUAWYECKHM JIMLIOM, TIO (opMe, YTBEP)KICHHOH YHOJIHOMOYEHHBIM (heaepaibHbIM
OpraHOM HCIOJHUTEIbHOM BIIACTH;

KoncynwsranTtlIoroc: mpuMedanue.
C01.01.2021 B . 2 4. 4 ct. 29 BHOCATCs u3meHeHus (D3 ot 27.12.2019 N 478-D3).
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2) KOIKA JIMOCH3UU Ha ITPOU3BOACTBO JICKAPCTBCHHBIX CPEACTB HUJIN KOIIHUA 3aKJIFOUCHUA O COOTBECTCTBUU
MMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpC6OBaHI/I$IM mpaBuJI HaJJIexalei HpOPIBBO,Z[CTBCHHOﬁ IMPAKTHUKH,
BbIJAHHBIX  YIIOJJHOMOYCHHBIM (bellepaJILHbIM OopraHom HCIIOJHUTENbLHON BIIACTM B OTHOIICHUH
HpOH?;BOI[CTBGHHOfI IJIOIIAaaKH JICKAQpCTBEHHOT'O npemnapara JJI MCIHUIIMHCKOI'O IMMPUMCHCHUA,
TOoCyJapCTBEHHAA PErucCTpanrda KOTOPOTO HOATBEPKAACTCA B CiIydac, €CJIIM IMPOU3BOACTBO JICKAPCTBECHHOI'O
nmpenapara Jjis1 MCAUIUHCKOI'0 IIPUMEHCHUS OCYIICCTBIISICTCS B Poccuiickoit d)ez[epauml;

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 3 4. 4 ct. 29 BHOCATCs u3meHenus (O3 ot 27.12.2019 N 478-D3).

3) xonMs BBIAAHHOW YHNOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS JMIEH3UU HAa MPOU3BOJCTBO
JIEKapCTBEHHOTO Ipernapara JUisi MeIUIIMHCKOIO PUMEHEHUS U ee NIepeBOoJl Ha PYCCKHM SA3bIK, 3aBEPEHHBIEC B
YCTAHOBJICHHOM IOPAAKEC, a TAaKXKC KOIIUA 3aKIHOUYCHUSA O COOTBCTCTBUH INPOU3IBOJUTCIIA JICKAPCTBCHHBIX
CpCaAcCTB Tpe6OBaHI/I$IM npaBujI Ha,unencameﬁ HpOPI3BO[[CTB€HHOI>i IMMPAKTHUKHU, BBIAAHHOI'O0 YHNOJHOMOYCHHBIM
(beﬂepaJ'II)HI)IM OopraHomMm HACIIOTHUTETEHON BJIaCTH B OTHOIIICHUN HpOI/ISBOJICTBCHHOfl IIomaaku
JIEKapCTBEHHOI'0 Ipernapara A MEIULMHCKOIO NPUMEHEHUs, IOCyIapCTBEHHas PErucTpalnus KOTOpPOro
HOJTBEPIKIACTCS, UM KOIMSI PELIEHUs YIOJHOMOYEHHOTO (hefiepalbHOro opraHa MCIOJIHUTENBHOM BIACTH O
NPOBEICHUN HHCIIEKTUPOBAHUS MPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB B Cllydae, €CJIM IPOU3BOJACTBO
JIEKapCTBEHHOTO Tpemnapara Uil MEAMIMHCKOTO NMPUMEHEHHs OCYIIeCTBIseTcs 3a mnpenenamu Poccuiickoit
denepauuu.

(uactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHHH OWMOJIOTUYECKUX JICKAPCTBEHHBIX INpPENapaToB ISl MEIUIIMHCKOTO INPHUMEHEHHS
3asfBUTEIb JOINOJHUTENIBHO TPEICTABISIET PEe3yJdbTaThl MEPONPUSATHH, MNPEIyCMOTPEHHBIX IUIAHOM
yIpaBJI€HUS] PUCKAMH, YTBEPKACHHBIM YIOJIHOMOYEHHBIM (peJiepanbHbIM OpPraHOM HCIOJHUTENBHON BIAcTH
IpPU OCYUIECTBICHUU TOCYJApCTBEHHOM pErucTpaluy JEKapCTBEHHOTO IpenapaTta s MEIUITHCKOTrO
NPUMEHEHUS.

(uactp 4.1 BBeneHa ®PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asBieHUIO0 O MOATBEPKACHUH T'OCYAAPCTBEHHOW PETMCTpaIMy JEKapCTBEHHOIO Mperapara Juist
BETEPUHAPHOTO INPUMEHEHMs IPWIAralOTCs JOKYMEHTBI, COJEpJKalllMe pe3yJbTaThl MOHMTOPHHIA
3¢ ¢peKTUBHOCTH U 0€30HaCHOCTH JIEKAPCTBEHHOTO IMperapara JUlsl BETEpPUHApHOTO MPUMEHEHHMS,
IIPOBOJAMMOI0 JEPKATEIEM WIH BJIAJEIbLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JICKAPCTBEHHOIO IIperapara
JUIs  BETEPUHAPHOTO TNPUMEHEHHUS JHOO0 YMOJIHOMOYEHHBIM UM IOPHUAWYECKHM JIMLIOM, TO Qopme,
YTBEP)KJICHHOH YIIOJHOMOUYEHHBIM (hefiepalbHBIM OpPraHOM HCIIOJIHUTENFHOW BJACTH, W JOKYMEHTHI,
yKa3zaHHble B myHKTax 1, 2 - 2.2, moamynkrax "a", "6", "k", "n1" mynkra 4 yactu 3 ctarbu 17 HacTosIIEro
@denepanbHOro 3akoHa. B OTHOWIEHMM HMMMYHOOMOJIOTMYECKMX JICKApPCTBEHHBIX IMpenapaToB  JJs
BETEPUHAPHOTO NMPUMEHEHHS HE NPEICTABIISIOTCS CBEIECHUS, YKa3aHHbIE B NOANYHKTe "K' myHKTa 4 yactu 3
ctatb 17 Hacrosmero @enepaJbHOrO 3aKkOHA. B OTHOLIEHMM JIEKapCTBEHHBIX IIPENapaTroB Ul
BETCPUHAPHOTO TPUMEHEHHUS, TMOJNyUYECHHBIX C TMPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOIU(PUIIMPOBAHHBIX
OpPraHU3MOB WJIM COJEPkKAIIMX TaKHe OPTaHU3MBbI, JOMOJHUTEIBHO MPEACTABISAIOTCS CBEACHUS, YKa3aHHbIE B
nyHkTe 13 yactu 3 ctateu 17 Hacrosmero @eaepaibHOTO 3aKOHA.

(qactp 4.2 BBenmena denepanbHbiM 3aK0HOM OT 04.06.2018 N 140-D3; B pen. denepaibHOTO 3aKOHA OT
02.08.2019 N 297-®3)

Koncynprantlnoc: mpuMeyanue.
C 01.01.2021 4. 4.3 cr. 29 uznaraercs B HoBoM penakiuu (O3 ot 27.12.2019 N 478-D3).
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4.3. C 3asBIeHUEM O MNOATBEPKIACHUM TOCYJApPCTBEHHOH pPETUCTpalliu JIEKapCTBEHHOIO Ipernapara
3asBUTEJIb IPEACTABIISIET KOMMIO JOKYMEHTA, MMOATBEP KAAIOIIET0 YIUIATy TOCYJApCTBEHHOW IOIUIMHBI 32
MOJITBEPKJICHHUE TOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO IMperapaTa, Ju00 MOXKET NpeICTaBUTh
yKa3aHHBII JOKYMEHT MO COOCTBEHHON WHUIMATHBE. B ciydyae Hempe[cTaBleHUs YKa3aHHOTO JOKYMEHTa
YIIOJIHOMOYEHHBIN (pe/iepanbHblil OpraH HCHOIHUTEIBHOM BIACTH MPOBEpsET (DAKT yIUIaThl TOCYAapCTBEHHON
MOUUIMHBI 3asBUTEJIEM IMMOCPEICTBOM HCIIONB30BaHUA MH(OpMAIMK 00 YyIUIaTe TOCyJapCTBEHHOHN MOIUTHHBI,
conepxamnieiicss B ['ocymapcTBeHHOM HHGOPMAIIMOHHONW CHUCTEME O TOCYAAPCTBEHHBIX U MYHHUIIUMATBHBIX
IJjaTeXax, Ha OCHOBAaHUM IIPEACTABICHHOW 3asBUTEIEM KOIHWH JOKYMEHTA, NOATBEPKIAIOLIEro yIulaTy
roCyJJapCTBEHHOM MOUUIMHBI.

(uacts 4.3 BBenena OenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. B tedyeHue necsatu paboyux JHEH cO JHS MPUHATHUS 3asBJICHUS O MOATBEP)KIACHUU TOCYAapCTBEHHON
perucTpanyy JIEKApCTBEHHOI'O IIpenapara M JOKYMEHTOB, COJEP)KAIIUX pe3yJIbTaTbl MOHMTOPUHIA
3 PEeKTUBHOCTH M 0€30MaCHOCTH JIEKapCTBEHHOTO Ipernapara, IPOBOAUMOIO AEpKaTelIeM WM BIIAJENbLEM
PErUCTPALIIOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpenapara JIMO0 YIOJIHOMOYEHHBIM UMH IOPUINYECKUM
JIMLIOM, YTIOJIHOMOYEHHBIN (eiepabHbli OpraH UCIOIHUTENbHOM BIACTH:

1) mpoBOAMT TIPOBEPKY TOJHOTHI CBENEHUH, COAEpPXAIIUXCS B TPEIACTABICHHBIX 3asgBUTEIEM
JIOKYMEHTAaX;

2) NpUHUMAET pELIEHUE O MPOBEACHUUM WM 00 OTKa3e B IPOBEIECHUU HKCIEPTU3bl OTHOLICHUS
OXHUJAaeMON TMOJIb3bl K BO3MOXKHOMY PHUCKY TPUMEHEHHs JIEKapCTBEHHOTO IIpernapara Ha OCHOBAaHUU
pe3yJabTaTOB MOHMTOpPUHra 3((EKTUBHOCTM M O€30MACHOCTU JIEKAPCTBEHHOIO Ipenapara, MPOBOAUMOIO
JiepKaTelneM WIM BIaJAEibLieM pPETUCTPALlMOHHOIO YJIOCTOBEPEHMs JICKapCTBEHHOIO mpenapara Jinbo
YIOJIHOMOYEHHBIM UMH IOPHJIUYECKUM JIMILIOM, a Takke (eepaJbHbIM OPraHOM MCIIOJHHUTEIbHOMN BIACTH B
COOTBETCTBUH C TPEOOBaHUAMHU CTaThu 64 HacTosero denepanbHOTO 3aKOHA;

3) yBeoMJISIeT B 3JIEKTPOHHOM (popMe Mt MUCHbMEHHOM (popMe 3asBUTEINS U SKCIIEPTHOE YUPEKICHUE O
MPUHIATOM pPELICHUH JUO0 B Cllydyae MPUHATUS PELIeHUs 00 OTKa3e B MPOBEIEHUM SKCIEPTH3bl YKa3bIBAaET
IIPUYMHBI TAKOI'O OTKA3a.

6. B ciyyae BBISIBICHHS HEJOCTOBEPHOCTH W (MJIM) HEJOCTATOUYHOCTH MH(OpMAIINH, COAepk allencs B
MPEJICTABICHHBIX 3as8BUTENEM JOKYMEHTaX, YIOJTHOMOYEHHBIN (heaepaabHblii OpraH UCIIOJHUTEIHHON BIACTH
HamnpaBisieT 3asgBUTENI0 3ampoc 00 YTOYHEHUHM YyKa3aHHOM wHH(poOpMalMu. 3ampoc YIOJIHOMOYEHHOIO
(enepanbHOrO OpraHa MCHOJIHUTEIBHOW BIACTH MOXKET OBITH IepelaH YIMOJIHOMOYEHHOMY IPEICTaBHTENIO
3asiBUTENSl JIUYHO MOJI PACHMCKY, HAIlpaBJIEH IO IOYTE 3aKa3HbIM MHCbMOM WJIM NepelaH B AJIEKTPOHHOU
¢dbopMe Mo TeNeKOMMYHUKALMOHHBIM KaHallaM CBsS3U. B ciyuae HampaBiieHHs 3ampoca YIOJIHOMOYEHHOTO
(benepaabHOro opraHa UCIOJHUTENBHOM BIACTH MO OYTE 3aKa3HBIM NMUCbMOM OH CUUTAETCS MOJIYYEHHBIM I10
UCTEUCHUH IIECTHU JHEU C 1aThl HAMIPABJICHUS 3aKa3HOTO MHUCHMA.

7. 3asButrenp o00s3aH MPEICTaBUTH OTBET HA 3alpoC YIOJHOMOUYEHHOIo (heaepalibHOTO OpraHa
UCIIOJTHUTENIBHOM BIACTU B CPOK, HE MPEBBIILIAOLIUN JEBSIHOCTA pab04YMX JHEHN co AHA ero noiaydeHus. Cpok,
YKa3aHHBIM B YaCTHU 5 HACTOSIIEH CTAaTbH, MPUOCTAHABIMBAETCA CO JIHS HAIPABIICHUS 3asSBUTENIO 3aIpoca
YIOJIHOMOYEHHOTO  (eJIepaIbHOrO0  OpraHa  MCIHOJHUTEIBHOM  BIACTH 10 JAHS  TOJYYCHHUS UM
COOTBETCTBYIOIIIETO OTBETA U HE YUMUTHIBACTCA MPHU HMCUMCICHHHM CPOKa MOATBEPKACHUS TOCYIApCTBEHHOMN
pErucTpaLuy JICKaApCTBEHHOTO IIpernapara.
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8. OcHOBaHMEM AJI OTKAa3a B IPOBEJEHUM DKCIEPTU3BI OTHOUIECHHS OKUAAEMOM MOJIb3bI K BOZMOKHOMY
PUCKY IIPUMEHEHUs JICKapCTBEHHOI'O IIperapara sBISAETCS IPEACTABICHHUE JOKYMEHTOB, COACPIKALIUX
pe3ynpTaThl MOHUTOpHHTA 3(PQEeKTUBHOCTH M OE30MaCHOCTH JIEKApCTBEHHOTO IpenapaTta, W (WiM) B
OTHOIIEHWH OHMOJOTMYECKHUX JIEKApCTBEHHBIX IPENapaToB pe3yJbTaTOB OCYLIECTBICHHUS MEPOIPHUATHI B
COOTBETCTBUM C IJIAHOM YTIPABJICHHSI PUCKaMH, YTBEPXKJICHHBIM YIOJIHOMOYEHHBIM (helepaabHbIM OPraHOM
VICIIOJIHUTEIIBHOM BJIACTHU IIPHU OCYILECTBICHUH TOCYJapCTBEHHON PErUCTPaluy JIEKapCTBEHHOTO IIpernapara, B
HEMOJIHOM 00beMe, OTCYTCTBUE MH(pOpMalUH, MOATBEpKAaromEell (akT ynaaTsl rocy1apcTBEHHON MOIIIMHbI
3a TMOATBEP)KICHHUE TOCYJAapCTBEHHOM pPETUCTpalMy JICKapCTBEHHOTO Ipernapara, JMOO HEempeCcTaBIeHHUE
3asiBUTEJIEM B YCTAHOBJICHHBIM CpOK OTBE€Ta HA YKa3aHHbII B 4acTH 6 HACTOALIEH CTaTbu 3ampoc
YIOJHOMOYEHHOTO (peiepaIbHOrO OpraHa HCIOJIHUTEIbHOW BJIACTH, a TaKKe€ OTCYTCTBHE B YKa3aHHBIX
JNOKYMEHTax UH(popmanuu, KoTopas 10JKHA ObITh B HUX OTpPaKeHa.

9. BKcnemea OTHOIICHU A Oﬁ(HﬂaeMOﬁ IIOJIB3bl K BO3MOXKHOMY PHUCKY IHPHUMCHCHHA JICKAPCTBCHHOI'O
Iperapara B LHCJIAX IMOATBCPKIACHUA FOCY)I&pCTBGHHOfI perucTpanru JCKAapCTBECHHOT'O IIpCIiapaTa MpOBOAUTCA
KOMHCCHUEH OKCIICPTOB SKCIICPTHOT'O YUPCIKACHUA B CPOK, HC HpeBLIH_IaIOH_IHﬁ COpOKa paGOqu JHEH.

10. B cinyyae HEOCTATOYHOCTH IPEICTABICHHBIX SKCIIEPTY MAaTEPUATIOB JJIs Ja4M 3aKI0UEHUS SKCIEPT
oOpamiaercss K pyKOBOAUTEIO SKCIEPTHOTO YUPEXKICHUS O IPEJOCTABIEHUH €My HEOOXOIUMBIX MATEPHUAJIOB.
PykoBoauTenb 3KCIEPTHOTO yUpexkIEeHUs 00palaeTcss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIIOJIHOMOYEHHBIN
(benepanbHbIil OpraH UCHOJHUTENBHOM BIACTH, BBIAABIIMM 3aJaHHe Ha MIPOBEACHUE SKCIIEPTU3bl OTHOIIECHUS
OKMUJAEMON IOJBb3bl K BO3MOXXKHOMY PHCKY IPUMEHEHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBAaHUU
JIOKYMEHTa, COJIep>Kalllero pe3yabTaTbl MOHUTOPUHra 3((EKTUBHOCTH U O€30MacCHOCTU JIEKapPCTBEHHOTO
npenapata. B TedeHue maTH pabouux AHEH cO JHS INOCTYIUIEHHS 3ampoca PYKOBOAMTENS ASKCIEPTHOIO
YUPEKACHUST yKa3aHHBIN (enepabHblii OpraH HMCIOJHHUTEIBHON BIIACTH HANpPABISAET 3asBUTENIO 3aIPOC O
OpeaACTaBJICHUA HGO6XO}II/IMBIX MaTcpuraiosB, KOTOpBII\/'I MOXET OBITh nepeaan yrnoJIHOMOYCHHOMY
IPEICTAaBUTEIIIO 3asSBUTENS JIMYHO I10J, PACIUCKY, HAIPaBJEH IO MOYTE 3aKa3HbIM IHCBMOM WIH NEPENAH B
UEKTPOHHON (opMe MO TEJeKOMMYHHMKALMOHHBIM KaHalaM CBsi3U. B cilyuae HampaBiieHHs 3ampoca
YIOJIHOMOYEHHOTO (pe/IepajbHOr0 OpraHa HCHOJIHUTENBHOM BIIACTH MO IOYTE 3aKa3HBIM IHCbMOM OH
CUUTACTCA MMOJTYYCHHBIM IO UCTCUCHUHU LICCTU I[Hef/i C AaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMa.

11. 3asButens 00s3aH MPEACTaBUTH OTBET HA 3alpPOC YHMOJIHOMOYEHHOro (hefepalbHOro opraHa
UCTIOJIHUTEIbHOW BJIACTH B CPOK, HE MPEBBIIIAIONIMNA IECTUACCITH pabO4YMXx IHEH CO JHS MOTy4eHHs
yKa3aHHOTO 3aIpoca. YOJHOMOYCHHBIH (eliepaibHblil OpraH MCIOJHUTEIBLHONW BIACTH, BBIIABIINN 3aaHHE
Ha MPOBEACHHE OSKCIEPTU3bl OTHOLICHUS OKHIAEMON TMOJb3bl K BO3MOXXKHOMY PHCKY NPHUMCHEHHUS
JEKapCTBEHHOTO TIperapaTa Ha OCHOBAaHMM JOKYMEHTa, COJAEpIKAaIlero pe3yibTaTbl MOHHTOPHHIA
3¢ GeKTUBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOI'O IpernapaTta, B TEUEHHE MATH pabouux IHEW co JaHA
NOCTYIUIEHHsI OT 3asBUTENSI OTBETa Ha 3alpoC YIIOJHOMOYEHHOTO (hefepasbHOro OopraHa HCIOJHHTEIBHON
BJIACTH HAMpaBIsAeT ITOT OTBET B IKCIEPTHOE YUYpEeKICHHE. B cilyyae HempencTaBieHUs] MO HCTCYCHUH
IIECTUIICCATH pabOvMX THEH 3asBUTENICM OTBETa HAa YKA3aHHBIN 3alpoc YIOJHOMOYCHHBIN (enepanbHbId
OpraH HCIOJIHUTEIBHOW BIIACTH, BBIABIIMI 3aJaHWE HA MPOBEACHHUE SKCIEPTH3bI OTHOIICHUS 0XKUIACMON
MOJB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHMsS JIEKapCTBEHHOTO Ipenapara Ha OCHOBAaHWM JIOKYMEHTa,
COZIEPIKAILET0 Pe3yJIbTaThl MOHHTOpUHTra 3()(GEKTUBHOCTH M OE30IACHOCTH JICKAPCTBEHHOTO IIperapara, B
TCUCHHE MATH PabdOYMX JHEH HampaBiseT B JKCIEPTHOE YYPEIKACHHE YBEAOMIICHHE O HEMPEICTABICHUH
3asBHTENIEM OTBETa Ha 3alpoC YKa3aHHOTO OpraHa. Bpemsi co IHs HampaBlIeHHsI 3ampoca IKCIEPTHOTO
YUPSKICHHUS B YIOJIHOMOYCHHBIH (elepanbHblii OpraH HCHOJHHUTENBHON BIACTH 10 [JHS IIOJYYCHHS
IKCIIEPTHBIM YUPEIKICHUEM OTBETA HA 3alPOC WM YBEIOMIICHHS O HEMpPEACTABICHHM OTBETA Ha 3alpoc He
YUUTHIBACTCS TP HCYUCICHHH CPOKa TIPOBEACHHS OKCIEPTU3bl OTHOIICHHS OXHIAEMOW TIOJNB3bI K
BO3MOXXHOMY PHCKY HPUMEHEHHs JICKapCTBEHHOTO Iperapara Ha OCHOBAHUM JIOKYMEHTA, COJEpPIKAIIero
pe3ysbTaThl MOHUTOPUHTA 3()(HEKTHBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara.
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12. B cpok, He MpeBBIMIAIONINA JecATH pabodyux AHEW CO JHS MOJTYYEHHs 3aKIIOYEHHUS KOMHUCCUU
3KCIIEPTOB MO PE3YJbTATAM JKCIIEPTU3bI OTHOLIEHUS 0KUAAEMOM MOJIb3bl K BO3MOKHOMY PUCKY PUMEHEHUS
JICKapCTBEHHOTO TIpernapara, COOTBETCTBYIOIIUHN YIOJIHOMOYCHHBINH (eepaibHbIil OpraH HCIOJHUTEIHHON
BJIACTH:

1) OCYHICCTBJIACT OIICHKY OTOro 3aKIUCHHUA OJId OIIPEACICHUSA €ro COOTBCTCTBHA 3aJaHHUIO Ha
IIPOBEACHHUC y1(a3aHH01>i OKCIICPTHU3LI,

2) NpUHUMAET PEelLIeHUE O NOATBEPKIEHUH I'OCYAapCTBEHHONW PErucTpaliy JIEKApCTBEHHOTO Mpenapara
WM 00 OTKase B MOATBEPKICHUU TOCYJapCTBEHHOM perucTpalvy JeKapCcTBEHHOTO Mpernapara;

3) BHOCHUT IIpH NIPUHITUU PEUIEHUs O NOATBEPKIEHUH IOCYIapCTBEHHON pErucTpalnyy JeKapCTBEHHOTO
IpernapaTa CBEJIEHUS! B FOCYAapCTBEHHBIM PEeeCTp JEKaPCTBEHHBIX CPEJICTB U BBIAAET 3asBUTEI0 OeccpoyHOe
PErUCTpaIIOHHOE Y OCTOBEPEHNUE JIEKAPCTBEHHOIO IIpenapaTa.

13. OcHoBaHmeM JuIi OTKa3a B IOATBEPXKICHHU TOCYAAPCTBEHHOW DPErHCTpPAIMU JIEKAPCTBEHHOT'O
npernapara  SBISETCS  3aKJIIOYEHHE COOTBETCTBYIOLIETO  YIOJHOMOYEHHOTO  (hefepaiabHOro  opraHa
WCTIOJHUTENIBHOM BJIACTH O TOM, UYTO PHUCK MPUYMHEHHUS Bpela 3/0pOBBI0 YEJOBEKA HIU KHUBOTHOTO
BCJIEJICTBHE IIpUEMa JICKApCTBEHHOTO Mperapara npeBbimaeT 3pGeKTHBHOCTh €0 IPUMEHEHUS.

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

14. B nmepuox npoBeNEHHsS MPOLEAYPHl IMOATBEPKIEHUS TOCYJApPCTBEHHOM  PEruCTpaluy
JIEKapCTBEHHOT 0 Ipemnapara ero odpauienue B Poccuiickoit denepanun He NPUOCTaHABINBACTCS.

15. Jomyckaercss oOpailleHHe JIGKAPCTBEHHBIX IPEMapaToB JI0 HWCTCUCHHS CpPOKa TOJHOCTH,
MPOU3BE/ICHHBIX B TEUEHUE CTAa BOCBMUJECATH KallCHIAPHBIX JHEW MOcie JaThl MPUHATUS YIIOIHOMOYEHHBIM
(denepaabHBIM OpPraHOM  HWCIHOJHUTEIBHONH BIACTH PEIICHUS O TOATBEPXKACHUHU TOCYJAapPCTBEHHOMN
pEeTHCTpaIyiK, B COOTBETCTBUU ¢ MH(POpPMAIHEH, COMepKaIIeics B TOKYMEHTaX PErHCTPAIIMOHHOTO JIOChEe Ha
JICKApCTBEHHBIH Mpemnapar J0 AaThl MPUHATHS TAKOTO PEIICHUS.

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

Cratba 30. BHeceHue M3MeHeHUM B AOKYMEHTbl, coaepXaljmecs B perncTpaumoHHOM
[OCbe Ha 3aperncTpmMpoBaHHbIN NNeKapCTBEHHbIN Npenapar ANA MeAULUHCKOro NpuMeHeHus

1. B mensix BHECEHHsS] W3MEHEHHH B JOKYMEHTBI, COJEpXKAIIMECS B PETUCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT 11 MEIUIIMHCKOTrO MPUMEHEHHUS, IepKaTellb WiIn BiaJesell
PETMCTPALIMOHHOTO  YJIOCTOBEPEHMS] JIEKAPCTBEHHOIO Mpernapata WIM YHOJIHOMOYEHHOE UM Jpyroe
IOpUANYECKOe JIMIO (Jajee B HACTOSIIEH CTaTbe - 3asBUTENb) IMPEACTABISET B YIOJIHOMOYEHHBIN
(denepanbHBIA OpraH WCIOTHUTEIBHOW BJIACTH 3asBIICHUE O BHECCHMHM TAaKUX HW3MEHEHUH 1o Qopme,
YCTaHOBJICHHOW yIIOJTHOMOYEHHBIM (pe/IepalIbHBIM OPTaHOM HCTIOTHUTEIBLHOU BIIACTH, M IPUJIATaeMbIe K HEMY
W3MEHEHHUs B yKa3aHHBIC JOKYMEHTBHI, a TaKKe JOKYMEHTBHI, MOJATBEP)KIAIOIINEe HEOOXOAMMOCTh BHECEHUS
TaKNX U3MEHEHUM.

(B pen. deaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 04.06.2018 N 140-D3)

Koncynprantlmoc: mpuMeyanue.
C01.01.2021 B 4. 1.1 ct1. 30 BHOCsTCSt M3MeHeHUs (D3 o1 27.12.2019 N 478-D3).

1.1. HpI/I HeO6XOI[I/IMOCTI/I BHCCCHHUA B HOKYMCHTBI, COACPIKAINHUECCA B PETrUCTPAIUOHHOM HOOCHC Ha
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3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MEIULIUHCKOTO MPUMEHEHHS], U3BMEHEHUH, YKa3aHHbIX B
NyHKTe 3 YacTu 2 HACTOSIIEH CTaThbl U TPEOYIONIMX MPOBEACHUS IKCIEPTHU3BI KAaueCTBa JIEKAPCTBEHHBIX
CPEICTB, 3asBUTENb JOMOJHHUTEIHHO TMPEICTABISICT B  YIOJHOMOYEHHBIH  (QenepalbHbIi  OpraH
WCTIOTHUTEIPHOW BJIACTH KOMHUIO JIMIEH3WH Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB WU KOIHIO
3aKJTIOYEHUs] O COOTBETCTBHH MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHMSIM TIPABWII HAJJICKAIICH
IPOU3BOJICTBEHHOW NPAKTHKH, BBIAAHHBIX YIOJHOMOYEHHBIM (elepaibHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH B OTHOILIEHWUH M3MEHEHHOW W (WJIM) AOMOJHEHHOW MPOU3BOJCTBEHHOW IJIOMIAAKU JIEKAPCTBEHHOTO
npenapara, B clly4ae, €ClId IPOU3BOJACTBO JIEKAPCTBEHHOIrO IMpernapaTta ocyulecTBisieTcss B Poccuiickoit
®enepannu, OO KOIMUIO BBIAAHHOW YIOJTHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMUTENS JIMLIEH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Tpernapara U €€ NMEepeBoJl Ha PYCCKUU S3bIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM
MOpSIIKE, a TaKKe KOMHIO 3aKIIOYEHUS O COOTBETCTBUU MPOM3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TPaBUJ HaAJEXKalled MPOU3BOJACTBEHHONW MPAKTHUKH, BBIJIAHHOTO  YIOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTENBHONH BJIACTH B OTHOIIEHWU W3MEHEHHOM M (WJIHM) JOMOJTHEHHOMN
MPOU3BOJCTBEHHON TUIOMIAJKM JICKAPCTBEHHOTO Tpenapara, MWIM KOMHUIO PELIEHUs YHOJIHOMOYEHHOIO
(denepaabHOrO OpraHa MCIOJIHUTEIBHOM BJIACTH O TIPOBEJACHHHM WHCIICKTUPOBAHUS TMPOU3BOJAUTEISL
JIEKapCTBEHHBIX CPEJICTB B CIllydae, €CId IMPOM3BOJCTBO JIEKAPCTBEHHOTO MperapaTa OCYIIECTBIAETCS 3a
npenenamu Poccutickoit @eaepanuu.

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

Koncynprantllntoc: mpumeuanue.
C 01.01.2021 B u. 1.2 ct. 30 BHOCsTCS M3MeHenus (D3 ot 27.12.2019 N 478-D3).

1.2. Ilpu HEoOXOIMMOCTH BHECEHHsI B JOKYMEHTHI, COJAEp)KAlllMecs B PErucTPaliOHHOM J0Che Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jyisi MEIULUHCKOTO NPUMEHEHHs], U3MEHEHUH, YKa3aHHbIX B
MyHKTE 4 4acTh 2 HACTOANICH CTaThM M TPEOYIOUIMX MPOBEACHHS DKCIEPTHU3bl KAYeCTBA JIGKAPCTBEHHBIX
CPEICTB, 3asABUTENb JOMOJHHUTEIHHO TMPEJICTABISICT B  YIOJHOMOYEHHBIH  (QenepalbHbIi  OpraH
WCTIOTHUTEIPHOW BJIACTH KOMHUIO JIMIEH3WH Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB WU KOIHIO
3aKJIIOUYEHHUsI O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMUSAM IMPaBUII HaJJiexallen
MPOU3BOJCTBEHHOW NPAKTHKH, BBIAAHHBIX YIOJHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTM B OTHOILIEHUM NPOU3BOACTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOI'O TMpernapara, B Ciyyae, €cliu
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O TMpemapaTta ocymiecTBisiercs B Poccuiickoit ®epeparuu, nud0 KOMHUIO
BBIJJAHHOM YTOJHOMOYEHHBIM OPTaHOM CTpPaHbl IPOU3BOAUTENIS JIMIICH3UN HA TTPOU3BOICTBO JICKAPCTBEHHOTO
mnpenapara U €€ TNEepeBOJ Ha PYCCKUU SI3bIK, 3aBEPEHHBIE B YCTAHOBICGHHOM TMOPSIKE, a TaKXKe KOIHUIO
3aKJIIOUYEHHUSI O COOTBETCTBUU IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSAM IMPaBWII HaJJiexallen
MPOU3BOJICTBEHHONW MPAKTUKU, BBIJAHHOTO YIOJHOMOYEHHBIM (pelepaqbHBIM OPraHOM HCIOJHUTEIBHON
BJIACTM B OTHOUIEHUU MPOM3BOACTBEHHOM IUJIOMIAJKH JICKAPCTBEHHOTO Ipenapara, WIA KOMHUIO0 pEeUIeHUs
YIOJTHOMOYEHHOTO (peepalbHOTO OpraHa HWCHOJHUTENIBHON BIACTH O MPOBEICHUH WHCIEKTUPOBAHUS
IPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBA B Cllydae, €CJIM IPOM3BOACTBO JIEKAPCTBEHHOIO Ipernapara
OCYILIECTBIISIETCS 32 npenenamu Poccuiickoit @enepanuu.

(dactp 1.2 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. IlpunsTue pemeHns: 0 BHECEHUH U3MEHEHUN WM 00 OTKa3e BO BHECEHUU U3MEHEHUI B IOKyMEHTHI,
CoJlep/Kalliecss B PETHCTPAllMOHHOM [OChE€ HA 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpemapaTr Uit
MEIULMHCKOTO NMPUMEHEHUs, B CiIy4ae HEOOXOAMMOCTU MPOBEACHUS SKCIEPTU3bl KaueCTBa JIEKAPCTBEHHBIX
CpPEACTB U (WMIM) DSKCHEPTU3bl OTHOLIEHHUS OXKUAAEMOM II0JIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara JUisi MEIULIUHCKOTO MPUMEHEHUS! OCYIIECTBISETCS B CPOK, HE MPEBBIIMIAIOIINN
JeBSHOCTa paboYMX JHEH, a B OCTAJbHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIMINNA TpUALATH pabouux AHEH co
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IHS TIPUHSATHSA YIOJIHOMOYEHHBIM (hefepabHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3asBJICHHS O BHECEHUH
TaKUX U3MEHEHUH.
(uactp 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

Koncynprantllimroc: mpuMedaHue.
C 01.03.2020 cT. 30 nononusercs u. 1.4, 1.5 (@3 ot 27.12.2019 N 475-®3). CMm. OyayLIyt0 peaaKiuio.

2. DkcnepTusa JIEKApCTBEHHBIX CPEJICTB B YACTH 3KCIEPTU3bl KayecTBa JIEKAPCTBEHHOT'O CPEICTBA U
(I/IJ'II/I) SKCIICPTU3bI OTHOIICHHA 0>1<1/1)1aeM0171 IMMOJIB3bl K BO3MOXHOMY PHCKY HNPHUMCHCHHA JICKAPCTBCHHOI'O
npenapara ajid MEAUUOMUHCKOIO MNMPUMCHCHHSA IIPOBOJUTCA B Cliyda€ BHCCCHUA N3MEHEHUI B JOKYMCHTEI,
coJepxalecs B PErHCTPAlMOHHOM JOCh€ Ha 3aperuCTPUPOBAaHHBINA JICKApCTBEHHBIN Ipemapar, B
OTHOILICHHUHU:

1) cBeneHMii, yKa3aHHBIX B MHCTPYKLUH 110 MEJUIIMHCKOMY TIPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara:

a) JeKapcTBeHHas (opMa C yKa3aHHEM HAMMEHOBAHWN M KOJIMYECTBEHHOTO COCTaBa JCHUCTBYIOIIMX
BCHICCTB N KAUYECTBCHHOI'O COCTaBa BCIIOMOI'aTCJIBHBIX BCIICCTB (HpI/I HGO6XOILI/IMOCTI/I KOJIMYECTBEHHOI'O
COCTaBa BCIIOMOTATENIbHBIX BEUIECTB);

0) (dapmakoguHamMuka W (hapMaKOKWHETHKA (32 MCKIIOYCHHEM (PapMaKOKWHETHKH TOMEOIATHYECKUX
JIEKapPCTBEHHBIX MPEMapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENApaTOB);

B) IIOKa3aHUs JJIs IPUMEHEHUS;

I') IPOTUBOINOKA3aHUs JIsl IPUMEHEHUS;

1) MEpBI MIPEIOCTOPOKHOCTU IPU IPUMEHEHUN;

€) YyKa3aHHE€ BO3MOXXHOCTM M OCOOCHHOCTEH NpPHUMEHEHHs JIEKapCTBEHHOIO Ipernapara JJis
MEIUIUHCKOIO PUMEHEHUsI OepEeMEHHBIMU JKEHIMHAMH, JKEHIIMHAMU B MEPUOJ TPYJHOI0 BCKapMIIMBAHUS,

ACTbMH, B3POCJIBIMH, UMCIHOIIIUMHA XPOHUYCCKUC 38.6OJ'ICB8.HI/I$I;

) PEKHUM JO3MPOBAHUS, CIIOCOObI BBEACHUS U NPUMEHEHHUS, NPU HEOOXOJUMOCTH BpeMs Ipuema
JICKapCTBEHHOTI'O IIPEnapara, IpOoAOLKUTEIbHOCTD JICYEHHS, B TOM YUCIIE y AE€TEH 10 U IOCJIE OJHOIO IoAa;

3) BO3MOJYKHBIE ITOOOYHEIE )ICI\/’ICTBI/H[ MU HCXKCJIATCIBbHBIC PCAKIMU IIPHU IMPUMCHCHHUH JICKAPCTBCHHOI'O
npenapara;

1) CUMIITOMBI TI€PEJ03NPOBKH, MEPHI TI0 OKA3aHUIO TOMOIIH TP NEPEI03UPOBKE;
K) B3aUMOJIEHCTBUE C APYTUMHU JIEKapCTBEHHBIMHU IIperapaTaMy U (MJIM) TUILEBbIMU POTyKTAMU;
71) (hOpMBI BBINTyCKA JICKAPCTBEHHOT'O Mpenapara;

M) yKa3zaHue (Ipu HEOOXOJMMOCTH) OCOOCHHOCTEH NEHCTBHS JIEKapCTBEHHOTO Ipernaparta Mpu MepBOM
MIpUEME UJIH TIPU €r0 OTMEHE;

H) CBCJACHUA O BO3MOXXHOM BJIMAHUHN JICKAPCTBCHHOI'O IMpEriapaTta JIA MCAUIHUHCKOIO INMPpUMCHCHUS Ha
CIIOCOOHOCTD YIIPaBJIATb TPAHCIIOPTHBIMU CPpEACTBAMHA, MCXAHU3MAMM
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0) CPOK I'OAHOCTH U YKa3aHHC Ha 3alpC€T IMPUMCHCHUS JICKAPCTBCHHOI'O IIPCIIapaTa MO0 UCTCUCHUU CPOKa
TOAHOCTH,

I1) YCIIOBUS XpPaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Mperapara Jisi MeTUIIMHCKOTO TPUMEHEHHUS,

3) U3MEHEHUs MecTa MPOU3BOICTBA JIEKAPCTBEHHOTO Ipernapata JUisi MEAMIUHCKOTO IPUMEHEHHUS;

4) W3MEHEHHUS TOKa3aTelel KauecTBa JICKApCTBCHHOT'O MpfriapaTta I MECAULIUHCKOTO NMPUMCEHCHUA U
(I/IJ'II/I) MCTOHOB KOHTPOJIAA Ka4CCTBA JICKAPCTBCHHOI'O MIpCriapaTta Ajisd MCAUIUHCKOTO IIPUMCHCHU A,

5) HU3MCHCHUA CPOKA 'OJHOCTH JICKAPCTBCHHOT'O IIpernapara 11 MCAUIUHCKOI0 IPUMCHCHUS

6) cBeneHUH O HEOOXOJUMOCTHM BHECEHUS MHBIX HM3MEHEHHH B MHCTPYKLIMIO MO MEAULHUHCKOMY
MIPUMEHEHHUIO JIEKapCTBEHHOTO IpernapaTa, a TakKe B MHBIE JJOKYMEHTBI, CO/IEpIKAIIMEeCs] B PETUCTPALIMOHHOM
JIOChE Ha 3apErMCTPUPOBAHHBIN JEKapCTBEHHBIN npenapat. [Ipu 3Tom pernieHue o nNpoBEAEHUU SKCHEPTU3BI
KayecTBa JIEKAPCTBEHHBIX CPEICTB M (WJIM) SKCIEPTU3bl OTHOIICHHS 0KUIAEMOW MOIB3bl K BO3MOXHOMY
PUCKYy TIpPUMEHEHHUs JIEKapCTBEHHOIO Ipenapara Juisi MEIULIUHCKOTO NPUMEHEHUs IPUHMMAETCS B
COOTBETCTBUH C YTBEPXKACHHOW YIIOJTHOMOUYEHHBIM (eepaibHbIM OpPraHOM HCIOJIHUTEIBHOW BJIACTH
KJaccu(pUKaueil M3MEHEHHMH, BHOCUMBIX B JOKYMEHTBI, COJEpXallhecs B PErucTPalMOHHOM JOChE€ Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN penapar.

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

Koucynesraurtlloroc: mpuMeuanue.
C 01.01.2021 4. 3 ct. 30 uznaraercs B HoBot pegakuuu (O3 ot 27.12.2019 N 478-D3).

3. C 3asBiI€HUEM O BHECECHMH U3MEHEHUH B JOKYMEHTHI, CONEP)KAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN NpenapaT Uil MEAULUHCKOTO MIPUMEHEHHU, HapsAy C TOKyMEHTAaMH,
YKa3aHHBIMH B 4acTU | HacTOsIILEN CTAaThy, 3asIBUTEIb MPEJCTABIAET KOMUU JOKYMEHTOB, OATBEPKAAOIINX
yIUIATy TOCYJAapCTBEHHOM IOIIJIMHBI 32 BHECEHUE B IOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM J0CHE
Ha 3aperuCTPUpPOBAHHBIN JIEKAPCTBEHHBIM INpemapar il MEAULUHCKOIO IPUMEHEHUs, W3MEHEHH,
TpeOyIOIMX MNPOBEACHUS OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B 4YacTU OKCIEPTHU3bl KayecTBa
JIEKapCTBEHHOT0 CpEACTBA M (MJIM) HKCHEPTU3bl OTHOIIEHUS OXHMJIAE€MOM MOJb3bl K BO3MOXKHOMY DPHUCKY
IIPUMEHEHUs JIEKAPCTBEHHOI'O IpenapaTa [Uisi MEAUIMHCKOTO IMPUMEHEHHUs, IOCYJapCTBEHHOM MOIIIMHBI 3a
BHECEHUE B JJOKYMEHTBI, COEPKAIIMECS B PETUCTPALIUOHHOM JI0ChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHbBIN
npenapar JUis MEIWIUHCKOTO TPUMEHEHUS, W3MEHEHHWH, He TpeOyIOmMX TMPOBEACHUS SKCIEPTU3HI
JIEKapCTBEHHOTO CPEJCTBA, TMOO BIIpaBe MPEACTaBUTH MO0 COOCTBEHHOW MHHUIIMATHBE YKAa3aHHBIC JTOKYMEHTHI.
B cnyuae ux HempezacTaBieHUs! YIIOJIHOMOYEHHBIN (efepanbHblil OpraH UCIOIHUTEILHOM BIACTH MPOBEPSET
(bakT ymiaTsl roCy1apCTBEHHBIX MOLUIMH 3asBUTENIEM MTOCPEACTBOM HMCIIOJIb30BaHMsI HHPOpMALUU 00 yruiaTe
rOCYJapCTBEHHbIX TMONUIMH, cojepxkamieiics B [ocymapcTBeHHOH HH(GOpPMALMOHHOM cUCTeME O
rOCYy/JapCTBEHHBIX M MYHMIMIAIBHBIX IUIATEKAaX, Ha OCHOBAHUHU IPEJCTABICHHBIX 3asBUTEIEM KOIHUMI
JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATY TOCYAapCTBEHHOM ITOIUIMHBI.

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

4. B teuenue aecsaTH pabouMx JHEW CO JHS MOCTYIUICHHUS YKa3aHHOTO B YacTU | HACTOSIIEH CTaThbu

www.consultant.ru Crpanuua 62 mns 129
HafeXHasa npaBoBan noaAepXxkKa


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

®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

3as41BJICHUA U HCO6XO)II/IMLIX AOKYMCHTOB yr[OJ'IHOMO‘I@HHLIfI (pe)lepa.]'ILHHﬁ opraH HUCITOJTHUTEILHOM BIIACTH:

1) MMPOBOAUT IMPOBCPKY MOJHOTBI U JOCTOBCPHOCTH CBC[[GHHﬁ, COACPpKAUXCA B MPCACTABICHHBIX
3aABUTCIICM MaTCpUAJIaAX;

2) MpUHUMAET PEIICHHE O MPOBEACHUH YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIUX
9KCIIEPTH3 JIEKAPCTBEHHOTO CPE/ICTBA WIIM 00 OTKAa3€ B UX MPOBEICHUU;

3) yBeIOMJISIET B 3JIEKTPOHHOM MM MMCbMEHHOM (hopMe 3asBUTENS O MPUHITOM PELICHUHU WIN B CiIydae
NPUHATHS pelieHuss 00 OTKa3e B NMPOBEJEHUU COOTBETCTBYIOIIEH HKCHEPTH3bl C YKa3aHUEM NPUYMH TAKOTO
OTKa3a.

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

4.1. B cny4ae BbISIBIIEHUSI HEJOCTOBEPHOCTH CBEJIEHUH, COJIEP/KALINXCS B MIPEICTABICHHBIX 3asBUTEIEM
MaTepuangax, YIOJIHOMOYEHHBIH (QenepalbHblii OpraH HCIOJHUTENBHON BIIACTH HAIPaBIISIET 3asBUTEIIO
3anpoc 00 YTOUHEHMM YKa3aHHBIX CBeIeHMH. JlaHHBII 3ampoc MokeT ObITh mepesiaH yHOJIHOMOYEHHOMY
NPEACTaBUTEIIO 3asBUTENS JIMYHO MOJ PAcMCKy, HANpaBlieH MO MOYTe 3aKa3HbIM NMHMChbMOM WM INEpelaH B
JIEKTPOHHOU (popMe 1Mo TeIeKOMMYHHKAIIMOHHBIM KaHallaM CBS3H. B cilydae HampaBieHHs TaHHOTO 3ampoca
10 TMOYTE 3aKa3HbIM IMCbMOM OH CUMTAETCS IOJYUYEHHBIM 10 MCTEUEHUU IIECTH AHEW C JaThl HAIIPABJICHUS
3aKa3HOI0 MHUCHMa.

(uactp 4.1 BBeeHa PenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET HA 3alpocC YIOJHOMOYECHHOTO (eaepalbHOro opraHa
UCTIOTHUTENFHOM BJIaCTH B CPOK, HE MPEBBIMIAIONIUIN JAeBIHOCTA PabOUnX JAHEW CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpok, yka3aHHbIH B 4acTH 4 HACTOSIIEH CTAaTbM, MPUOCTAHABIMBAETCA CO JIHS HAINpaBIICHUSA
3asIBUTEIIO 3alpoca YIOJTHOMOYEHHOTO (peepabHOTO OpraHa MCTOJHUTEIBHOW BIACTU O JHS MOTyYeHUs
MM OTBETa Ha JAHHBIA 3alpPOC U HE YUYUTHIBACTCS MPU MCUUCICHUU CPOKA MPHUHSTHS PEUICHUS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKAIIHeCs] B PETUCTPAIIMOHHOM JOChe Ha 3apeTUCTPUPOBAHHBIN
JICKapCTBEHHBIN TIpenapar il MEAUITMHCKOTO TPUMEHCHHUS.

(uacts 4.2 BBeena PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM JJi OTKa3a B MPOBEJACHUHU YKA3aHHBIX B YACTH 2 HACTOAIIEH CTaTbU SKCIEPTU3 SBIISETCA
IIpE/ICTAaBICHUE JOKYMEHTOB, NEPEUUCIEHHBIX B 4acTsaX | M 3 Hacrosiield cTaTbM, B HENOJIHOM O0bEME,
HENPEICTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETA HA yKa3aHHbIA B 4acTu 4.1 HacTodIen craTbu
3arnpoc yMOJHOMOYEHHOTO (peIepalbHOrO OpraHa HCIHOJHUTENbHOM BIIACTH, a TaKXe OTCYTCTBUE B
IPEJCTaBICHHBIX JOKYMEHTaX JIOCTAaTOYHBIX CBEJEHUM, IOATBEPKAAOIINUX HEOOXOAUMOCTh BHECCHUS
U3MEHEHUH, UM OTCYTCTBHUE HH(OpPMAIMH, MOATBEPXKIAOIIeH (PaKT yIuiaThl rocyAapCTBEHHBIX MOILIUH,
YKa3aHHBIX B YaCTH 3 HACTOSAIIEH CTaThH.

(B pen. ®enepanbbix 3aKk0oHOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3aHHbIE B YaCTU 2 HACTOALIEH CTAaTbU IKCHEPTHU3bl MPOBOAATCA B IMOPSAIKE, YCTaHOBJIEHHOM
cratbeil 23 Hactosmero denepaabHOro 3aKOHa.

7. B cpok, He MpEeBHIMIAIOMUNA ECATH padOoYMX JTHEW CO JHSA TMOJYyYCHHS 3aKIFOYCHUH KOMHUCCHMA
9KCIIEPTOB MO pe3yJbTaTaM YKa3aHHBIX B 4YacTW 2 HACTOALIEH CTaThU SKCIEPTU3, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH:

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

1) mpuHMMaeT pelleHue O BHECEHWU W3MEHEHUH B JOKYMEHTBI, COJIEpKallhecs] B PEeruCTPalMOHHOM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

JOCBC Ha BapeFHCTpHpOBaHHLIﬁ J'ICKapCTBeHHHﬁ npenapar ajsd MEAUIHUHCKOTO IMPpUMEHCHUS, WU 00 oTkaze
BO BHCCCHHUHU TAKHUX H3MeHeHHfI;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUNH B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAMOHHOM JOChE Ha 3apEerHCTPUPOBAHHBIN
JIEKapCTBEHHBIN MpenapaT Uisi MEAUIIMHCKOrO0 NMPUMEHEHHUs, HeOOXOIMMble M3MEHEHHUs M BO3BpaIlaeT HX
3asBUTEIIO;

3) BbLIAET 3asBUTENIO HOBOE PETHCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOIO INpernapara B cilydae
W3MEHEHHUS CBEJCHUM, COEPIKALUXCS B HEM.
(n. 3 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

8. OcHOBaHMEM JUIsl OTKa3a BO BHECEHUH U3MEHEHHH B IOKYMEHTBI, COJEPKAIIUECS B PETUCTPALlMOHHOM
JI0OCbE€ Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar Uil MEIUIIMHCKOTO NPUMEHEHUs, SBIISETCS
3aKJIIOYEHHE YTIOJIHOMOYEHHOIO (heepalbHOIO OpraHa UCIOJIHUTEIBLHONW BIACTH O BO3MOYKHOCTH CHUKEHHUS
0€301acHOCTH, KauecTBa, 3((HEeKTUBHOCTH JICKAPCTBEHHOI'O CPE/ICTBA B CIIy4yae BHECEHUS TAKUX U3MEHEHUH.

9. JHomyckaeTcss oOpalieHHe JeKapCTBEHHBIX MpEenaparoB M MEIUIIMHCKOTO TMPUMEHEHHS [0
HCTEUYEHHUsI CPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHHME CTAa BOCHBMUJECCSATH JHEHW IOCJE JaThl MPUHSATUS
YIOJIHOMOYEHHBIM (he/lepaibHbIM OPraHOM HCIOJHUTEIBHON BJIACTH PEIICHUS O BHECEHHH WM3MEHEHUU B
JIOKYMEHTBI, COACPIKAITUECS B PETUCTPAIIMOHHOM JIOChE, B COOTBETCTBUU C MH(POPMAIIHEH, CofeprKaleics B
JTOKYMEHTaX PEruCTPAIIMOHHOIO JOChE HA JIEKAPCTBEHHBIN Mpenapar 10 AaThl IPUHATHS TAKOTO PEIICHHMS.
(dactp 9 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratba 31. BHeceHue M3MeHEeHMM B AOKYMEHTbl, coAepXaljmecsa B permcTpaumoHHOM
OOCbe Ha 3aperucTpMpoBaHHbIN JEeKapCTBEeHHbLIM npenapat Ansa BeTepuUHapHOro
NPUMEeHeHuUA

Koncynwsrantllnroc: mpuMedanue.
C 01.01.2021 B a63. 1 4. 1 ct. 31 BHOCsATCS m3MeHenust (D3 ot 27.12.2019 N 478-D3).

I. B nensx BHECEHMs] W3MEHEHMl B JOKYMEHTBI, COJIEpKallUecsi B PETUCTPALMOHHOM J0OChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN MpenapaT /Ui BETEpUHAPHOIO IPUMEHEHHUSI, IepKaTelb WIK BllaJieliel
PErUCTPAIlMOHHOTO  yAOCTOBEPEHHUS JIEKAPCTBEHHOI'O Tpernapara WIA YIOJIHOMOYEHHOE UM Jpyroe
IOpUIMYECKOe JUI0 (Jalee B HACTOALICH cTaThe - 3asABUTENb) MPEJCTABISIET B YHOJHOMOYEHHBIN
(denepanbHBIi OpraH MCIOJHUTEIBHONW BIACTH 3asBJICHHE O BHECEHMHM TaKUX H3MEHEHMH 1o Qopwme,
YCTQHOBJICHHOH YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENbHON BIACTH, U MIPUJIAraeMble K HeMy
U3MEHEHUSl B YKa3aHHbIE JOKYMEHTBI, a TAaKK€ JIOKYMEHTbI, MOJATBEP)KIAOIINE HEOOXOAUMOCTh BHECCHUS
Takux u3MeHeHud. I[Ipu HEOOXOAMMOCTHM BHECEHHS HW3MEHEHUH B JIOKYMEHTBHI, COJIep)Kalliecss B
PEruCTpPallMOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar i BeTEpPUHAPHOIO
OPUMEHEHHUs, B CIy4asX U3MEHEHHsS U (WJIM) JOTOJHEHHUS MPOU3BOJCTBEHHOM IJIOMAAKU JIEKAPCTBEHHOTO
CPEICTBA, a TAK)K€ HM3MEHEHMs II0Ka3aTeJlell KadyecTBa JIEKAPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO
NpUMEHEHHUS M (WJIM) METOJOB KOHTpPOJISI KayecTBa JIEKApCTBEHHOIO IIpemnapaTta Jii BETEPUHAPHOIO
IPUMEHEHHUS 3asBUTENIb JIOMOJIHUTEIBHO TMPEACTaBIsAE€T B YIOJHOMOYEHHBINH (pelepaiabHbli  OpraH
WCIIOJIHUTEJILHOM BJIACTH CIIEAYIOIINE JOKYMEHTHI:

KoncynsrantlIntoc: npumevanue.
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

C01.01.2021 B . 1 u. 1 cr. 31 BHOCATCS u3meHenus (P3 ot 27.12.2019 N 478-D3).

1) KOIlug JIMOCH3MW Ha IIPOMU3BOJACTBO JICKAPCTBCHHBLIX CPCACTB, BBI}IaHHOﬁ IMPONU3BOAUTEIIIO
JICKAPCTBCHHOT'O ITpCIiapaTa JJIA BETCPUHAPHOI'O IIPUMCHCHUS, JIJIA pOCCHfICKPIX HpOI/ISBOI[HTeHeﬁ;

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 2 u. 1 cr. 31 BHOCATCs u3menenus (O3 ot 27.12.2019 N 478-D3).

2) KomMs JMIEH3MHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB, BBIAAHHOW IPOU3BOAUTEIIIO
(dapmaneBTHUECKONH CyOCTaHLIMM, BXOJAIIEH B COCTaB JIEKApCTBEHHOIO IpemnapaTa JUlsl BETEPUHAPHOTO
IIPUMEHEHUS, JUIsl POCCUNCKUX ITPOU3BOAUTEIICH;

3) xomMsl JOKYMEHTA, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbI MPOU3BOJIUTENS AJIs KaxXI0l
MIPOU3BOJACTBEHHON IUIOLIAJAKM JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO IPUMEHEHHsS W
MOJATBEPIKIAIOIIET0 COOTBETCTBHE IPOU3BOJAUTENS JIEKAPCTBEHHOTO Ipenapara TpeOOBaHUAM IPABUII
Ha/JIeXKalled TPOU3BOICTBEHHON MPAKTUKH, U €70 NIEPEBOJ] HA PYCCKHUMN SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
HOPSIZIKE, @ TAK)KE KOTHUS 3aKIFOUYEHUS O COOTBETCTBUH NPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
MPaBUJI HaJUIeXkKalled MPOU3BOJACTBEHHON NMPAKTHKH, BBIAAHHOTO YHOJIHOMOYEHHBIM (ellepaIbHbIM OPraHOM
WCIIOJTHUTEJIBHOM BJIACTH JUISI Ka)XIOM NPOU3BOJCTBEHHOW IUIOMIAAKHA JIEKAPCTBEHHOrO Ipenapara IJist
BETEPUHAPHOTO TNPUMEHEHUs, JU00 KONUS pEIIeHUs O IPOBEIECHUU HHCIEKTUPOBAHUSA MPOU3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB, IPUHATOIO YNOJIHOMOYEHHBIM (pellepabHbIM OpPraHOM MCIIOJHUTEIBHON BIAcTH
JUI Ka)KIOM NPOU3BOACTBEHHOM IUIOIIAIKU JIEKAPCTBEHHOTO Ipenapara [ulsl BETEpUHAPHOIO IPUMEHEHUS.
VYKa3zaHHBIE JTOKYMEHTHI MPEICTaBISIOTCS B CIIy4ae, €CId MPOU3BOJCTBO JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOI0 IPUMEHEHUS OCYILECTBIAETCA 3a npeaenamu Poccuiickon @enepanny;

4) xomMsi JOKYMEHTAa, BBIIAaHHOTO  YIOJHOMOYEHHBIM OpPraHOM  CTpaHbl  MPOU3BOAMUTENS
(apmalneBTHUECKON CyOCTaHLIMM W TOATBEPKIAIOIIET0 COOTBETCTBHE MPOM3BOIUTENS (hapMalleBTHUECKON
cyOcTaHIUM, BXOAIIEH B COCTAB JIEKAPCTBEHHOTO IIpenapara Jjsl BETEPMHAPHOTO IPUMEHEHUs, TPeOOBaHUAM
NpaBUl HaAJeKalleld NPOU3BOJACTBEHHOW NPAKTUKU, U €ro IEepeBOJ Ha PYCCKUH S3bIK, 3aBEpEHHbIC B
YCTQHOBJICHHOM TOPSIJIKE, B CIIyyae, €CIM MPOU3BOACTBO (papMaleBTHYECKON CyOCTaHIIMM OCYIIECTBIIIETCS 3a
npezaenamu Poccuniickoit denepanuu.

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

1.1. B ciny4yae wu3meHeHus W (WUJM) JIOTIOJHEHUS MPOU3BOICTBEHHON IUIOMIAJKH JIEKAPCTBEHHOTO
Cpe/ICTBa TIOKYMEHTHI, YKa3aHHBIC B YacCTH | HACTOSINEH CTaThH, MPEICTABISIOTCS 3asBUTEIIEM B OTHOIICHUU
WU3MEHSIEMON M (WJIM) JOTOIHAEMON MPOW3BOJCTBEHHOM IUIONIAIKM JICKAPCTBEHHOTO CpencTBa. Pemienue o
BHECEHMHM M3MEHEHHMI B JIOKYMEHTBI, COJEpKAIllUeCcs] B PErHMCTPALlMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpernapar Juisi BETEPUHAPHOTO MPUMEHEHUs, WK 00 OTKa3e B MX BHECEHUU MPUHUMAETCS B
clly4ae HEOOXOIMMOCTH IPOBEIEHUS IKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA B CPOK, HE IPEBBIMIAIONIUI
JIEBSHOCTA pabOunX JHEH, a B OCTAIBHBIX CIIy4asX B CPOK, HE MPEBHIIAIONIUN TPUALATH paboYnX JHEH Co
JTHST TIPUHSITHS YIIOJITHOMOYCHHBIM (he/lepaIbHbIM OPTaHOM HCIIOJTHUTEIIPHOW BJIACTH 3asBJICHUS O BHECCHHUH
TaKUX U3MEHEHMUIA.

(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cnywae peopraHmMsaluy Jepkareist WIM BIaAeidbla PETUCTPALUMOHHOIO YyIOCTOBEPEHUS
JEKapCTBEHHOTO Tperapara [Uis BETCPUHAPHOTO TMPUMEHEHUs, pa3paboTuMKa WM POU3BOAUTEIS
JIEKapCTBEHHOI'O MpernapaTra JUisi BETEPUHAPHOIO NPHUMEHEHUS B 3asBJIICHHMH O BHECEHUM W3MEHEHUN B
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JIOKYMEHTBI, COAEPKALUECS B PETUCTPALIMOHHOM JTOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JUIL BETEPUHAPHOTIO MPHUMEHEHHMS, YKa3bIBAIOTCA JIaHHbIE JIOKYMEHTAa, IIOATBEPKIAIOLIET0 BHECEHUE
COOTBETCTBYIOIIMX M3MEHEHUHN B ENUHBINA rocyJapCTBEHHBIM peecTp OPUIMYECKUX JUL (A1 OpraHu3alui,
3apEeTUCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit denepanuin), M HHOTO JTOKYMEHTA, TTOATBEPKIAIOIIETO
peopraHu3aio OPUANYECKOro Jua (IUisi OpraHu3aluii, HE 3apeTHCTPUPOBAHHBIX HAa TEPPUTOPUH
Poccuiickoit ®eneparuu). 3asBlIeHHME O BHECEHUM W3MEHEHUW B JOKYMEHTHI, COJACpIKalluecs B
PETHCTPALlMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npenapar Juisi BETEPUHAPHOIO
MPUMEHEHHUS, U MPUIaraeMble K HEeMY JOKYMEHTHI MPEACTABISIOTCS B YIIOJTHOMOUYCHHBIN (eepalbHbIi opran
WCTIOJTHUTEIIBHOM BJIACTH HE MO3/IHEE YeM 4epe3 TPHUALATh pPad0oUnX THEH CO JHS BHECEHHUS COOTBETCTBYIOIINX
n3MeHeHud B EauMHBII  rocymapcTBEHHBIH — peecTp  IOpUAMYECKMX  JUI (Vi1 OpraHu3alui,
3apEeTUCTPUPOBAHHBIX HA Tepputopuu Poccuiickoit deneparu) Ui co AHS MPUHATHS COOTBETCTBYIOIIETO
JNOKYMEHTa, TMOATBEPXKAAIOIIET0 PEOPraHM3alMIi0  OPUIUYECKOro Juma (i opraHu3anuii, He
3aperucTpUpoOBaHHBIX Ha Tepputopun Poccuiickoit denepanun). B ciiydae peopraHuzanuu aepxaTens HId
BJIAJIEIIbLIA PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara Uisi BETEpUHAPHOIO MPUMEHEHHUS
3asBJICHUE O BHECEHUM M3MEHEHHWW B JOKYMEHTBI, COJIEp)KAIMECS B PErUCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT Uil BETEPUHAPHOTO MPUMEHEHHUS], TOAAETCA IOPUANYECKUM
JUIOM, KOTOPOMY B XOJI€ PEOPraHM3alli IMEePEelIaH0 TpaBO BIAJACHUS TaKUM PETHCTPAIMOHHBIM
YAOCTOBEPEHUEM.

(dacts 1.2 BBenena ®@enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

2. B cinydyae BHeceHHSI M3MEHEHHMI B JIOKYMEHTBI, COJEpKalllMecs B PETHCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl BETEPUHAPHOTO MIPUMEHEHHUs, B OTHOILIEHUU CBEICHUM,
yKa3aHHBIX B moamynkrax "e", "x", "k", "n", "H", "c", "X" mynkra 7 wactu 3 crtathu 17 HacTosAIIEro
®denepanbHOTO 3aKOHA, M3MEHEHMSI W (WUJIM) JIOTIOJTHEHHS TPOW3BOJICTBEHHOW IUIOMIAJKH JICKAPCTBEHHOTO
CpelcTBa, a TaKXke B CIydae HW3MEHEHHUS TIOKaszaTelied KadecTBa JICKApCTBEHHOTO TMperapara s
BETEPUHAPHOTO TPUMEHEHUs U (WJIM) METOAOB KOHTPOIS KadecTBa JIEKapCTBEHHOrO Mpemnapara Jijis
BETEPUHAPHOTO TPUMEHEHHSI TPOBOAMTCS OSKCIEPTHU3a JIEKAPCTBEHHOTO CPEJACTBA ISl BETEPUHAPHOTO
npuMeHeHus. B ciiydyae HE0oOXOJMMOCTM BHECEHHS] MHBIX W3MEHEHUN B JOKYMEHTBI, COJAEpIKalIUecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIA TMpemapar [Jjisi BETEPUHAPHOTO
MIPUMEHEHHUS, SKCTIEPTH3a JICKAPCTBEHHOTO CPEICTBA JIsl BETEPUHAPHOTO MPUMEHEHHUS HE TIPOBOIUTCS.

(B pen. DeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

Koucynesraurtlloroc: mpuMeuanue.
C 01.01.2021 4. 3 ct. 31 uznaraercs B HoBoi pegakuuu (P3 ot 27.12.2019 N 478-D3).

3. C 3asBi€HUEM O BHECECHMH U3MEHEHUH B JOKYMEHTHI, CONEPIKAIUECS B PETUCTPALIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Uisi BETEpUHAPHOIO NIPUMEHEHUs, Hapsly C TOKyMEHTAaMH,
YKa3aHHBIMH B 4acTU | HacTOsIILEN CTAaThy, 3asIBUTEIb MPEJCTABIAET KOMUU JOKYMEHTOB, MOATBEPKAAOIINX
yIUIaTy FOCYJAapCTBEHHOM IOILIJIMHBI 32 BHECEHUE B IOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM J0CHE
Ha 3apeTHCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipemapar Uil BETEPUHAPHOTO IPUMEHEHHs, W3MEHEHHI,
TpeOyIOIIMX TPOBENEHUSI SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEJICTBA, WM HU3MEHEHUH, He TpeOyrommx
IPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHOIO CpeAcTBa. B ciydyae HE0OXOAMMOCTHM HU3MEHEHHUs CBEICHUH,
COJIEp/KalIUXCs B PETUCTPALMOHHOM YJOCTOBEPEHUM JIEKapCTBEHHOIO IIpernapara sl BETEPUHAPHOIO
NIPUMEHEHUS, C 3asBJICHHMEM, YyKa3aHHbIM B 4YacTh | HacTosAlled cTaTbu, 3asABUTEIb JOINOJHUTEIBHO
IIPEACTABIISIET KOIHUIO JOKYMEHTA, IOATBEPKAAOLIErO YIUIATy TIOCYJAapCTBEHHOM IIOLUIMHBI 3a BbLIAYY
PEruCTPallMOHHOTO YAO0CTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara. 3asBUTENIb 10 COOCTBEHHOM HWHUIIMATUBE
BIIpaBe IMpPEACTAaBUTh JIOKYMEHTHl 00 yIjiaTe TOCyJapCTBEHHBIX MOLUIMH. B ciydae HenpeacTaBieHUs
3asBUTENIEM JOKYMEHTOB 00 yIIaTe TOCyAapCTBEHHBIX IOLUIMH YIOJHOMOUYEHHBIH (enepanbHblii OpraH
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

UCIIOJIHUTENILHONW BJACTH MpoBepsieT (DakT ymiaThl 3asBUTEIEM IOCYJAapCTBEHHBIX MOILUIMH IOCPEICTBOM
UCMOJIb30BaHUsl MHpOpManuu 00 yIulaTe TOCYAapCTBEHHBIX MOLUIMH, cojepikaiieiics B 'ocymapcTBeHHON
WHPOPMALIMOHHON CHUCTEME O TOCYAAPCTBEHHBIX M MYHUIMNAJIBHBIX IUIATeXXaX, HAa OCHOBaHHUU
MIPE/ICTAaBICHHBIX 3asBUTEJIEM KOIUI IOKyMEHTOB, IOATBEPKIAIOIINX YIJIATy FOCYAapCTBEHHBIX MMOILINH.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

4. B cpok, He MpeBbILAIUN JecATH pabouux THEH cO JHS MOCTYIUIGHHS yKa3aHHOrO B 4dacTu 1
HACTOAIICH CTaThU 3asBICHUS W HEOOXOIAMMBIX JIOKYMEHTOB, YIOJTHOMOYEHHBIH (enepanbHblii opraH
WCTIOTHUTENIbHON BIIACTH:

1) mpoBOIUT HPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMH, COAEpXKAILUXCS B IPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) mpUHMMaeT peuIeHHe O IMPOBEIECHUU SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA JJIsi BETEPUHAPHOIO
IPUMEHEHHUs WK 00 0TKa3e B €€ IPOBEICHUM;

3) yBenomisieT B NMUCBMEHHOH (opMme 3asBUTEIs. O MPUHATOM pPEIIeHUM WM B Clydyae NPUHITHSA
perieHust 06 0TKa3e B MPOBEICHUH SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA [l BETEPUHAPHOTO MPUMEHEHHUS C
yKa3aHWEM IIPUUYUH TaKOTO OTKa3a.

4.1. B ciyyae BBIABIIEHUS HEAOCTOBEPHOCTH M (MJIM) HEJOCTATOYHOCTU CBEIEHUI, cOoAepik allluxcs B
MIpe/ICTaBICHHBIX 3asBUTEJIEM JOKYMEHTaX, YIIOJIHOMOUYEHHBIN (perepalibHbIi OpraH UCIOIHUTEIbHON BIaCTH
HanpaBieT 3asABUTENI0 3ampoc 00 YTOYHEHHMH YKa3aHHBIX CBEICHMH. 3ampoc MOKeT ObITh IepenaH
YIOJIHOMOYEHHOMY IPEICTABUTEIIO 3asBUTENS MO/l PACIMCKY, HAPABJIEH M0 MOYTe 3aKa3HbIM MHMCbMOM WIIH
nepefaH B JIEKTPOHHOW (opMe MO TeIeKOMMYHUKAIMOHHBIM KaHajaM CBsi3u. B cilydae HampaBieHus
3arnpoca 00 YTOUHEHUHM YKa3aHHBIX CBEJCHHUH IO MOYTE 3aKa3HbIM IIMCbMOM OH CUMTAETCS MOJYyUYEHHBIM I10
WCTEYEeHUH IIECTU JHEH ¢ AaThl HANpPaBJICHMsI 3aKa3HOTO MIChMa.

(uacts 4.1 BBeeHa @enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asButenb 00s3aH TMPEJICTABUTh OTBET HA 3alpocC YIOJHOMOYECHHOTO (eaepalbHOro opraHa
UCTIOTHUTENFHOM BJIACTH B CPOK, HE MPEBBIMIAIONIUIN AeBsIHOCTA PabOUnX JHEW CO JHS MOTYYSHHsS TaHHOTO
3anpoca. Cpoku, ykazaHHble B yacTh |.1 Hacrosimiedl cTaTbu, MPUOCTAHABIMBAIOTCS CO JHS HAINpABIICHUA
3asIBUTEITO 3aMpoca YIOJTHOMOYEHHOTO (peepaibHOTO OpraHa MCTOTHUTEIBHOW BIACTU O JHS MOTyYeHUs
OTBETAa HA JAHHBIM 3aMpOoC M HE YUYWUTHIBAIOTCS TMPU HCUMUCICHWU CPOKA MPHUHATHS PEIICHHS O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKAIIHeCcs] B PETUCTPAIIMOHHOM JOChe Ha 3apEeTUCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpernapar Jyisl BETEPUHAPHOTO TPUMEHEHHS.

(uacts 4.2 BBenena OenepanbHbM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM Il OTKa3a B MPOBEACHUU 3KCIIEPTU3HI JIEKAPCTBEHHOT'O CPEACTBA JJIsi BETEPUHAPHOTO
NPpUMCHCHUSA ABJIACTCA MPCACTABJICHUC IOOKYMCHTOB, YKA3aHHBIX B YaCTAX 1 u3l HaCTOSIH_[eﬁ CTaTbu, B
HEIOJIHOM 00BbeMe WM OTCYTCTBHEC B TMPCACTABIICHHBLIX AOOKYMCHTAX  AOCTATOYHBIX CBCI[GHI/H\/JI,
MMOATBCPKAAIOIINX HGO6X0}II/IMOCTB BHECCHUA H3MeHeHHI>'I, 00 HCMPECACTABJICHHUEC 3adBUTCICM B
YCTaHOBJICHHBIH CPOK OTBETa Ha yKa3aHHBIH B 4acTH 4.1 HacTosmield CTaTbU 3alpoC YHOJIHOMOUYEHHOTO
(benepanbHOro OpraHa HCIOJIHUTEIBHOM BIACTH.

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

6. Dxcneprusa JIEKapCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOIO IPUMEHEHHS B IEJIAX BHECCHUS
W3MEHEHUH B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar i BETEPUHAPHOIO NPUMEHEHHs], OCYIIECTBIISIETCS B MOPSAKE, YCTAaHOBICHHOM
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

cTatbeii 24 Hactosiero denepanbHOro 3aKOHA.

6.1. B cpok, He TPEBBIIAIOIINNA AECATH padoyuxX AHEH CO JHS TMONyYEHHUs 3aKITIOYCHHS] KOMHUCCUU
SKCHEPTOB IO pe3yjbTaTaM yKa3aHHOM B YacTW 2 HACTOSIICH CTaThU SKCHEPTU3BI, YIIOJIHOMOYECHHBIN
(denepaabHBIA OPraH UCIIOJHUTEIIHLHON BIIACTH:

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

1) IIPUHHUMACT PCUHICHUC O BHCCCHHUU H3MEHCHUH B JAOKYMCEHTBI, COACPKAIIUECSA B PETrUCTPAlMOHHOM
JOCBC Ha 3apeFHCTpHpOBaHHLIﬁ HeKapCTBCHHBIﬁ npenapar sl BETCPpUHApHOTO NMPUMCEHCHUSA, WA 00 oTKaze
BO BHCCCHHUHU TAKHUX H3MeHeHHﬁ;

2) BHOCHUT B IOCYJapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUU PEIICHHUS O BHECEHUU
W3MEHEHUNH B JOKYMEHTBI, COJEpXKallMecs B PETUCTPAMOHHOM JOChE Ha 3apETHCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpenapar AJii BEeTEPUHAPHOTO MPUMEHEHMs, HeoOXOJUMble M3MEHEHHUsI U BO3BpalllaeT 3TU
JOKYMEHTBI 3asIBUTEIIIO;

3) BBIJAET 3asABUTENIO HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKApCTBEHHOTO IMpemnapara s
BETEpUHAPHOI'O NMPUMEHEHHs B Cilydae HEOOXOJUMOCTH M3MEHEHHs CBEICHHMH, COIEpIKALIMXCS B HEM, C
COXPAaHEHHEM HOMEpPA paHEe BBIJAHHOI'O PErMCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara Juis
BETEPUHAPHOTO IPUMEHEHHS.

(. 3 BBeaeH ®exnepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
(dactpb 6.1 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciyuae BHeceHMs HM3MEHEHHH B JOKYMEHTHI, COJEpXKallhecs B PErHMCTPALlMOHHOM JOChE Ha
3apEruCTPUPOBAHHBINA JIEKAPCTBEHHBIM Npenapar il BETEPUHAPHOIO NPHUMEHEHHUs, B YaCTH, Kacarollencs
U3MEHEHHUs U (WIM) JOIOJIHEHUS IPOM3BOJCTBEHHOW IUIOUIA/JIKM JIEKAPCTBEHHOrO Ipemnapara, IMpu
OpeACTABJICHUHN 3adBUTCICEM B COOTBETCTBUH C ITYHKTOM 3 gactu 1 H’c’lCTOfIHICfI CTaTbU KOIIMH PCIICHUA
YIOJHOMOYEHHOTO (pellepaJlbHOrO OpraHa HCHOJHUTENbHON BIAaCTH O MPOBEJCHUH WHCIEKTUPOBAHUS
IPOM3BOJUTENS JIGKAPCTBEHHBIX CPEICTB CpPOK, YyKa3aHHbIH B wactu 6.1 Hacrosiued cCTarthby,
NPUOCTAHABINBACTCS €O JHS TIOJyYEHHUS 3aKIIOUEHHs] KOMHCCHM OJKCHEepTOB [0 JHS IPHUHATHUS
YIOJIHOMOYEHHBIM (e/iepalibHbIM OpPraHOM HCIIOJHUTEIBHON BJIACTH PELICHHS O Bblade WM 00 OTKasze B
BbIJJaU€ 3aKJIOUYEHUS O COOTBETCTBUHM IPOW3BOJAUTEINSA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHHSIM IPABHI
HaJIexallel Ipou3BOJCTBEHHON IPAKTUKH, HO HE 00Jiee UeM Ha CTO BOCEMbJIECAT paboUunX JHEM.

(dacts 6.2 BBeieHa PenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIs OTKa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTBI, COJIEPKALINECS B PErMCTPAlUOHHOM
JI0CbE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar JUisi BETEPUHAPHOIO NMPUMEHEHMS, B CiIy4asX, HE
TPeOYIOLIMX MPOBEACHUS HKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, SIBIISETCS INPEACTaBICHUE JIOKYMEHTOB,
YKa3aHHBIX B yacTsX | u 3 Hacrosmed craTbd, B HEMOJIHOM OOBEME WIM OTCYTCTBUE B IPEICTABIECHHBIX
JOKYMEHTaX CBEJCHUH, KOTOpbIE JOJKHBI ObITh B HUX OTPa)K€HbI, JTUOO HEMpPEICTaBICHHE 3asBUTEIEM B
YCTaHOBJICHHBIA CpPOK OTBETAa Ha yKa3aHHbBIM B 4YacTh 4.1 HACTOAIEH CTaTbU 3alpoC YHOJHOMOYEHHOI'O
(enepanbHOro OpraHa UCIOJHUTEIbHOHN BIACTH.

(dactp 7 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMEM [UIsl OTKa3a BO BHECEHMHM M3MEHEHUN B JOKYMEHTBI, COJEp)KalUecs B
PEruCTPallMOHHOM JIOCb€ HA 3apeTUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
MPUMEHEHUs, B CIIy4asX, TpeOyIOIIMX MPOBEAEHUS HKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, SBIIAETCS
3aKJIIOYEHHE YIOTHOMOUYEHHOTO (eiepaibHOr0 OopraHa MCIOJIHUTEIBHONW BIACTH O BO3MOKHOCTH CHIKEHUS
0€30I1aCHOCTH, KadecTBa, F(PPEKTUBHOCTH JIEKAPCTBEHHOI'O Iperapara BCJEICTBUE BHECEHHMsS U3MEHEHUH B
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yKa3aHHbIE TOKYMEHTHI, 0TKa3 yMOJIHOMOYEHHOTO (eiepaibHOTO OpraHa UCTIOJHUTENHHOM BIACTH B BblJaue
3aKJIFOUYEHHUsI O COOTBETCTBUU TMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSAM IMPABWII HaJJIexalien
MPOU3BOJICTBEHHON MPAKTUKU B CIydyae M3MEHEHUS W (WJIK) JOMOJIHEHUS MPOU3BOJCTBEHHOM ILIOIIAIKU
JIEKapCTBEHHOI'O Ipernapara, €cjld IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapaTta JUlsli BETEPUHAPHOIO
MIPUMEHEHHUS OCYIIECTBIISIETCS 3a peaenamu Poccuiickoit denepariu, Wik OTCYTCTBHE 3TOTO 3aKITIOUYCHUS.
(dactp 7.1 BBenena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaileHue IEKapCTBEHHBIX IMPEMapaToB sl BETEPUHAPHOTO MPUMEHEHHS 0
WCTEUYEHUs1 CpPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHHME CTAa BOCBMUJIECATH JHEHW MOCHE JaThl MPUHATUA
YIOJTHOMOYEHHBIM (pellepabHbIM OPraHOM HCIOJHHUTEIBHOW BIACTH PEIICHUS O BHECECHUHM W3MCHCHUU B
JIOKYMEHTBI, COJIEpKAIIMECs] B PETHCTPAIlMOHHOM JOChE Ha JICKAPCTBEHHBIN MpernapaT, B COOTBETCTBUH C
nH(popMalmen, coaepkamencs B JTOKYMEHTax PErucTPallMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Ipemapar 0
JIAThI IPUHATHS TAKOTO PEIICHUS.

(dacts 8 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

Cratbsa 32. OTMeHa rocyaapCTBEHHOW perncrpauumm nnekapcTBEHHOro npenapara

Pemenne 00 oTMEHE TOCYIapCTBEHHOW PETHCTpPAllUM JICKAPCTBEHHOTO TMpenapara ¥ HCKIIOYCHUH
JICKapCTBEHHOI'O TMpemnapara M3 TOCYyAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB MPUHUMAETCS
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH B CIIyYae:

1) mpencraBieHUsT COOTBETCTBYIOUINM YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HCIOIHUTEIBHON
BJIACTH 3aKJIFOUCHHUS O PUCKE WM 00 yrpo3e 370pOBBIO, )KM3HH UEIOBEKA MIIU KMBOTHOTO MPHU MPUMEHECHUU
JICKapCTBEHHOTO Mpemnapara, MPEeBBIMANMX ero 3((EeKTHBHOCTh, MO PE3yJbTaTaM OCYIIECTBISIEMOTO WM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKapCTBEHHOTO Mpenapara;

2) mnomauM JAep)kaTelleM WIM BIAJENbLEM PErMCTPALIMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOTO
npenapaTa Wii YIoJHOMOUYEHHBIM UM IPYTUM IOPHIMYECKUM JIMLIOM 3asiBIEHUS] 00 OTMEHE rocy1apCTBEHHON
perucTpanyy JeKapcTBEHHOI O IIpenapara;

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

3) HEMOATBEPKIAEHUS TOCYAAPCTBEHHON PETUCTPAIIUU JIEKAPCTBEHHOTO TIpernapara 1o UCTEUEHUN CpoKa
JIEUCTBUSA PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BBIJAHHOTO HA MSATH JIET;

4) HempeAcTaBlieHUS 3asBUTEIEM HHQPOpPMAIMKM, KOTOpash MOXKET MOBJIEYb 3a COO0OW HEOOXOAMMOCTh
BHECEHHUS M3MEHEHUW B JIOKYMEHTHI, COJEpKaIlfecss B PETUCTPALMOHHOM JIOChe Ha 3apEeTrUCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar, B TeUeHUe TPUANATH pabounx JHEH Co JHS HACTYIUICHHUS dTHX U3MEHEHUH;

5) OCyIIeCTBIIEGHUS TOCYJAapCTBEHHOW PETUCTpAIMHM JIEKAPCTBEHHOTO IMpermapara IOJi TOPTOBBIM
HAaUMEHOBAHHMEM 3apETUCTPUPOBAHHOTO paHee IOJ 3TUM TOPrOBBIM HAWMMEHOBAaHUEM JICKAPCTBEHHOTO
npernapara, OTIMYAOIIeTroCs] KaYeCTBEHHBIM COCTABOM JICHCTBYIONINX BEIIIECTB;

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

6) OCYIIECTBICHHS TOCYTApCTBEHHON PETHCTPAIlMK OJHOTO M TOTO K€ JICKAPCTBEHHOTO Iperapara B
OTHOIICHWH OJHOTO M TOTO JK€ JepKaTells WM BIAJeNblla PETUCTPALMOHHOTO yIOCTOBEPEHUS
JICKapCTBEHHOTO TMpernapara B BHJIE IBYX U 0oJiee JIEKAPCTBEHHBIX MPEMapaToB MO Pa3IUYHBIMU TOPTOBBIMU
HanMMCHOBAaHUAMU,

(. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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7) BbIHECEHHs] CYJOM peIleHUs O HapyLIeHMH IpaB IpaBooOsafarens 0ObEKTOB HMHTEIUIEKTyallbHOU
COOCTBEHHOCTH NPH 0OpaIlleHUH JIeKapCTBEHHBIX CPE/ICTB;

8) oTCcyTCTBHUS JIEKQpCTBEHHOTO Mpernaparta B oOpaiieHuu B Poccuiickoii denepanyil B TEUEHUE TPEX U
OoJiee neT;
(. 8 BBeaeH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HeBBINOJIHEHUS JAeprKAaTeJIeM WM BIAJENbLIEM PErHCTPAMOHHOTO YIOCTOBEPEHHUS JIEKApPCTBEHHOTO
npenaparta Ju00 YHNOJTHOMOYEHHBIM HMH JAPYTUM IOPUAMYECKAM JIUIIOM MEPOIPHUATHI MO 00ecredeHHIo
0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBICHHBIX YIOJHOMOYEHHBIM (enepalbHbIM OpPraHoOM
WCTIOTHUTEJIBHOW BJIACTU B COOTBETCTBUU C HacTsMu 3 U 4 ctatbu 64 HacTosero denepanbHOro 3akoHa, B
paMKax OCyIIecTBIEHUs (papMaKoOHaA30pa;

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

10) oTka3za neprkaTelns WM BiaJeblia PErUCTPALMIOHHOIO yIOCTOBEPEHUs JIEKapCTBEHHOTO Mpenapara
A100 YMOJTHOMOUYEHHOIO MMH JPYroro HOPUIMYECKOro JIMLA OT BHECEHUS W3MEHEHMH B WMHCTPYKIHIO 10
MPUMEHEHMIO JICKapCTBEHHOT'O MpernapaTa, KacalolIMXCsl HOBBIX MOATBEP)KICHHBIX JAHHBIX O TOM, YTO PUCK
MPUYMHEHUST Bpela 370pPOBBI0 YeNIOBEKa WM >KMBOTHOTO BCIICACTBHE NpHEMa JIEKAPCTBEHHOTO Iperapara
npeBbImaeT 3 (HEeKTUBHOCTH €T0 TPUMEHEHHUS.

(. 10 BBenen denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Koncynprantllnoc: npuMeyaHue.
C 01.01.2023 cT. 32 nononusierca m. 11 (®3 o1 27.12.2019 N 475-D3).

Cratbsa 33. FlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. 'ocynapCTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB CONEPIKUT NIEPEUEHD JIEKAPCTBEHHBIX IIPENAPATOB,
NPOIIEAIINX TOCYJapCTBEHHYIO PErHCTPaldio, MepeyeHb (papManeBTUUYECKUX CyOCTaHIMM, BXOISAIIMX B
COCTaB JIEKaPCTBEHHBIX MPENIApaTOB, U CIEAYIOIIYI0 HH()OPMAIIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENapaToB:

a) HaMMCHOBAaHHWE JICKAPCTBEHHOIO0  Tpemapara (MEXIyHapoJIHOE  HEMAaTCHTOBAHHOE, WM
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

0) sexapcTBeHHast (popma C yKka3aHHEM JIO3MPOBKU JIEKAPCTBEHHOTO Mperapara M €ro KOJUYecTBa B
MOTPEOUTENBCKON YITaKOBKE;

B) HaNMEHOBaHUE Jep)KaTeisi WIM BJajAeiblia PEruCTPAlMOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOI'O
mpernapata U CBEIEHUS O PETUCTpalUdd JeprKaTelis WIM BlaJeliblia PETUCTPALMOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpemapaTa A MEAUIIMHCKOTO MPUMEHEHHs B KAauyeCTBE HAJIOTOIUIATENIbIIMKA B CTpaHe
peructpanuu (A7 POCCHMCKHUX IOPUIWYECKUX JIHIl - UACHTHU()DHUKAIIMOHHBIA HOMEp HAaJIOTOIUIATENbIIUKA
(MHH), nns MHOCTpaHHBIX IOPUIUYECKUX JIMIl - CTpaHa PETUCTPALMHM, HAUMEHOBAHHE PETHCTPUPYIOIIETO
opraHa, peruCTpalMOHHBIA HOMEP, KOJ HAJIOTOIJIATENbIIUKA B CTPaHE PerucTpanuu (MHKOPIOpaIluy) UIH €T
aHajor);

(. "B" B pen. @enepanbHOro 3akoHa ot 28.12.2017 N 425-03)
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I) HaUMEHOBaHWE M aJpec MPOM3BOAMTENS JIEKAaPCTBEHHOIO Mperapara U CBEIEHUS O PEerucTparuu
MPOU3BOJUTENS  JIGKAPCTBEHHOTO  Tpermapara s MEIUIMHCKOTO  TMPUMEHEHHS B KadecTBe
HAJIOTOIJIATEINBIINKA B CTPAHE PETUCTpaluu (T POCCUUCKHUX IOPUAMYECKUX UL - HACHTU(UKAIMOHHBINA
HoMmep Hanoromiarensimuka (MHH), nmis WHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpPaHAa PETHUCTPAINH,
HAaUMEHOBAHHME DPETUCTPUPYIONIECTO OpPTaHa, PErHCTPAIMOHHBIA HOMEp, KOJ HAJIOTOIIaTeNbIINKa B CTpaHe
perucTpanuu (MHKOPIIOPAIMK ) UK €r0 aHaJIorT);

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

) (apmakoTepaneBTHIeCKas rpyIma, KOJ{ JIEKapCTBEHHOIO npenapara 1o
aHaTOMO-TEPANEeBTUYECKO-XUMHUECKONW KITacCU(UKAIMKM, PEKOMEHJOBaHHOW BcemupHOW opraHnuzanuei
3/paBOOXPAHEHUS;

(mm. "n" B pen. denepanpHOro 3akoHa oT 22.12.2014 N 429-03)

€) MOKa3aHus U NPOTUBOIOKA3aHUsI K IPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara;
’K) MOOOYHBIE IeWCTBUSA JEKAPCTBEHHOTO Mpernapara;

3) CPOK F'OJTHOCTH JICKApCTBEHHOT'O Mpenapara;

M) YCIIOBHS XpaHEHHUs JIEKAPCTBEHHOTO MPEeTapara;

K) YCJIOBHS OTITyCKa JIEKApPCTBEHHOTO TIpernapara;

1) HOMep (papMaKOTEHHON CTaTbU WM B Clydae €€ OTCYTCTBHS HOMEpP HOPMATHBHOW JOKYyMEHTAITUU
a100 HOPMATUBHOIO JJOKYMEHTA;

M) Jara TOCYJapCTBEHHON PErHCTpaliy JICKApPCTBEHHOTO IMperapara U ero PerucTpaliioHHBIA HOMEp,
JaTa  3aMEHbl  PETHCTPAIMOHHOTO  YJOCTOBEPEHHs JICKapCTBEHHOTO Tpemapara Ha OeccpodyHoe
PETHCTPAIIMOHHOE yJIOCTOBEPEHUE JIEKAPCTBEHHOI'O Tperapara, Aara MoJa4yu 3asiBICHUS O MOATBEPKICHUU
TrOCYapCTBEHHOW PETHUCTPAIMU JICKAPCTBEHHOTO Tperapara, JaTa OTMEHBI TOCYAapCTBEHHOW PETHUCTPAIAN
JIEKapCTBEHHOTO TIperapara;

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

H) KaueCTBEHHBIH COCTAaB U KOJIMYECTBEHHBIH COCTAaB JEHCTBYIOUIMX BEIIECTB M Ka4eCTBEHHBIM cOCTaB
BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOI'O IIpEnapara;
(nn. "H" BBeneH denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

0) uHpopmanus 000 BCeX pa3pelICHHBIX BUIaX BTOPUUHOM (TOTPEOUTETHCKOI) yIaKOBKH;
(nm. "o" BBeaeH PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

Koncynprantllitoc: mpumeuanue.
C 01.03.2020 B mm. "o" m. 1 4. 1 ct. 33 BHOcsTCcs m3MeHeHus (O3 or 27.12.2019 N 475-@3). Cwm.
OyIyIIyI0 peaaKIuio.

1) JaTa TPUHATHSA PEIICHHS O BO3MOXKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIA Mpenapar Mpu
rOCy/apCTBEHHOU PETUCTpALlMU B KauecTBe OPPaHHOTO JEKApCTBEHHOTO Mpenapara;
(nm. "n" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynprantllotoc: npumeuanue.
C 01.03.2020 B mm. "p" m. 1 4. 1 cr. 33 BHOcATCA u3meHeHus (D3 or 27.12.2019 N 475-®3). Cwm.
OyIyl1yI0 pEeJaKIItIo.

p) HaJMyhe JIEKapCTBEHHOI'O IIpernapara B IE€peyHe JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPEnapaToB;

n.n

(nm. "p" BBeaeH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

C) HaJU4HWe B JICKAPCTBEHHOM IIpenapare HApPKOTHYECKUX CPEACTB, MCHUXOTPOMHBIX BEIIECTB U MX
MPEKYpCOPOB, MOJJIekKaMX KOHTpoato B Poccuiickoit denepaiuu, B COOTBETCTBUU € 3aKOHOJATEIIbCTBOM
Poccuiickoit denepanun, MexXIyHApOAHBIMU JoroBopamu Poccuiickoit @enepanuu, B ToM uucie EguHoi
KOHBEHIIMEN 0 HapKkoTudeckux cpenctax 1961 roga u KouBenuueit o ncuxoTponHeix BemecrBax 1971 roga;
(nm. "c" BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D03)

T) HHGOPMALIUS O TOM, SIBJISAETCS JIM JAHHBINA JIEKAPCTBEHHBIN IMpenapar peepeHTHBIM JEKapCTBEHHBIM
MpenapaToMm;
(nm. "1" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

}7) CBCACHHA O 104a4cC 3asiaBJICHHUA O BHCCCHHMH W3MCHEHHI B JOKYMCHTBI, COACpKAIIHUCCA B
pPErucTpaliiluoOHHOM JOChEC Ha HCKapCTBeHHLIﬁ npenapar,

ne, n

(mm. "y" BBenen denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

Koncynsrantlntoc: mpumeganue.
C 01.03.2020 rmn. "¢" m. 1 4. 1 cr. 33 yrpauuBaer cuny (®3 ot 27.12.2019 N 475-D3).

&) cBefeHUs O B3aMMO3aMEHAEMOCTH JIEKaPCTBEHHOT'O IpenapaTa;
(mm. "¢" BBenen depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEJICHHUS JIEKApPCTBEHHOTO Mpenapara B rpa)/1aHCKUi 000poT;
(mm. "x" BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOIIICHUH (hapMaIleBTUYECKUX CyOCTaHIIHIMA:

a) HauMeHOBaHME (apMaleBTHUECKOW cyOcTaHIMKM (MEXIyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPyNIIMPOBOYHOE, HIIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMMEHOBaHUE U aJipec MPOU3BOAUTEINS (papMalleBTUUECKON CyOCTaHIINH;

B) CPOK TOAHOCTH (papMaIrieBTUIECKON CyOCTaHIINN;

T') yCIIOBUS XpaHeHHsl (papMaleBTUUECKON CyOCTaHIINH;

1) HoMep (apMakoneiHONW cTaThbU WM B ClIydyae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOH JOKyMEHTaIlH
1100 HOPMATUBHOTO JOKYMEHTA;

e) Haimmyue (apMaleBTHUECKOW CyOCTaHIMU B TE€peYyHE HAPKOTUYECKUX CPEJACTB, ICHUXOTPOIHBIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BEUIECTB M HUX IPEKYypCOpOB, MOMIEKAIMX KOHTpoiar B Poccuiickonn ®enepanuu, B COOTBETCTBUM C
3aKoHonarenscTBOM Poccuiickoit @epepannu, MexIyHapoaHbIMU forosopamu Pocculickonn ®denepanuu, B
ToM yucie EnuHol koHBeHIMEN o HapkoTudyeckux cpeiactBax 1961 roma m KoHBeHIuel o NCHXOTPOIHBIX
BeniectBax 1971 roxa.

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

2. @apmarneBTHUecKas cyOcTaHIUs, MPOU3BEACHHAs MJS pealn3alli, MOXET OBITh BKJIIOYEHA B
TOCY/IapCTBEHHBIH pPEecTp JIEKapCTBEHHBIX CpPEIACTB Ha OCHOBAaHUM 3asBICHHUA pPa3pabOTUMKa WU
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA MO0 YIMOJIHOMOYEHHOTO UMHU IOPUAMUYECKOTO JIUIA TIPH YCIOBUU
MPOBEJICHUS] B OTHOIIICHUU TaKOH (hapMarieBTHUECKON CyOCTaHIINHM IKCIEPTU3bI KauecTBa (papMarieBTUIeCKOn
cyOCTaHIIMM B TIOPSIKE, YCTAaHOBJIEHHOM cTaThell 34 Hacrtosimero denepanbHOro 3akoHa. B oTHomeHuun
(apManieBTHUECKMX CyOCTaHIIMA, TPOM3ZBEIACHHBIX [JIs peaju3ali, B TOCYJAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEJICTB COJIEPKUTCS Clieyromas nHhopMalus:

1) HaumeHoBaHMe (apMaleBTUUYECKON CyOCTaHIMM (MEXIyHapOoJHOE HENaTeHTOBAaHHOE, WU
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HaMMEHOBaHME, a/Ipec IMPOU3BOAMTENA (papMaleBTUUECKOH CyOCTaHIIMM, a TAaKKe B OTHOILCHHUH
JIEKapCTBEHHBIX CPEICTB IS MEAMIMHCKOTO TPUMEHEHHUS CBEICHUS O PETHCTpPaludd IPOU3BOAUTEIS
(dapMareBTHIECKONW CyOCTaHIIMM B Ka4eCTBE HAIOTOIUIATENBINNKA B CTpAaHE PErHCTpanuu (s POCCHICKHX
IOpUANYECKUX JIML - WACHTHU(UKAIMOHHBIH HoMmep Hanoromiarensimuka (MHH), mis wHOCTpaHHBIX
IOPUAMYECKUX JIUI] - CTpaHa PErHCTpalliy, HAaMMEHOBAaHHWE PETHCTPUPYIOIIETO OpraHa, PerHCTPallMOHHBIN
HOMEp, KOJI HAJIOTOIJIaTENbIMKA B CTPaHe PErUCTpalui (MHKOPIIOpAIMK) HITH €r0 aHaJIor);

(n. 2 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (PapMareBTUIECKOM CyOCTaHIINN;
4) ycnoBust XpaHeHus (papMareBTUIECKOM CyOCTaHIINN;

5) Homep (hapmakomeHol cTaTbu JMOO B Clyyae €€ OTCYTCTBHSI HOMEP HOPMATHBHOW JOKYMEHTAIlUU
WJIM HOPMaTUBHOTO IOKYMEHTA;

6) Hamuuue QapMaleBTUYECKOH CyOCTaHIIMM B TepedyHEe HAPKOTHYECKHX CPEACTB, MCUXOTPOIHBIX
BEIIECTB M HUX MPEKypCOPOB, NOMICKAMMX KOHTpouro B Poccuiickoit denepanniv, B COOTBETCTBUU C
3aKoHomarenscTBOM Poccuiickoit @epepannn, MexayHapoaHbIMU noroopamu Poccuiickonn denepanuu, B
TOM uncie ENMHON KOHBEHIMEHW O HapKOTHYECKHX cpenacTBax 1961 roma m KoHBeHIMeEN O NMCHXOTPOITHBIX
BemecTBax 1971 ropa;

7) nmara BKIIOYEHHUS (apMaleBTUYECKOW CyOCTaHIIMM B TOCYIapCTBEHHBIM peecTp JIeKapCTBEHHBIX
CPEICTB, JaTa BHECEHUS M3MEHEHHH B JIOKyMEHTHI (papMaleBTUYECKOW CYyOCTaHIIUU, JaTa HCKIIOYCHUS
(bapMareBTHYECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPECTB.

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

3. Ilopsmox BemeHWsT TOCYIApPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB IS METUITMHCKOTO
IPUMEHEHUS U TOPSAIOK BEJIEHUS TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO
IPUMEHEHHUS yTBEPKAAIOTCS COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM (heZiepaabHbIM OpraHOM HCIIOTHUTEIBHON
BJIACTH.

Cratba 34. Bkniw4yeHMe B rocyfapCTBEHHbLIN peecTp JeKapCTBEHHbIX CpPeacTB W
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

MCKIIOYEeHNe U3 rocyfapCTBEHHOro peecTtpa NeKapCTBEeHHbIX cpeaAcTB thapmaueBTUYECKOU
cybcTaHuum, NnponsBeAeHHOW AN peanu3auum
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Jnsa BriuodeHus ¢apMareBTUYECKOW CyOCTaHIMKM, TPOW3BEACHHOW JUIsl peaau3alui, B
rOCyIapCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB, IPOBOJUTCS IKCIIEPTH3A €€ KaueCTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

KoncyabsrantlInroc: mpumedyanue.
C 01.01.2021 B a63. 1 4. 2 ct. 34 BHOCcsaTCS m3MeHeHus (P3 ot 27.12.2019 N 478-D3).

2. DKcrepTHU3a KauecTBa YKa3aHHOW B yacTu | Hacrosimeidl craThd (apMalieBTUYecKod CyOCTaHIuH,
COCTABJICHUE KOMUCCUEH JKCIIEPTOB 3aKIIOYEHUHN II0 PE3yJIbTaTaM JTOM DKCIIEPTU3bl U UX HAIPABICHUE B
YIIOJIHOMOYEHHBIA  (pellepalbHbIii OpraH HCIOJHHUTENIBHON BJIACTH OCYHIECTBISIIOTCA B CPOK, HE
MPEBBIIAIONIMNA  IIECTHISCITH pabdoYux JTHEH CO JHSA TIONYYEHHUS OKCIEPTHBIM  YUPEKICHHEM
COOTBETCTBYIOLLIETO 3a/laHUsl  YIIOJHOMOYEHHOIo (peAepalbHOIrO OpraHa HCIOJHUTENIBHOW BIacTd U
CJIEIYIOIINX JTOKYMEHTOB:

Koncynprantlnroc: mpumedyanue.
C01.01.2021 B 1. 1 4. 2 cT1. 34 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

1) Komus JMIIEH3UU Ha IPOU3BOACTBO JEKAPCTBEHHBIX CPE/ICTB MM KOIHS 3aKIIOUEHHUS O COOTBETCTBHU
HPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM MPaBMII HAJJIEXKaIIEeW MPOU3BOJICTBEHHON MPAKTHKH,
BbIIAHHBIX  YIIOJIHOMOYCHHBIM (beI[epaHbeIM OopraHomM HUCITOJTHUTEIbHOMN BJIaCTH, B CJIy4dac, CCJIn
IPOU3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OcylIecTBiIseTcs B Poceuiickoit deneparuy;

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

2) Komwusl JOKYMEHTA, BBIIAHHOTO YIIOJHOMOYECHHBIM OPraHOM CTPaHbI MPOU3BOJIHUTEIS JICKAPCTBCHHOTO
CPEIICTBA W IMOJATBEPIKIAIONIETO pa3pelleHUue MPOU3BOJICTBA JICKAPCTBEHHOTO CPEJCTBA, M €ro IMEpPeBOJ Ha
PYCCKHIi $I3BIK, 3aBEPEHHBIE B YCTAHOBICHHOM TIOPSAKE, a TaKKe KOMUS 3aKIIOYeHHs] O COOTBETCTBUU
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABUI HAAJIEKAIIEH MPOU3BOJCTBEHHOU MPAKTUKH,
BBIJIAHHOTO YIOJHOMOYEHHBIM (De/lepaibHbIM OpPraHOM HCIIOJIHUTEIHHOW BJIACTH, JTUOO KOMHUS PEIICHUS
YIOJTHOMOYECHHOTO (heiepaibHOTO OpraHa HWCIOJHUTEILHON BIACTH O TPOBEJICHUM WHCIICKTUPOBAHUS
MIPOU3BOJIUTEIIS JICKAPCTBEHHOT'O CPEJICTBA. YKa3aHHBIC JOKYMEHTBI IPEJACTaBISIOTCS B Cliydae, €clid
IIPOU3BOJICTBO JICKAPCTBEHHOT'O CPEJICTBA OCYIIECTRIISICTCS 3a npeaeaamu Poccuiickoit denepanuu;

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

3) NOKYMEHT, coJiepKalluii cieIyromue cBeaeHus 0 (papMaleBTHIeCKOi cyOcTaHInu:
a) HauMeHoBaHue (papMareBTHIECKON CyOCTaHIINH, €€ CTPYKTYypa, OOIIHe CBOMCTBA;
0) HauMEHOBAHUE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHA IIPOU3BOJACTBA C OIIMCAHUCM cTagui IMPONU3BOACTBA M METOJOB KOHTPOJII Ha BCEX
CTaJIUAX IIPOU3BOJCTBA,

F) OIIMCAaHHC pa3pa60TKH nponecca npou3BoOACTBA,
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

( T 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 N " [ata coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

) OIMCAaHUE KOHTPOJISI KPUTHUECKUX CTaui Mpolecca MpOru3BOICTBA U IPOMEKYTOUHOM MPOAYKIIUH;
€) JOKyMEHTAJIbHOE MOJITBEPKACHUE (BaIUJaIMs) POLIECCOB U (UJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYpa ACHCTBYIOIIUX BEIIECTB;

3) XapaKTepHCTHKa IPUMECei;

n) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U €€ 000CHOBAHHUE;

K) aHAINTHYECKHE METOAWKH, HCIOJNb3yeMble IIPM  OCYIIECTBICHWM KOHTPOJIS  KadyecTBa
(hapmarieBTHUECKOIN CyOCTaHIINY;

J) JOKYMEHTAJbHOE MOATBEpXkIEHHE (BaJIWAALMs) aHAIUTUUYECKUX METOAMK, HCMOJIb3YEeMBIX IpH
OCYILIECTBIICHUH KOHTPOJISl KauecTBa (papmalieBTH4ecKoil cyOcTaHuuu;

M) pe3yJbTaThl aHATN3a cepuid (hapMareBTHUECKON CyOCTaHIINN;

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

0) ONMCAHHUE XaPaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;
1) IaHHBIE O CTA0MIBHOCTH (papMarieBTUIECKON CyOCTaHIINH;
P) CPOK FOJIHOCTH;

4) HOKyMEHT, COJEp)Kallluil CBEJEHUS O PErucTpalud MPOU3BOJAUTENS JEKAPCTBEHHBIX CPEICTB IS
MEJUIIMHCKOTO MPUMEHEHHS B KadyeCcTBE HAJIOTOIUIATENbIIMKAa B CTpaHe perucrpanuu (A1 pOCCHUMCKHUX
IOPUINYECKUX JIML - WAECHTU(QUKAIMOHHBI Homep Hanoromnarensiuka (MHH), mns wuHOCTpaHHBIX
IOPUINYECKUX JIML - CTpaHa PErucTpaliy, HAUMEHOBAHUE PETUCTPUPYIOIEro OpraHa, perucTpariiOHHBIN
HOMEp, KOJI HAJIOTOIJIaTe bIMKA B CTPaHe PEruCcTpalyi (MHKOPIIOPAIMK) I €T0 aHAJIOT).

(. 4 BBeneH PenepanbHbIM 3ak0HOM 0T 28.12.2017 N 425-D3)
(dactpb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlns mpoBeeHrs SKCIEePTU3bl KauecTBa yKa3aHHOM B yacTh | HacTosmel cTaThil (hapManeBTHUECKOM
CcyOCTaHIIMH 3asIBUTEIIb MIPEJICTABISET B YIOJTHOMOYCHHBIN (peiepalibHbII OpraH UCIOJIHUTEIbLHOM BIACTH:

1) 3asBieHHe O BKIIOYCHWH B TOCYAAPCTBEHHBIH pPEECTp JIEKAPCTBEHHBIX CPEIACTB JaHHOW
(apMareBTHUECKON CyOCTaHINH;

2) xomMsl JOKYMEHTa, HMOJATBEP)KJIAIOLIET0 YIUIaTy TIOCYJapCTBEHHOW IONUIMHBI 3a BKJIIOYEHHE B
TOCYJTapCTBEHHBII PEECTp JIEKAPCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CYOCTaHIMH, MPOWU3BEICHHON IUIst
peanuzanuu, MO0 MO COOCTBEHHOW MHMIIMATHMBE YKa3aHHBIM JTIOKyMEHT. B ciyyae ero HempecTaBlIeHUs
3asBUTEJIEM YIIOJHOMOUYEHHBIN (eepanbHblii OpraH HMCIOJHUTENBHONW BIIACTH IpOBepsieT (akT YyIUIAThl
rOCyJJapCTBEHHON NOUUIMHBI 3asBUTENEM C HCIHOJIb30BaHHWEM HH(pOpMauuu o0 ymiaTe rocyaapcTBEHHOU
MOLIUIMHBL, conepkaieiicss B [ocynapcTBeHHONH WHGOPMAIMOHHON CHCTeME O TOCYIapCTBEHHBIX U
MYHULUINAIBHBIX  IUIATEKaX, HA OCHOBAaHUU IPEIACTABICHHOM  3asBUTEIEM  KOIIMM  JOKYMEHTA,
MOATBEPKIAOILET0 YIIATy F'OCY1apCTBEHHOM MOILINHBL,

(. 2 B pea. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

3) AOKyMEHTBI, yKa3aHHbIC B YaCTU 2 HACTOSIIEH CTaThH;
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHHE O BblJaue paspelleHuss Ha BBO3 B Poccuiickyto ®Penepanuio KOHKPETHOM NapTUU
HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEJCTBA, IIPEAHA3HAYEHHOTO I IPOBEACHUS YKa3aHHOU
JKCHEPTU3BI.

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

Koncyasrantllnroc: mpuMedyaHue.
C 01.01.2021 cr. 34 nononnsiercs 4. 3.1 (@3 ot 27.12.2019 N 478-D3).

4. B Teuenue aecatu pabouux AHEH cO AHS MPUHSATHUS 3aiBICHUS O BKIIOYCHHM YKa3aHHOW B yacTu 1
HACTOSAIICH cTaTbu (apMaleBTUYECKON CyOCTaHIIMU B TOCYIApCTBEHHBIN pEecTp JEKapCTBEHHBIX CPEACTB U
JOKYMEHTOB, IIEPEUYMUCICHHBIX B 4YacTH | M MyHKTe 2 4acTU 3 HACTOALIEH CTaTbu, YIOJIHOMOYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIIBHON BIIACTH:

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

1) mpOBOIUT TPOBEPKY TOTHOTHI M JIOCTOBEPHOCTH JAHHBIX, COJCPIKAIIMXCS B IPEIACTABICHHBIX
3asiBUTEIIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) NpUHMMAET peIIeHWE O HaMpaBICHUM B OKCIEPTHOE YUPEXKJEHHE 3aJaHusl Ha INpOBE/ICHHE
HKCHEePTH3bl KAauecTBa YKa3aHHOM B yacTu | Hacrosimeid ctatbu (papmaneBTHYECKO cyOcTaHIuu Wi 00
OTKa3€ B TAKOM HalPaBJICHUH;

3) yBeAOMJISICT B JICKTPOHHOW MJIM MUCHhbMEHHOW (DOpMe 3asBUTEIISI O MPUHATOM PEIICHUH WU B CTydae
OTKa3a C YKa3aHHEeM MPUYMH TAKOTO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciay4ae BBISBJICHUSI HEJOCTOBEPHOCTH CBEJICHHM, COIEPKAIIMXCS B MTPEICTABICHHBIX 3asBUTEIEM
MarepHuaiax, YIMOJIHOMOYEHHBIA (enepanbHblii OpraH HCHOJHHUTENBHOW BIIACTH HANpABIAET 3asBHTENIO
3armpoc 00 yTOYHEHHWH YKa3aHHBIX CBeIeHHH. J[aHHBIN 3ampoc MOKeT OBITh TepenaH YHOJTHOMOYCHHOMY
MPEJCTABUTEINIO 3asBUTENS JIMYHO TI0J] PACHKCKY, HAIpaBJICH IO MMOYTE 3aKa3HBIM IMHMChMOM WJIHM TIepelaH B
ANIEKTPOHHOH (hopMe 1O TeIeKOMMYHHKAlMOHHBIM KaHajlaM CBS3H. B ciydae HampaBieHHs JaHHOTO 3arpoca
[0 MOYTE 3aKa3HbIM IMHCbMOM OH CUMTAETCS MOJIYYEHHBIM MO MCTEUEHHM LIECTH JHEH C aThl HalpaBJICHUS
3aKa3HOT0 MHUCHMA.

(uactsp 4.1 BBeneHa PenepanbHbIM 3ak0HOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 00s3aH TMPEICTABUTh OTBET Ha 3alpoC YMOJHOMOUYEHHOTO (eaepaibHOro oOpraHa
WCIIOJIHUTEJIBHOM BJAacTU B CPOK, HE MPEBBIMIAIOMNN JeBIHOCTa pabouMX JHEH cOo JAHS MOJy4YeHHUsS AAaHHOTO
3anpoca. Cpok, yKa3aHHbIi B yacTu 4 HacTosIed CTaTbU, MPUOCTAHABIMBAETCS CO JHS HaMpaBlICHUS
3asIBUTEIIO 3aMpoca YIOJTHOMOYEHHOTO (peepalbHOr0 OpraHa MCHOJIHUTENBHOW BIACTU 0 JHS MOTy4YeHUs
UM OTBE€Ta Ha JIaHHBIM 3allpoc M HE YYWUTHIBAETCS IPU HMCUHUCICHMM CpPOKa 3KCIEPTU3bl KauecTBa
(bapManeBTHYECKON CyOCTaHIINH, HEUCIIONb3yEeMO MPH MPOU3BO/ICTBE JIEKAPCTBEHHBIX MTPETIAapaToB.

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

5. OcHoBaHMEM [JII OTKaza B HaIpaBJICHUU B OJBKCICPTHOC YUPCKIACHUC 3aJaHUA Ha IIPOBCIACHUC
OKCIICPTHU3bl Ka4CCTBaA YKa3aHHOﬁ B yacTtu 1 HaCTOHI_Heﬁ CTaTbu q)apMaHeBTquCKOﬁ CY6CTaHHI/II/I ABJIACTCA
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HENpEeJCTaBICHNE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHE WHGOpMAIUH,
MOATBEpKAaromel (akT yIulaTel TOCYJApCTBEHHON TONUIMHBI 33 BKJIIOYEHHE (DapMarieBTHUIECKON
cyOCTaHLIMM, TPOU3BEACHHOW [JIsl pealiu3allid, B TOCYJapCTBEHHBIM peecTp JEKAapCTBEHHBIX CPEICTB,
HENPEICTABJICHUE 3asBUTEJIEM B YCTAHOBJIEHHBI CPOK OTBETA HA yKa3aHHbIA B yacTu 4.1 HacTodIen craTbu
3ampoc YIOJIHOMOYEHHOTO (he/IlepalbHOTO OpraHa MCIIOTHUTEIIFHON BIACTH WM TIPEICTABICHUE JOKYMEHTOB,
HE COJIepKAIIUX HCUEPIIBIBAIOIIETO epeyHs] HEOOXOAUMBIX CBEJCHHIA.

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

6. B Teuenue naTHaaIATH PabOYMX JHEH CO JHS MOJIYYECHHUS PELICHUs YITOJTHOMOUYEHHOTO (eiepaIbHOro
OopraHa HCIIOJHUTEIBHON BIIACTH O HANpPaBICHUM B JKCIEPTHOE YUPESKICHHE 3aJaHUS Ha MPOBEACHUE
9KCHEePTHU3bI KAaUueCTBa YKa3aHHOW B YacTH | HacTosmell craTtbu (apManeBTHUECKONW CyOCTaHIIUU 3asBUTEIb
MPEJCTABISIET B OKCIIEPTHOE YUPEKICHHUE TS TIPOBECHHS TAHHOM SKCTIEPTH3BI 00pa3ibl (hapMarieBTHIECKON
cyOCTaHIIMM B KOJIMYECTBE, HEOOXOJUMOM JIJIsl BOCIIPOM3BEIEHUS METOJIOB KOHTPOJI KayecTBa. DKCIEPTHOE
yUpeXKAEeHUEe MpH TOJyYeHHH 00pa3loB yKa3aHHOM B uacTM | HacTosmled cTaTbu (apMaleBTHUECKON
CyOCTaHIIMM BBIJACT 3aABUTENIO JIOKYMEHT, MOATBEP)KIAIOIIMN IMOJlyuyeHHE 3TUX OOpa3lioB, U B CPOK, HE
MPEBBIIAIONIMNA TpeX pabdouymMx JHEH, YBEJOMIISIET B JJIEKTPOHHOW WM TNHUCHBMEHHOH Qopme 00 3TOoM
YIIOJITHOMOYEHHBI (peiepaabHbIii OpraH HMCIOJHUTENFHOW BJIACTH. OJTH CPOKH HE BKIIIOYAIOTCS B CPOK
MIPOBEICHUS TaHHOW SKCTIEPTH3HI.

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

7. JIoOKyMEHTBI, NOCTYNUBUIME B JKCIEPTHOE YUYPEKIEHHUE Ul IPOBEIACHMS SKCIEPTU3bl KadecTBa
yKa3aHHOM B wyacTu 1 Hacrosmiedl cratbu ¢apManeBTUYECKOW CyOCTaHIMM, TOJIeKAaT BO3BpaTy B
YIIOJIHOMOYEHHBIA (pefiepanbHblii OpraH HCIOJHUTEIBHONM BJIACTH OJHOBPEMEHHO C 3aKJIIOUYEHUSMH II0
pe3ysbTaTtaM NpOoBEACHHON KCIEPTU3bI.

8. B cpok, HE IPEBBIMIAOIINMA ITSITH pa00dnX JHEH CO JTHS MOYUYCHUS 3aKITIOUCHUST KOMUCCUH DKCTIEPTOB
0 pe3yjbTaTaM 5SKCIEPTU3bl KauecTBa yKa3aHHOM B uacTu | HacTodAmedl crtaThbMl (apMaleBTHYECKON
cyOCTaHIINH, yIOJTHOMOYEHHBIN (peiepanbHbIi OpraH UCTIOMHUTEIHHON BIACTH:

1) OCYHCCTBILCT OHLCHKY TAaKOI'o 3aKJIOYCHUA I OHNPCACIICHUA C€ro COOTBCTCTBUA 3aJIaHUIO Ha
IIPOBCACHUC JTaHHOM OKCIICPTU3HI;

2) mpUHMMAET PELIEHHE O BKIIOYEHUM YyKa3aHHOM B yacTu | HacTosled cratbu (hapMaleBTHUECKON
CyOCTaHIIMM B TOCYIapCTBEHHBIM pEecTp JIEKApCTBEHHBIX CPEACTB MM pelieHHe 00 OTKa3e B TaKkoM
BKJIIOUCHUH;

3) BHOCUT TpU MNPUHATHH pEUICHHWs O BKJIIOYEHWHM YKa3aHHOW B YacTH | HacTosIed CcTaTbu
(apMareBTHUECKONH CyOCTaHIIMM B TOCYIAPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB MPEIYyCMOTPEHHYIO
gacThio 2 ctaThi 33 Hacrosmero denepanbHOro 3aK0Ha MH(POPMAIIHIO ¥ YBEOMIISIET 00 3TOM B JIIEKTPOHHON
WM TUCBMEHHOU (hopMe 3asiBUTEISL.

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

9. OcHOBaHMEM I OTKa3a BO BKIFOUCHUHU YKA3aHHOW B 4acTH | HacTOsAIICH cTaThu (hapMaleBTHUECKOM
CyOCTaHIIMH B TOCYJIaPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB SBISIETCS 3aKIIIOUEHUE COOTBETCTBYIOIIETO
YIOJTHOMOYEHHOTO (pe/iepabHOrO OpraHa UCTIOTHUTENHFHOW BJIACTH O TOM, YTO Ka4eCcTBO (papMarieBTHIEeCKON
CcyOCTaHIIMK HE MOATBEP>KICHO MOJYYSeHHBIMH JIAHHBIMHU.

(wacte 9 BBemena denepanbHbIM 3akoHOM oT 22.10.2014 N 313-@3; B pen. denepanbHOro 3aKoHa OT
04.06.2018 N 140-®3)
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10. He nomyckaercss BKJIIOYEHME B TOCYJApCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEICTB OJHOU
(apMareBTHUECKOW CyOCTaHIIMM, TMPOW3BEJICHHOM JUIs peanu3allid U BBITYCKaeMOHM OJHMM U TeM e
IIPOU3BOAUTEINIEM, B BUJIE ABYX U 00JI€€ peecTpOBBIX 3alHCeil.

(uactp 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHeceHne M3MEHEHHI B JOKYMEHTHI Ha (papMarieBTUYCCKYIO0 CyOCTaHIIUIO, MPOW3BEICHHYIO IS
peanu3aluy M BKJIIOYEHHYH0 B TOCYJAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISETCS B
nopsiike, ycraHoBlieHHOM crtatbsiMu 30 u 31 Hacrosmero denepanbHOro 3akoHa, C YIUIATOU
rOCy/IapCTBEHHOW MOLUINHBI, MPEAYCMOTPEHHON 3aKoHOAaTenbcTBOM Poccuiickoil @enepanuu o Hajlorax u
cOopax.

(uactp 11 BBenena @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Jlomyckaercst oOpamienue (apMaleBTHUECKUX CyOCTaHIIMM, MPOW3BEACHHBIX Ui peain3alliu, B
TEYEHHE CTa BOCBMHJECSATH JHEH A0 U TMOcjie MNPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHoM
UCTIOMTHUTENFHOM BJIACTU pEIIeHHs O BHECEHWHW W3MEHEHHH B JOKYMEHThl Ha (apMaleBTUYECKYIO
CyOCTaHIMIO, TPOU3BEIACHHYIO Ul pPealn3alii U BKIIOYEHHYIO B TOCYJapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEJICTB.

(uactp 12 BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemenne 00 UCKIOYEHMM M3 TOCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB
(bapManeBTUUECKOW CyOCTaHIMM, IPOU3BEICHHOM M peanu3aluy, [PUHUMAETCS YIOJHOMOUYEHHBIM
(enepanbHBIM OPraHOM HCIIOJIHUTENBFHON BIIACTH B CIIyYae:

1) OpeaACTaBJICHUA COOTBCTCTBYIOIHUM YITOJITHOMOYCHHBIM (I)G,Z[epaJ'IBHLIM OpraHomMm HUCIIOJIHUTEIbHOMN
BJIaCTU 3aK/IIIOYCHHA O PHUCKEC HIIN 00 YIpo3€ KH3HU WM 3O0POBBIO UYCJIOBCKA 1100 KHUBOTHOIO npu
HCIIO0JIb30BAHHNHU JICKAPCTBCHHOI'O CPEACTBA,

2) nogauu pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA WM MPOU3BOAUTENIEM JIEKAPCTBEHHOTO CPECTBA
au00  YHNOJHOMOYEHHBIM MMM JPYI'MM IOPUAMYECKMM JIMIIOM 3asBJI€HHUA 00 MCKIIOYEHUU U3
rOCyJJapCTBEHHOT'O peecTpa JIEKAPCTBEHHBIX CPEJCTB (hapMaleBTHUECKONW CyOCTaHIMM, NMPOU3BEACHHON s
peanuzanuy;

3) orcyrcTBHsS (hapManeBTHUECKOW CyOCTaHLMH, MPOU3BEACHHOW I peanu3alud, B OOpalieHud B
Poccwuiickoit @denepanuu B TeUeHUE TPEX U OOJIEE JIeT.
(uactp 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpaTtuna cuny ¢ 1 nionsa 2015 ropa. - ®eagepanbHbIM 3aKoH oT 22.12.2014 N
429-03.

Koncynbrantllntoc: npumeuanue.
C 01.03.2020 B cT. 36 BHOCsiTCS m3MeHeHHs (D3 ot 27.12.2019 N 475-D3). Cm. Oyayiryro peaakiurio.

Cratba 36. Ob6xanoBaHue pelleHUs 06 OTKa3e B BblAaye paspelleHuss Ha npoBeaeHue
KNMMHMYECKOro uUccrefoBaHUA JieKapCTBEHHOro npenapata, peweHuss o6 oOTkase B
rocynapCTtBeHHOM perncTpauuMm JeKkapcTBEeHHOro npenaparta, 3akfl4eHUss KOMUCCUMU
3KCMNEepPTOB IKCNEPTHOrO YUYPEXACHUSA NN 3aKNOYeHUs coBeTa No 3TUKe

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)
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Pemmenrie cOOTBETCTBYIOIIETO YMOTHOMOYEHHOTO (helepaabHOr0 OpraHa HCIOJHUTENBHON BIacTH 00
OTKa3€ B BbLJau€ pPa3pellieHHs] Ha MPOBEJICHHUE KIMHUYECKOIO HMCCIEIOBaHUs JEKapCTBEHHOIO Mpernapara,
pelieHne yka3aHHOTO (eAepabHOrO OpraHa HCIOJHUTEIBHONW BJIACTH 00 OTKa3e B TOCYAapCTBEHHOU
pEerucTpalyy JEKApPCTBEHHOIO TMpenapara, 3aKI0UeHUe KOMUCCHU IKCIIEPTOB SKCIEPTHOTO YUPEKIACHUS WIH
3aKJTIOYEHHE COBETA MO JTUKE MOXKET OBITh 00XKAJOBAHO B TMOPSJIKE, YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit ®eneparuu. 3akiIOveHHE SKcnepTra, OGOPMIICHHOE II0 HTOraM JKCIEPTHU3Bl B IENAX
OTpeseNieHUs] B3aUMO3aMEHSIEMOCTH 3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOIO Mpemapara, MOXKET ObITh
00>aJI0BaHO JIep KaTeeM WIH BIIAJENIbIIeM PErHCTPAIIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tpernapara B
KOMHCCHIO DKCIEPTOB JKCHEPTHOIO YUPEXKACHHs. 3aKIIOUEHHWE KOMHUCCHUU OSKCIEPTOB SKCIEPTHOIO
yapexIeHus, opOpMIICHHOE 10 UTOraM IMEepecMOTpa O00KAJTOBAHHOTO 3aKIIFOUEHUS DKCIEPTa, MOXKET OBITh
OCTIOPEHO JIepKaTelieM WM BIIAJICTBIIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TIperapara
au00 YMOJTHOMOYEHHBIM HMH JIMIIOM B TIOPSJIKE, YCTAaHOBJIICHHOM 3aKOHOIATEIBCTBOM Poccuiickoii
Oenepanuu. [Ipu oOkanmoBaHMM pEIICHUs YMOJIHOMOYEHHOTO (eepalbHOTO OpraHa HCHOIHUTEIBHON
BJIACTH, 3aKJIFOUEHHUS IKCIEPTa WIM KOMHCCHH SKCIEPTOB HKCIIEPTHOTO YUPEXKICHHUS, 3aKIIOYEHUSI COBETA I10
ITHKE JepKaTellb WX BIaAeNel] PErHCTPAMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Mpernapara JTudo
YIOJIHOMOYEHHOE HMMH JIUIIO BIPaBE MPEACTaBUTH PE3YJbTAaThl IKCIEPTU3BI JIEKAPCTBEHHOTO IMpemnapara,
MMPOTOKOJIBI TIOJYYCHHBIX aKKPEAUTOBAHHBIMH HCHBITATEILHBIMU JTA00OpaTOpUsIMHU (IIEHTPaMH) PE3yJIbTaTOB
HCCJICTOBAaHUM, NCIIBITAHUH.

Cratba 37. MWHdopmaumsa, cBA3aHHAA C OCYLWECTBIEHMEM roCyAapCTBEHHOMU
perucTtpaumMm nekapcTBEHHbIX MpenapaTtoB, UWHoOpMauusa O 3aperncTpupoBaHHbIX
NleKapCTBEHHbIX rMpenapatax W JIeKapCTBEHHbIX rMpenapaTtax, WCKMOYEHHbIX U3
rocyfapCcTBeHHOro peectpa nekapCTBeHHbIX CpeaAcTB

1. CooTBeTCTBYIOLINI YIIOTHOMOYEHHBIN (eiepabHbIil OpraH UCIOIHUTEIHHOM BIACTH pa3MellaeT Ha
cBoeM oduIMaNIbHOM caiite B cetu "MHTepHer" WHQpOpMAIMIO, CBSI3aHHYID C OCYIIECTBICHUEM
TOCY/IapCTBEHHOW PETUCTPAIlMU JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIE MPOBEACHHEM JKCIEPTU3HI
JICKapCTBEHHBIX CPEJCTB (BKJIIOUYAs pPE3yIbTaThl €€ TPOBEACHHS), HMH(POPMAIHMIO O 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX IpernapaTax W JICKapCTBCHHBIX Ipernaparax, MCKIIOYECHHBIX M3 TOCYJapCTBEHHOTO peectpa
JICKApPCTBEHHBIX CPEJCTB, HE MO3JHEEC YeM 4epe3 MATh padodYuX JHEH CO JIHS MOJYYCHHS YIOJIHOMOYCHHBIM
(denepabHBIM OPraHOM MCIIOJIHUTEIILHON BIIACTH COOTBETCTBYIOIICH HH(POPMAITUH.

(B pen. @enepanbHBIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 02.08.2019 N 297-D3)

2. Cpoku ™ TOpSAIOK pa3MeIleHUs YKa3aHHOW B yacTu | Hacrosmied craTtbil HH(OpMAIUH
YCTaHABIIMBAIOTCS YIIOJHOMOYCHHBIM (DelepalbHbIM OpPraHOM UCIOJHUTENbHOW BiacTu. WHbopmanus,
yKa3aHHas B 4YacTW | HACTOAIIEH CTaThH, SIBISETCA OTKPHITOW M OOIIETOCTYNMHOW W TPEIOCTaBIISCTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

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

Mnasa 7. KIIMHWYECKUE UCCNEAOBAHUSA NIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAUUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMUEHTOB, YYACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHunyeckue wuccnenoBaHusi JeKapCTBeHHbIX nNpenapatoB  Ans
MeaULMUHCKOro NpUMeHeHus

1. Knuandeckue HUCCIICOO0BAaHNA JICKAPCTBCHHBIX NPECIapaToB AJId MCIUIHUHCKOIO NpPpUMCHCHHA, B TOM
YUCIE MEXIAYHAPOJAHBIE MHOI'OLCHTPOBBIC, MHOI'OLCHTPOBBIC, IMMOCTPETUCTPALIMOHHBIC, ITPOBOAATCS B O,Z[HOﬁ
WM HECKOJIbKUX MCIUIHUHCKUX OpraHu3alnudgXx B COOTBETCTBUU C IIpaBUIaMU Haﬂnemameﬁ KJIMHUYECKON
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NPAaKTUKH, YTBEPXKIEHHBIMH YIOJIHOMOYEHHBIM (eiepajbHbIM OpraHOM HCHOJHMTENbHOM  BJacTw,
COOTBETCTBEHHO B CJIEIYIOIINX LEIAX:
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) ycraHoBieHue 0€30MacCHOCTH JIEKAPCTBEHHBIX IMPENapaToB JUIsl 3J0POBBIX JTOOPOBOJIBIEB U (KIIH)
TEPEHOCUMOCTH WX 370pPOBBIMH JIOOPOBOJIBIIAMH, 3a HCKIIOYEHHEM TaKUX HCCIICIOBAHUN JICKAPCTBEHHBIX
MpernaparoB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoit denepannu;

2) nmoa0op ONTUMANBHBIX JTO3MPOBOK JIEKAPCTBEHHOTO MpernapaTa U Kypca JIUeHUs Ul MalUeHTOB C
OTIpe/IeIeHHbIM ~ 3a00JIeBaHUEM, ONTUMAIBHBIX 03 M CXEM BaKIMHAUKH HMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU IIpenapaTaMu 3J0pOBBIX 100POBOJIBIIEB;

3) ycraHoBIIeHHEe 0€30MacHOCTH JIEKAPCTBEHHOI'O Tpernapara U ero 3pQEeKTUBHOCTH IS MAIlUCHTOB C
orpeziesieHHbIM 3a00sieBaHHEM, TPOdUIaKTHIECKON AP (HEKTUBHOCTH UMMYHOOHNOIOTHYECKUX JIEKAPCTBEHHBIX
npenapaToB IS 370POBBIX 100POBOJIBLIEB;

4) HU3YYCHUC BO3MOKHOCTHU PACIIHUPCHUS MOKa3aHuil Il MEIUIIMHCKOIO IMPUMCHCHUS U BBIABJICHUSA
PaHEC HCU3BCCTHBIX MMOOOYHBIX JIeicTBuit 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX MTPCIIapaTOB.

2. B oTHOIIEHHH BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaTroB A MEIULUHCKOIO NPUMEHEHUS
MIPOBOJISATCS] MCCIIEOBAHUSI OMOAKBUBAICHTHOCTH W (WJIM) TEPAaNeBTHYECKOW SKBUBAJICHTHOCTH B TIOPSJIKE,
YCTaHOBJICHHOM YTIOJITHOMOUYEHHBIM (he/iepaTbHBIM OpraHOM MCIIOJHUTENIbHOM BJIaCTH.

3. OpFaHI/I3aHI/IIO MIPOBCACHUA KIHMHHYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKApCTBCHHOI'O IIpfliapara AJid
MCIUIIMHCKOI'O MPUMCHCHUA BIIPABC OCYIICCTBIIATD:

1) pa3pa60TqHK JICKApCTBCHHOTO IIpCIiapaTa Wik YIIOJITHOMOYCHHOC UM JIMIIO,

2) o0Opa3oBarenbHBIC OpraHU3aldd  BBICIIETO 00pa3oBaHUS, OPraHHU3AIMH JOMOJHUTEIBHOTO
npodeccnoHaTEHOTO 00Pa30BaHNS;
(. 2 B pea. ®exnepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAyYHO-UCCIIEeIOBATEeIbCKUE OpraHU3aIiH.

4. KinuHnyeckue UCCIENOBAHMUS JIEKAPCTBEHHOIO IIpenapara A MEJUIMHCKOrO IPUMEHEHUS
MIPOBOJAATCS HA OCHOBAaHHUU pa3pelIcHUs Ha IPOBEICHHUE KIMHUYECKOIO MCCIIEJOBAaHUS JIEKAPCTBEHHOI'O
mpernapara,  BBIJAHHOTO  YIOJHOMOYEHHBIM  (efepaibHBIM  OpraHOM  HCIIOJIHUTENBHOW  BIACTH.
YnonHoMo4YeHHbIN (heepaabHblii OpraH MCHOJHUTENBHOM BIACTU BEET PEECTP BbIIAHHBIX pa3pelleHui Ha
MPOBEACHUE KIMHUYECKNX MCCIIEIOBAHUN JIEKApCTBEHHOIO Ipenapara, COAEepKalluil yKa3aHHe Ha WX Lellb
WIH LIEJIH, B yCTAHOBJICHHOM 3THM OPraHOM IOPSAJKE.

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

5. ¥Yrpatun cuny ¢ 1 utons 2015 roga. - @eaepanbHblil 3akoH oT 22.12.2014 N 429-03.

6. K opranuzanud npoBeIEHUS KIMHUYECKUX MCCIEIOBAHUN JIEKQPCTBEHHOTO IMpenapara mAJis
MCIUIIUHCKOI'0 IMMPUMCHCHUA p33pa60T‘~II/IKOM JICKAPCTBCHHOT'O IMperiapaTra MOT'YT MPUBJICKATHECA IOPUIHNYCCKUC
auia  JIiro00W  OpraHU3aIMOHHO-TIPABOBOW  (POPMBI  MPU  yCIOBUM OOECIIEUEHUS COOTBETCTBUS ITHX
uccieoBanuii TpeboBaHusAM Hactosero deaepaabHOro 3aKOHa.

7. Kiamandeckne HCCJIICAOBAHUS JICKAPCTBCHHBIX MpPENapaToB MJiI MCEIUIHUHCKOIO IIPHUMCECHCHUA
OpoBOAATCA B MCAUIHUHCKUX OPraHU3alugX, aKKPpCAUTOBAHHBIX YIIOJHOMOYCHHBIM (I)C,Z[epaJIBHBIM OpraHomMm
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VCIIOJIHUTEJIBHOM BJIACTH B MOpsJKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickon denepannu.

8. IlepeueHb MEIUIIMHCKUX OpPTaHU3AlMil, UMEIOIIUX [PABO MPOBOJUTH KIMHUYECKUE HCCIIECIOBAHUS
JIEKAapCTBEHHBIX MPENapaToB I MEIMLUMUHCKOTO MPUMEHEHHUs, U PEecTp BbIJAHHBIX pa3peuicHud Ha
MPOBEACHUE KIMHUYECKUX MCCIICIOBAHUM JIEKAPCTBEHHBIX MPEMapaToB OMyOIUKOBBIBAIOTCS U Pa3MEIIAlOTCs
YIOJIHOMOYEHHBIM (PeIepaIbHbIM OPraHOM MCIIOJIHUTEIFHOMN BJIACTH B YCTAHOBJICHHOM UM TOPSIIKE HAa CBOEM
oduimaasHOM caiite B cet "UHTEpHET".

Cratba 39. PeweHue 0 npoBeAeHMM KIIMHMYECKOro UCCneAoBaHUA JeKapCTBEHHOro
npenapara ana MeauLUHCKOro NpuMeHeHus
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1. KnuHuyeckoe ucciaeloBaHME JIEKAPCTBEHHOrO Ipernapara il MEIULIUHCKOIO IpUMEHEHHUs
NPOBOJUTCS HAa OCHOBAHMHU pa3pelleHHss Ha NPOBEJEHHE KIMHUYECKOI'O HCCIIEOBAaHUS JIEKapCTBEHHOTO
npernapara, BBIJaHHOTO YIOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCHOJHHUTEIBHOM BIACTH MO pe3ysibTaTaM
9KCHEPTH3bl JAOKYMEHTOB, HEOOXOIMMBIX [UIA MOJYYCHHs pa3pelleHUs Ha TPOBEJICHHE KIMHUYECKOTO
UCCIIEI0BaHMS JIEKApPCTBEHHOT'O MpernapaTa u 3TUYECKOM SKCIEPTU3bI.

2. Jlns mosydyeHus paspelieHus Ha TPOBEICHHE KIMHMUYECKOTO HCCIIEeI0OBaHUS JIEKapCTBEHHOI'O
npenapaTta Ui MEIULMHCKOIO NPUMEHEHHs 3asBUTENIb NPEACTaBIsIeT B YHOJIHOMOYEHHBIH (enepanbHbIi
OpraH MCIOJIHUTEIbHOMN BJIACTH:

1) 3a4BJICHUC O BbLAAYC PA3PCHICHHA Ha MPOBCACHUC KIIMHHUYCCKOI'O HCCICAOBAHHUA JICKAPCTBCHHOI'O
npenapara it MCAUIUHCKOTrO IPUMCHCHUA

Koncynprantllimroc: mpuMedaHue.
C01.01.2021 B . 2 4. 2 ct. 39 BHOCATCs u3menenus (D3 ot 27.12.2019 N 478-D3).

2) KOMUU JIOKYMEHTOB, MOJTBEPKAAONINX YIUIATy TOCYJApPCTBEHHOM TMONUIMHBI 3a MPOBEACHUE
ATUYECKOMN 3KCIEPTU3BI, SKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MpEnapar Uil MOJIyYEHUs Pa3peIICHUS
Ha TPOBEJEHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Mpenapara /il MEAUIUHCKOIO TPUMEHEHUS,
3a BbIJA4y pa3pelieHus Ha MPOBEIACHHUE KIMHUYECKOTO HCCIIEIOBAHUS JIEKApCTBEHHOrO Ipernapara Jjis
MEJIULMHCKOrO NPUMEHEHHS, 3a IMPOBEICHUE DKCHEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar st
MOJyYEHUSI Pa3pelIEHUs HA MPOBEACHUE MEXKIYHAPOJIHOIO MHOTOLUEHTPOBOIO KIMHUYECKOIO MCCIIEIOBAHUS
JIEKapCTBEHHOI'0 TMpernapara sl MEIUIMHCKOrO MPUMEHEHHUs, 3a BblAA4y pa3pelieHUs Ha MPOBEACHUE
MEXIYHAPOJHOTO MHOTOLEHTPOBOIO KJIMHHYECKOIO HCCIENOBaHUSA JIEKAPCTBEHHOrO IIpenapara Jjis
MEIMIIMHCKOTO TIPUMEHEHHUSA, 3a NPOBEIACHUE OSTUYECKOM HKCHEPTU3bl, HKCHEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIM Tpenapar g TOJYYCHHS pa3pelieHuss Ha MPOBEACHUE IOCTPETUCTPALIMOHHOTO
KIIMHUYECKOTO HCCIEAOBAaHMS JIEKAPCTBEHHOIO Ipenapara Uil MEIUIMHCKOrO IPUMEHEHUs, 3a BblIaudy
paspelieHuss Ha MPOBEACHUE NOCTPETMCTPALMOHHOIO KIMHUYECKOrO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npernapara JUisi MEAWIIMHCKOTO TPUMEHEHUs, WU 10 COOCTBCHHOW WHHIIMATHUBE yKa3aHHBIC JOKYMEHTHL B
Cllyyae HETMpEJCTaBJICHUS 3asBHUTENIEM YKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBINH (eaepaabHblil OpraH
WCTIOTHUTEIBHOW BJIACTH TIPOBepseT (akT YIUIaThl TOCYAApCTBEHHOM TIONIJIMHBI C HCIOJIh30BAHUEM
uH(dopmaIuu 00 yIiaTe ToCcyaapCTBEHHON MOIUIMHBI, coepxalieics B ['ocyaapcTBeHHOW MHGOPMAIIMOHHON
CHUCTEME O TOCYJApPCTBEHHBIX M MYHUUMIIAJIBHBIX IUIATEXKAX, HA OCHOBAHHUM IIPEICTABICHHBIX 3asBUTEIIEM
KONUH JOKYMEHTOB;

3) MMPOTOKOJ KIMHHUYCCKOrO HCCICAOBAHUA JICKAPCTBCHHOI'O Iplriapara [Mjiid MCIAUIHUHCKOI'O
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IIPUMEHEHUS;
4) Oporrropy uccaea0BaTes;
5) ua(opMaMOHHBIN JTUCTOK NAIIUEHTA;

6) cBeneHusi 00 ombITe PabOTHI MCCIEAOBAaTENed IO COOTBETCTBYIOIIMM CIEIUATBHOCTSIM M UX OIBITE
paboTHI IO MPOBEECHUIO KIIMHUYECKUX HCCIICIOBAHU;

7) cBeAeHUA O MEIUIIMHCKUX OpPraHHU3alUsaX, B KOTOPBIX IMPEAINOoJaraeTcsl MPOBEIEeHUE KIMHUYECKOTO
UCCIIEJIOBaHMsS JICKAPCTBEHHOTO TMpemnapara Ais MEIUIMHCKOTO TNpUMEHEeHHs (MOJHOE W COKpAIIEHHOE
HAaUMEHOBAHMSI, OpraHU3allMOHHO-TIpaBoBas (opma, MeCTO HAXOXKIEHUS U MECTO OCYIIECTBICHUS
JesSTeNbHOCTH, TeleoH, Tenedake, aipec dICKTPOHHOM MOUThHI KAKI0W METUIIMHCKOW OpraHU3aIiN);

8) cBeleHHS O TMPEANOJaraeéMbIX CpPOKax MPOBEACHHUS KIMHHUYECKOTO HCCIIEIOBAHHS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIIMHCKOTO IPUMEHEHHSI;

9) KOIIMIO O0roBopa 0053aTeNILHOTO CTpaxoBaHHA, 3aKIHOYCHHOI'O B COOTBCTCTBHU C THUIIOBBIMH
IpaBujJIaMH 00513aTEJILHOIO CTpaxOBaHHs, C YKA3aHUCM npeneanoﬁ YHUCJICHHOCTHU MAOUCHTOB, YYaCTBYIOIIUX
B KNIMHUYCCKOM HUCCJIICAOBAHUU JICKAPCTBCHHOTI'O IpeIiapaTa JJIs1 MCIUIIUHCKOI'O MPUMCHCHUS

10) urdopmaruio o cocTaBe JCKapCTBEHHOTO Mpernapara 1t MEAUIIMHCKOTO TPUMEHECHHUS,

11) #OKyMeHT, COCTaBJIEHHBIH IPOU3BOJUTENIEM JIEKaPCTBEHHOI'O IIpernapaTta A MEIUIMHCKOrO
MPUMEHEHUS U COJIePKalUil MTOKa3aTen! (XapakTepUCTUKN), a TAK)KE CBEJICHUS O JIEKApCTBEHHOM Ipernapare
JUISL MEJULIMHCKOTO IIPUMEHEHMS], TPOU3BENCHHOM IS IPOBEACHUS KIIMHUYECKUX UCCIICIOBAHMT;

Koncynprantllntoc: mpumeuanue.
C01.01.2021 B . 12 4. 2 c1. 39 BHOCsTCs n3MeHeHus (D3 ot 27.12.2019 N 478-D3).

12) xomuio IUIEH3WH HA TPOM3BOJCTBO JICKAPCTBEHHBIX CPEICTB B Cllydae, €CIH IPOU3BOJCTBO
JIeKapCTBEHHOT0 Ipenapara ocyuectsisierca B Poccuiickoit denepanuu, WIM KOMUIO 3aKIHOYEHUS O
COOTBETCTBUHM  TNPOU3BOAMTENS  JIEKAPCTBEHHOrO  Mpenapara TpeOOBaHMAM  IpaBWI  HaJUlexKalnei
HpOI/ISBOI[CTBGHHOﬁ IMPAKTHUKHU, BBIJAHHOI'O YIIOJHOMOYCHHBIM OopraHomM CTpPaHbL MIPOU3BOAUTCIIA
JIEKapCTBEHHOTO Mpernapara.

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

Koncynprantllntoc: npumeuanue.
C 01.01.2021 ct. 39 nononusercs 4. 2.1 (D3 ot 27.12.2019 N 478-D3).

3. B cpok, HE TPEBBIMIAINNA AT pabodYnX THEH CO AHS MPUHATHS YKa3aHHOTO B IMyHKTE | dactu 2
HACTOALICH CTaThu 3asBIICHUS W HEOOXOAMMBIX JIOKYMEHTOB, YIOJTHOMOYEHHBIH (enepanpHblii opraH
VCIIOJIHUTEJIbHON BIIACTH:

1) mpoBOIUT MPOBEPKY MOIHOTHI M JOCTOBEPHOCTHU CBEJCHUH, COJEPIKALIMXCS B IMPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;
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2) MNPUHHUMACT PCHICHHUEC O MNPOBCACHUH ISKCHCPTU3bI JOKYMCHTOB IJId IIOJYUCHUA PA3PCHICHHUA Ha
OPOBCACHUC KIIMHUYCCKOI'0 HCCICAOBAHHUA JICKAPCTBCHHOI'O IIpemnapaTa JIs1 MCAUIMHCKOI'O IMPUMCHCHUA U
3THYECKOI OKCIICPTU3BI NI 00 oTKa3e B IMPOBCACHNHN YKa3aHHBIX SKCIICPTHU3;

3) yBemoMIISIET B DJIEKTPOHHOU (hopMe WM Ha OYMaKHOM HOCHUTEJIE 3asiBUTENS O MPHUHSATOM PEIICHUU
ar00 B ClTydae MPHUHATHS PEIICHUs 00 OTKa3e TaKKe ¢ YKa3aHUEM MPUIMH TaKOTO 0TKa3a;

4) IMOAroTaBJIMBACT WM HAIIPABJIACT B OKCIICPTHOC YUPCKACHUC U COBET I10 3THKE 3a1aHNC HA IIPOBCIACHUC
COOTBCTCTBYIOINX SKCIICPTHU3.

4. B ciaydyae BBbISBIEHUS HEMOJHOTH M (WJIM) HEJOCTOBEPHOCTH HH(pOpMAIMU, CoJepiKalieiics B
MPECTABICHHBIX 3asiBUTEIEM TOKYMEHTAX, YIIOJIHOMOYEHHBIN (hefiepalibHbIid OpraH UCIIOJHUTEIbHON BIACTH
HaIpaBJIIeT 3asBUTENIO 3ampoc 00 YTOYHEHWW YyKa3aHHOW wuH(popmammu. J[aHHBIA 3ampoc MOXET OBITh
nepefaH yNOJHOMOYEHHOMY NIPEICTABUTENIO 3asABUTENSl JIMYHO NOJ PACIHCKY, HAMpaBIEH II0 I104YTe
3aKa3HbIM MHCBMOM WM IepellaH B 3JIEKTPOHHOH (opMe Mo TeneKOMMYHMKAllMOHHBIM KaHajaM CBs3u. B
Clly4ae HaIpaBJICHUS AAHHOTO 3ampoca MO IOYTE 3aKa3HbIM IHMCbMOM OH CYMTAETCS IOJYyYEHHBIM IIO
UCTEYCHUHU LIECTH JHEW C JaThl HANpPaBJICHUS 3aKa3HOTO MUChbMA. 3asgBUTENb 00s3aH MPEICTaBUTh OTBET HA
3arpoc  YHOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HMCIOJHUTEIBHOW BJIACTH B CPOK, HE MPEBBIMAIOIINN
JeBstHOCTa paboumx JHeW co aHS ero monydeHwus. CpoK, yKa3aHHBIH B 4YacTH 3 HACTOAILICH CTaThH,
MPUOCTAaHABJIMBACTCS CO JIHS HampaBleHUS 3asBUTENI0 3allpoca YMOJHOMOYEHHOIrO (elepalbHOro opraHa
UCIIOJIHUTENIBHOM BJIACTH 10 [JHS IOJIyYEHHS HMM COOTBETCTBYIOILEIO OTBETA M HE YYHUTBIBACTCA IIPU
UCUHUCIIEHUH CPOKa MPHUHATHUS YIIOJIHOMOUYEHHBIM (peliepaibHbIM OPraHOM HCHOJIHUTENBHOM BIACTU peIIeHUs
O IPOBEIACHUU DKCIEPTU3bl JOKYMEHTOB [UI IIOJy4YEHMsS pa3pelICHUs Ha IPOBEACHUE KIMHUYECKOTO
HCCIIEN0BaHUs JICKAPCTBEHHOT O IIpernapara Juisi MEAULIMHCKOIO IPUMEHEHHUS.

5. OcHoBaHMEM AJI OTKa3a B MPOBEIEHUU 3KCIEPTU3bl JOKYMEHTOB JJISl MOJYYEHHs pa3pellieHus Ha
MPOBEACHUE KIMHUYECKOIO MCCIIEIOBAHUA JIEKAPCTBEHHOIO Ipernapara Uil MEIULIHUHCKOTO NPUMEHEHUS U
ITUYECKON DKCIEPTU3BI SBISAETCS NPEICTABICHUE JOKYMEHTOB, NMPENyCMOTPEHHBIX YacThl 2 HACTOSILEH
CTaThH, B HEMOJHOM 00beMe, HeNpeACTaBICHUE 3aBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETA Ha YKa3aHHBIN B
4acTH 4 HACTOSILEH CTaThU 3aIpPOC YIOJIHOMOUYEHHOTO (eepaibHOr0 OpraHa UCIOJHUTEIbHOM BIacTu J100
OTCYTCTBHE B MPEJCTABICHHBIX NOKYMEHTaX HCUEPIIBIBAIONIETO TEepedHss HE0OXOAMMOW HHpOpMaruu wuiu
nHpOpMann, KOTOpas JOJDKHA OBITh OTpakKeHa B HUX, a TAKXKe OTCYTCTBHE WH(OPMAINU, TOJTBEPKIAIOIICH
(akT ynuaThl TOCYJJTapCTBEHHOM MOIUIMHBI 32 MPOBEICHUE STUUYECKON SKCIEPTU3bI, IKCIIEPTU3bI JOKYMEHTOB
Ha JICKapCTBEHHBIM Ipenapar Il MOJIY4YEHHMs pa3pelleHUs Ha IMPOBEIEHUE KIMHUYECKOTO HCCIIEIOBaHUS
JIEKapCTBEHHOI'0 IIpenapaTta il MEAMLIHMHCKOIO INPUMEHEHHMs, 3a BblJady pa3pelicHHs Ha IPOBEACHUE
KJIMHUYECKOT'0 UCCIIEN0BAHMS JIEKAPCTBEHHOIO IIperapara i MEAUIMHCKOIO IPUMEHEHMs, 32 IIPOBEICHUE
JKCIEPTU3bl JOKYMEHTOB Ha JICKApCTBEHHBIM IIpernapar Uil IOJIy4eHHUs pa3pelleHus Ha IIPOBEICHHE
MEKIyHApPOAHOTO MHOTOLIEHTPOBOI'O KIMHHYECKOIO HCCIENOBaHUSA JIEKapCTBEHHOIO IIpernapara s
MEJIMIUHCKOrO MPUMEHEHMS, 3a Bblady Pa3pelleHHs Ha MPOBEICHHUE MEXIYHAPOAHOTO MHOTOIIEHTPOBOIO
KJIMHUYECKOIO MCCIIENOBAaHUsA JIEKAPCTBEHHOIO Ipenapara Uil MEIULUHCKOIO NIPUMEHEHMS], 3a IIPOBEICHUE
9THUYECKON IKCIEPTU3bI, IKCIEPTU3BI TOKYMEHTOB Ha JIEKApCTBEHHBIN Ipenapat I MOJy4YeHUs pa3pelleHus
Ha IIPOBEICHHUE IOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIECIOBAaHUs JICKAPCTBEHHOIO IIpernapara s
MEJIMLIUHCKOrO IIPUMEHEHHs], 3a BblIady pa3pelICHUs Ha IPOBEICHNUE NOCTPErUCTPALMOHHOIO KIMHUYECKOIO
HCCIEA0BaHUs JIEKAPCTBEHHOTO IIpenapara Juisi MEAULIMHCKOTO TPUMEHEHHS.

6. HpOBG}IeHI/Ie OKCIICPTHU3BI JOKYMCHTOB JIA MOJYYCHHUS PA3pCUICHUA Ha IMPOBCACHHUEC KIIMHHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpf€riapara A MEAUIMHCKOTO IMPHUMCHCHUA U ITHYECKOM OKCIICPTU3HI,
COCTaBJICHHE KOMMCCHEHN OKCIICPTOB U COBECTOM I10 3THKE 3aKIIIOYCHUM 0 BO3MOKHOCTH MJIM HEBO3MOXKHOCTHU
NPOBCACHUA TAKOI'0 KIIMHUYCCKOTO HMCCJICHOBAHUS W HAIPABJICHUC ITUX 3aKJIIOUCHUM B ynOJ’IHOMO‘IGHHBIfI
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(denepanbHBIA OpraH HCHOJHUTENBHON BIIACTH OCYIIECTBISIIOTCS B CPOK, HE MPEBBIMIAIONIMA TPHUILATH
pabouux JIHEH CO JHS MONYy4eHHUS HKCHEPTHHIM YUpPEKIECHHEM 3a/aHus YIOJHOMOUYEHHOIo (heaepalbHOro
OpraHa MCIOJHUTEIBHOMN BIACTH C MPUIOKEHUEM JTOKYMEHTOB, YKa3aHHbIX B IyHKTax 3, 4, 10 u 11 yvactu 2
HACTOSIIEH CTaTbu, M COBETOM IO 3TUKE 33aJJaHHs YIOJTHOMOYEHHOTO (elepaIbHOT0 OpTraHa UCTIOHUTEILHON
BJIACTH C IPWJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B TyHKTax 3 - 6, 8 1 9 yacTu 2 HaCTOSIIEN CTAaThH.

7. B cpok, He MpeBBIIAIOUINI IATH pabouuX JAHEH cO AHS MOTYyUYEHUS 3aKIIIOUEHUH, YKa3aHHBIX B YAaCTH
6 HACTOSAIIEH CTaTh, YIIOJHOMOUYEHHBIN (hefiepabHbIi OpraH UCIIOIHUTENBHON BIACTH:

1) OCYHICCTBJIACT OLCHKY MOCTYIHUBHIIUX 3aKJIIOUCHUM 11 OIPCACIICHUSA UX COOTBCTCTBUA 3aJaHHUAM Ha
MIPOBCACHUC COOTBCTCTBYIOIINX SKCIICPTU3,

2) NpUHHMMAEeT pelIeHWE O BbIJAYE pa3peUIeHHs] Ha MPOBEIECHUE KIMHUYECKOTO HCCIIEeI0BaHUS
JIEKapCTBEHHOI'0 IIpernapaTta s MEAMIMHCKOrO MpPUMEHEHHMs WM o0 OTKa3e B BbIJaue YKa3aHHOTO
pa3peLIeHus;

3) BBIIAeT pa3pellieHre Ha MpOBeJIeHHE KIMHUYECKOTo MCCIIEOBAHUS JIEKAPCTBEHHOTrO Ipernapara s
MEJMLMHCKOTO MPUMEHEHHs] WM pelleHHe 00 OTKa3e B BbLaye YKa3aHHOTO pa3pelleHus ¢ yKa3zaHHeM
IIPUYMH OTKAa3a.

8. OcHoBaHHEM AJi1 OTKas3a B BbIAAYC pa3pClICHUA Ha MNPOBCACHUC KIIMHUYCCKOIO HCCICOAOBAHUA
JICKAPCTBCHHOI'O IpfriapaTta AJdd MCIUIHUHCKOI'O HNPUMCHCHUA SABIACTCA HAJIWMYHUEC 3aKIIIOYCHHA KOMHUCCUH
OKCIICPTOB HJIM 3aKJIHOYCHHUA COBCTA IO 3THUKE O HEBO3MOXXHOCTH IMPOBEACHHUA KIMHHYCCKOI'O MCCIICAOBAHUA
JICKAPCTBCHHOT'O IpfliapaTa Jjidi MCEIUIUHCKOI'O IHNPUMCEHCHUS I1I0 PE3yJIbTaTaM IPOBCACHHBIX 3SKCICPTU3,
OpeaAyCMOTPCHHBIX YaCThIO 6 HaCTOSIIEH CTaThHU.

9. Pemienne 00 OTKa3e B MPOBEICHUU OSKCIEPTU3bI JOKYMEHTOB JIsl TOJYYCHHs pa3peiieHus Ha
MPOBEICHUE KJIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Mpenapara Uisi MEIUIIMHCKOrO NMPUMEHEHUS U
STUYECKOM DHKCHEPTU3bl W B BbIJAAUY€ pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO HCCIETOBAHUS
JIEKapCTBEHHOI'O TIperapara i MEIUIIMHCKOIO0 MPUMEHEHUS MOXKET ObITh 00KajJoBaHO B TIOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickon ®Penepanuu.

Cratba 39.1. 3Tnyeckasa akcnepTusa
(BBeneHa ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. OTnueckas OKCIEPTHU3a IIPOBOJUTCA COBCTOM IIO OTHUKEC, CO3JAaHHBIM B IIOPAAKE, YCTAaHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaHLHbIM OpraHom HUCIOTHUTEIbHOMN BJIaCTH, B HLCIAX BbIAd4YH 3aKJIIIOUYCHHA 00
STUYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O
npenapara il MCIUIUHCKOTrO NPUMCHCHU .

2. DKcnepTaMu COBETa IO 3TUKE MOTYT ObITh NMPEACTaBUTEIN MEIULMHCKUX OpPraHu3aluid, HayYHBIX
opraHmsanuii, o0pa3oBaTelbHBIX OpraHM3alMii BbICHIEr0 OOpa3oBaHMs, a TaKXkKe MPEeACTaBUTEIN
OOIIECTBEHHBIX OpraHU3alluii, PEJIUTHO3HBIX OpraHu3aluid U CPeACTB MaccoBoil uH(opmanuu. JlaHHbIE
9KCIIEPTHl HE JOJHKHBI HAXOJIUTHCA B KAKOH-TMOO 3aBUCHMOCTH OT pPa3pabOTUMKOB JIEKapCTBEHHBIX
MIPENapaToB U APYTHUX JINL, 3AMHTEPECOBAHHBIX B PE3YJIBTATaX 3TUYECKON IKCIIEPTU3BI.

3. Omnara yciayr 3KCIEpPTOB COBETA 110 ITHKE OCYLIECTBIIAETCS HA OCHOBAaHUM J0r0BOPA, 3aKIFOUYEHHOIO
MEXJ1y YIOJIHOMOUYEHHBIM (eepaibHbIM OPraHOM HCIOJIHUTEIbHOW BIIACTH, KOTOPHIM CO3/laH COBET I10
9THKE, U OJKCIEpPTOM COBETa IO JTHKe, 3a CuYeT OIO/PKETHBIX aCCUTHOBAaHUM, HPEIyCMOTPEHHBIX
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YIOJIHOMOYEHHOMY (e/iepaJbHOMY OpraHy HCIIOJHUTEIbHOM BIIACTH, KOTOPBIM CO3JIaH COBET IO 3THKE, B
¢denepanbHOM OIO/KETE Ha COOTBETCTBYIOLIMHM TOA Ha oOecredeHue ero JesTeIbHOCTH, B pa3Mepax,
ycraHoBieHHBbIX [IpaButensctBoM Poccuiickont @enepanuu.

4. 3KCH€pTI)I COBC€TAa II0 OJOTHKC HCCYT OTBECTCTBECHHOCTH B COOTBETCTBUH C 3aKOHOAATCIHBCTBOM
Poccuiickoit deneparumn.

5. CocTaB coBeTa 0 ITHKE, MOJI0KEHHE 00 3TOM COBETE, MOPSIOK €ro JesATeNbHOCTH, TPeOOBaHUs K
KBaJM(UKALMU U ONBITY paOOThI MO 3KCIEPTHOM OIEHKE HAay4YHBIX, MEAMLMHCKUX M 3TUYECKUX aCIEKTOB
KJIIMHUYECKUX UCCIICOBAHUN JIEKAPCTBEHHBIX MPENapaToB s MEIULMHCKOTO IPUMEHEHMS, IPEIbSABISEMbIE
K DKCIepTaM COBETa IO 3TUKE, IMOPSAIOK OpPraHM3allMi W TPOBEICHHS STHYECKOW O3KCIepTusbl, (opma
3aKJIFOUYEHHUS] COBETA 110 ATHKE YCTAaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOHUTEIbHON
BiacTH. Yucno mpeacraBuTene METUIIMHCKUX OpraHU3alliii HE MOXET MPEBBIIIATh MOJOBUHY OT OOIIEro
qucia SKCIEPTOB COBETA IO ITUKE.

6. Nudopmamus o cocraBe coBeTa IO OSTHKE, IUIAHAX €ro paboThl W TEKylLleW AesaTelbHOCTH
pasmeraercs Ha opUIMAIBHOM CaiiTe YMOJIHOMOYEHHOTO (peiepanbHOr0 OpraHa MCHOJHUTEIBHOM BIACTH B
cet "HMHTEpHET" B yCTAaHOBJIEHHOM UM IOPSIKE.

Cratba 40. NpoBeaeHue KIIMHMYECKOro UCCneaoBaHUA fleKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpuMeHeHuns

1. PyxkoBoauTenb MEIUIIMHCKOM OpraHU3alMM, KOTOpas MPOBOAUT KIMHUYECKOE HCCIEI0BAHNE
JIEKapCTBEHHOI'O TMIpernapara Jyisi MeIUIUHCKOTO MPUMEHEHHMs], Ha3HAYaeT UCCIeA0BaTelisd, OTBETCTBEHHOTO 32
MPOBEACHUE TAaKOTO WCCIENOBAHMS M HMEIOIIETO JIeUeOHYI0 CIEeIUaIbHOCTh, COOTBETCTBYIOIIYIO
MMPOBOIUMOMY  KIIMHUYECKOMY HCCJICIOBAHHMIO JICKAPCTBEHHOTO TMpemapara, CO CTaxeM paboThl 1O
nporpaMmaM KJIMHUYECKHX HCCIEAOBaHUHM JICKAPCTBEHHBIX IpEnapaToB HE MEHEE YeM TPHU Tojla U IO €ro
NpeUIOKEHUIO Ha3HAYAeT COUCCIeIoBaTeNel U3 Yrciia Bpauei 3TOi MeIUIIMHCKON OpraHnu3alllu.

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

2. HCCHCI{OB&TCHB OCYHICCTBJIACT BbI60p MManUCHTOB, KOTOPBLIC IO MCAWIMHCKHUM IIOKa3aHUAM MOI'YT
OBITh MPUBJICYCHBI K YUYACTHUIO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBECHHOT'O ITpE€TiapaTta Ajid MEAUIUHCKOTO
IIPpUMCHCHUA.

3. UccnenoBatens U couccle0BaTENH JTOJKHBI ObITh 03HAKOMIIEHBI C Pe3yJbTaTaMU JOKIMHUYECKOTO
UCCIIEJIOBaHMS JIEKAPCTBEHHOT'O CPENCTBA, COJAEpXKAIIMMHUCA B OpOIIIOpEe HCCIeNOBaTeNs, MPOEKTOM
MPOTOKOJIA KIMHUYECKOTO HCCIEIOBAaHUS JIEKApCTBEHHOTO Ipenapara s MEIUIMHCKOTO MPUMEHEHUS,
pazpaboTaHHBIM  pa3pabOTYMKOM JIEKAPCTBEHHOTO Tpernapara WIA HMHBIM  IOPUAHYECKAM  JIUIOM,
MPUBJIEKAEMBIM K OpTaHU3AIMH MPOBEIACHUS KIMHUYECKOTO HCCIEIOBAHUS JIEKAapCTBEHHOTO Tpernapara AJis
MEIIMIIMHCKOTO IPUMEHEHUS, U IPYTUMH MaTepruajaMy TaKOTO UCCIIEOBaHUSI.

3.1. PykoBoauTens MEAMIIMHCKON OpPraHW3alliid B CPOK, HE MPEBBIMIAIOIMNANA TPeX pabovnX AHEH CO JTHA
Hayajga MpPOBEJACHHUS KIMHUYECKOTO HCCIEeOBAaHUS JICKApCTBEHHOTO IIpemapaTta s METUIIMHCKOTO
MPUMEHEHHs, coo0Iaer o0 ATOM B YMOJTHOMOYCHHBIH QeaepanbHbIi OpraH HUCHOTHUTENBHOW BIACTH,
BBIJIABIIUH pa3pelicHre Ha TPOBEACHIE TAKOTO UCCIICIOBAHHUS, TI0 YCTAHOBICHHON UM (opMe.

(uactsp 3.1 BBenena @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHu3anuy, OCYIIECTBISIOIIME OPTraHU3alMI0 TPOBEACHUS KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKapCTBEHHOT'O Mpemnapara JiUlsi MeJUIIMHCKOro MPUMEHEHHUS M yKa3aHHbIe B 4acTU 3 cTaThu 38 HACTOSAIIETO
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@denepanbHOr0 3aKOHa, B ClIy4ae HEOOXOAMMOCTHM BHECEHHS HW3MEHEHMH B IPOTOKOJ KIMHUYECKOTO
UCCIICZIOBAaHMs JICKAPCTBEHHOTO Iperapara Uil MEAMLIMHCKOTO NpPUMEHEHHs CooOIIalT o0 3ToM B
YIIOJIHOMOYEHHBIN (eiepaibHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIJABIIMN pa3pelieHHe Ha MPOBEICHHE
TaKOr'0 UCCIIEOBAHMsI, 10 YCTAHOBICHHON UM (opMe.

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

4.1. CDopMa COO6H.[CHI/I$I O BHECEHHM W3MCHCHUH B IIPOTOKOJI KIMHHUYCCKOIO HMCCIICAOBaHUA
JICKApPCTBCHHOTO IIpCIiapaTta AJIsI MCAUIIMHCKOT'O MPUMCEHCHUA TOJIKHA COACPKATh CICAYIOINNEC CBCACHU:

1) HaumeHOBaHKe, NICHTU(UKAIIMOHHBIA HOMEP U JlaTa MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS;
2) n1aTa BHECEHUSI U3MEHEHUN B MMPOTOKOJI KIIMHUYECKOT'O UCCIEI0OBaHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HaUMEHOBaHUE OpraHM3alllM, TPUBICUEHHON pa3pabOTUMKOM JIEKAPCTBEHHOTO TIpernapara K
OpraHu3al1K [IPOBEACHUS KIMHUYECKOTO UCCIIe0BaHus (IIPU HAIMYUN);

5) HAanMMCHOBaHHUA HW MCCTa HaXOXACHHA MCIUIITMHCKHX OpraHHSaHHﬁ, B KOTOpPbIX IIPOBOAUTCA
KIIMHUYECCKOEC NUCCICIOBAHUC,

6) AaTa BblAa4YU pa3pClICHUS HA IMTPOBCACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHNUA U HOMEP 3TOI'O pa3pClICHUA,

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJI KIIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He TpeBBIIAIONIMN TPUALATH pabOYuX AHEH CO JHS TOJYyYEeHHs] yKa3aHHOro B 4YacTu 4
HACTOAIIEH CTaTbu COOOIIEHUS, YMOIHOMOYEHHBIH QeAepanbHblii OpraH UCHOJHUTENbHOM BIACTH
paccMaTpuBaeT STO COOOIIEHHWE B YCTAHOBJICHHOM WM TIOPSAKE W TPUHUMAET peEIIeHHE O BHECEHUU
W3MEHEHUH B IPOTOKOJ KIMHUYECKOI'O MCCIEA0BAaHUS JIEKAPCTBEHHOIO IIpenapara Uil MEIHULUHCKOIO
npUMeHeHHs Wi 00 OTKa3e BO BHECEHHWHM TakWX wW3MeHeHWid. Ilpm paccMOTpeHHMH CcooOImeHus o
HEe0OXOIMMOCTH BHECEHUS U3MEHEHHH B MPOTOKOJ KIIMHUYECKOTO MCCIIE0BaHUs JIEKAPCTBEHHOTO Npernapara
JUIsT MEAMIIMHCKOIO TIPUMEHEHHUSI B LEJSAX OLEHKHM OOOCHOBAHHOCTH IIpeajiaraéMbIX H3MEHEHUl u
ompeseNieHus] CTENEeHH PUCKa JUIsl MAlMeHTOB, NPUHUMAIONIUX YYacTHe B KIMHMYECKUX HCCIEIOBAHUSAX,
YIOJTHOMOYEHHBIM (peIepalbHBIM OPTaHOM UCTIOJTHUTEIHFHOW BJIACTH MOTYT MPUBJIEKATHCS IKCIEPTHI COBETA
I10 THUKE.

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

6. Knuaudeckoe ucCiaeI0BaHKE JICKAPCTBEHHOTO Mpernapara i MEAUIIMHCKOTO MPUMEHEHHS MOXKET
OBITh MPHOCTAHOBJICHO WJIM IMPEKPAILlEHO, €CIM B IMPOLECCe €ro MpoBeAcHUs OOHapy»eHa OMacHOCTb [
KU3HU, 30POBBSl MAIMEHTOB. B cnyuyae BO3HMKHOBEHHUS OMACHOCTH MJSl KH3HU, 370POBbS MAIHEHTA,
Y4acTBYIOIIETO B KIIMHUYECKOM MCCJIEIOBAHUM JIEKAPCTBEHHOTO IMpernapaTa Jjisi MEIMIIUHCKOTO MPUMEHEHHUS,
WCCIIeIoBaTeNld  00s13aHbl  TTPOUMH(POPMHUPOBATE 00 ATOM PYKOBOJIUTENS MEAUIMHCKONW OpraHu3aluud U
OpTaHU3aIMIO, MTOJYYUBIIYIO pa3pelIeHIe YIIOJTHOMOYEHHOTO (heZiepalbHOTO OpraHa UCTIONHUTENILHON BIaCTH
Ha OpraHu3alMI0 MPOBEICHUS KIMHUYECKOrO HCCIEIOBaHUs JIEKapCTBEHHOro mpemnapara. Pemenue o
IPUOCTAHOBIICHUH  KIMHUYECKOTO HCCIIEOBAaHMS JICKApCTBEHHOTO Ipemapara s  METUIMHCKOTO
NPUMEHEHHUs MPUHUMAIOT PYKOBOIUTENh MEIULMHCKON OpraHu3aluu U (UIU) OpraHMU3aIlvs, MOTy4YuBIIas
paspelieHrne YIMOJIHOMOYEHHOTo (eAepalbHOr0 OpraHa WCIOJHUTENBHOW BIACTH HA OpraHU3aIUIo
MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOI'O Mperapara Uil MEIUIMHCKOTO MPUMEHEHUS,
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peleHre O TMpPeKpalleHWHd TaKoro HCCIEeI0BaHUs IPUHUMAEeT YIOJIHOMOYEHHBIH (enaepaibHblii Oprax
UCTIOJHUTENIBHOM BJIACTH HAa OCHOBAaHMM COOOIICHHS B MUCHMEHHOW (opMe PYKOBOJHUTEIS MEAULUHCKON
OpraHu3allil WM OpraHM3alus, NOJYYHMBIIAS pa3pelIeHUE YIOJIHOMOYEHHOTO (enepalbHOT0 OpraHa
WCIIOJIHUTEJIBHOM BJIACTM HA OPraHU3alMI0 IPOBEAEHHUS KIMHUYECKOTO HCCIIEIOBaHUs JIEKapCTBEHHOIO
npenapaTta Jiisi METUIIUHCKOTO PUMEHEHUSI.

7. B cpok, He IpeBBILAOUIMNA MATH pabouux AHEH CO JAHA 3aBEpUICHUs, MPUOCTAHOBIICHUS WU
NPEKpaLICHNUs] KIMHUYECKOTO MCCIIEJOBAHMs JIEKAPCTBEHHOIO Ipenapara il MEIULMHCKOrO MPUMEHEHUS,
cooOuieHne 00 ATOM HaNpaBiIsSeTCsl OpraHU3alMsIM{, YKa3aHHBIMM B 4YacTH 3 cTaThu 38 HACTOSILIETO
@denepanbHOTO 3aKOHA, B YINOJHOMOYEHHBIH (efepasibHBId  OpraH HWCHOJHHUTENBHOM BJACTH IO
YCTaHOBJICHHOU UM (popme.

8. dopma cooOmEeHUs O 3aBEPIICHUH, NPUOCTAHOBICHUU WIW TPEKPAMECHUH KIWHAYECKOTO
UCCJIEIOBaHMSI JIEKAPCTBEHHOT'O IIpernapaTa Jisi MEIUIIUHCKOTO MPUMEHEHUS JI0JKHA COJePKaTh:

1) undopmManvio O MEAMIMHCKOW OpraHM3allii WM MEAMIMHCKHX OpTaHHU3alUsaX, MPOBOAMBIINX
JIAaHHOE MCCJIEIOBAHUE;

2) onucaHue JaHHOTO UCCIIEeI0BAaHNUS;

3) nanHble wuccienoBarens (daMuiaus, WUMs, OTYECTBO, MECTO paldOThl, 3aHUMaeMas IOJKHOCTH,
CHEIMAIEHOCTh, CTaX Pa0OTHI MO MPOrpaMMaM KIMHHYECKUX HCCICAOBAHUN JICKAPCTBCHHBIX IPENapaToB,
nepeyeHb KIMHUYECKHX HCCIIEeI0OBAaHUI JIEKapCTBEHHBIX IPENapaToB, B KOTOPHIX OH MPUHUMAJT y4dacTHE
(mepuonbl y4acTus) B Ka4eCTBE MCCIIEIOBATENS UM COUCCIIEIOBATENS);

(B pen. ®enepanpHoro 3akona ot 11.10.2010 N 271-D3)

4) pe3yJbTarT JTaHHOTO HCCIEIOBaHUs (3aBEpIICHHE, MPUOCTAHOBJICHUE WM IPEKpalleHHe AaHHOTO
WCCIICIOBAHMS C yKa3aHWEM WX NPWYUH M BIUSHUS HA OICHKY €ro pe3yibTaToB, OONIYIO OIEHKY pHCKa U
OKHJIAeMOM TTOJIB3BI OT MPUMEHECHHS HCCIICAYEMOTO JICKapCTBEHHOTO IperapaTa, a Takke MpeJnoiaracMpie
JTanbHEHIINE TCHCTBHS).

8.1. Ilpu BeIsIBIEHNH (peepanbHBIM OpPraHOM MCIIOJHUTEIBHOMN BIACTH, OCYIIECTBIISIOIUM (QYHKLIUH 110
KOHTPOJIIO U HA/I30py B cdepe 37ApaBOOXpaHEHUs], HApyILIEHUH NpaBuil HaAJeKalleld KIMHUYEeCKON MpaKkTUKU
IIpU [IPOBEEHUM KIIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOT'O Mpenapara, BAUAIOIUX Ha MIOJIHOTY U (WIIN)
JIOCTOBEPHOCTh JAAHHOTO KJIMHUYECKOIO MCCIENI0BaHUS, YKa3aHHBIM (efepabHbIl OpraH HMCIOJIHUTEIbHON
BJIACTH IPUOCTAHABIIMBAECT MPOBEJACHUE JAHHOTO KIMHMYECKOTO MCCIECIOBAaHUS M BBIHOCHT MEIUIIMHCKOU
OpraHu3alyy, B KOTOPOH MPOBOJIUTCS JaHHOE KIMHUYECKOE HCCIeIOBaHME, NpEeANucaHue o0 yCTpaHEHUU
BBISIBIICHHBIX HapylleHuil. [Ipn HeycTpaHEeHMM MEIMLIMHCKON OpraHM3alieyd BBIABICHHBIX HapyLICHUHA B
YCTAQHOBJICHHBIH B MPEANUCAaHUN CPOK yKa3aHHBIM (epepanbHblii OpraH UCIIOJIHUTENFHON BIACTH MPUHUMAET
peuieHue O IMPEKPAIlCHUH IPOBEICHUS KIMHUYECKOIO HCCIENI0BAaHMs JIEKapCTBEHHOIO IIpernapara M
HanpaBJigeT B (erepalibHbIil OpraH MCIOJHUTEIBHON BIACTH, OCYLIECTBIAIOMUN (QYHKIMU MO BBIpAOOTKE U
peanu3allii  TOCYAApCTBEHHOM TMOJMUTUKM U  HOPMAaTUBHO-NIPAaBOBOMY  DETyJIMPOBAaHHIO B  cdepe
3paBOOXPAHEHUs], 3aKJIIOYCHHE O BBIBICHUM IIPU INPOBEACHHHM JAaHHOIO KIMHUYECKOTO MCCIENOBAaHUSA
HapyLEHUH MpaBUJI HaJyuIeXkaleil KIMHUYEeCKON MPaKTHUKU AJs NPUHATHS pelieHuss 00 OTMEHE pa3pelieHust
Ha OpraHM3alMI0 MPOBEACHMS [JAHHOTO KIMHUYECKOTO HCCIENOBAHUSA C JaThl NPUHATHS PELICHUS O
IIPUOCTAHOBIICHUU IPOBEAECHUS KIIMHUYECKOI0 UCCIIEOBAaHUS JIEKAPCTBEHHOIO IIpenapara.

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

9. YnomHOMOYECHHBIN (heepalibHbId OpraH UCIIOTHUTEIHHON BIACTH OMyOJIMKOBBIBACT U Pa3MelIaeT Ha
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cBoeM o¢unuansHOM caiite B cetu "HHTepHer" cooOlIeHME O 3aBEpIIEHHM, NPUOCTAHOBICHHUU WU
MPEKPALLEHUN KIMHUUYECKOTO MCCIIEOBaHMs JIEKAPCTBEHHOTO Npenapara A MEJUIIMHCKOrO MPUMEHEHUS B
CPOK, HE MPEBBIIAIONINHI IATH pad0YMX AHEN CO THS €ro MOJIYUYEHHs], B YCTAHOBJIEHHOM UM HOPSIKE.

10. YomrHOMOUEHHBIH (enepaabHbIii OpraH MCIOJHUTEIHHON BIACTH OCYIIECTBISIET BEJICHHE peecTpa
I/ICCHe,ZIOBaTeJ'Ief/'I, MMPOBOAAIINX WM MPOBOAMBIINX KIMHUYCCKHUE UCCIICAOBAHUA JICKAPCTBCHHBIX MPEIIapaTOB
JUI. MEAULIMHCKOIO IPUMEHEHUs, B COOTBETCTBUM C YTBEP)KICHHBIMU MM IIPABWJIAMU M PAa3MEILAET €ro Ha
cBOeM o(uLuanbHOM caiiTe B ceTH "MHTepHeT" B yCTAaHOBIEHHOM UM MOpsIIKe. YKa3aHHbBIN peecTp COAECPIKUT
nHpOpMaINIO, TPEAYCMOTPEHHYIO ITYHKTOM 3 YacTH 8§ HACTOSIIEH CTaThH.

11. OTuer o pe3ynpraTax KIMHUYECKOTO UCCIIEI0BAHUS JIEKApCTBEHHOTO IIpenapara A1 MEIUIUHCKOTO
IIPUMEHEHHsI COCTAaBIIACTCS OpraHM3aluel, yKa3aHHOW B 4dacTh 3 crtatbu 38 Hacrosmero deneparbHOro
3aKOHA, HAa OCHOBAaHUU 3aKJIIOYEHUN MEIWLMHCKUX OpraHMU3alvif, MPOBOAMBIIMX 3TO HCCIEIOBAHHE, U
IpEeACTaBIsIETCs B YIIOJHOMOUYEHHBIHN (efiepabHblil OpraH MCIOJHUTEIbHOM BIACTH, BBIIABIINN pa3pelieHue
Ha TPOBEACHHUE ITOTO HCCIENOBAaHUS, B CPOK, HE NPEBBIAIOIMUN TPEX MECSLEB CO AHS €ro 3aBepLICHUS,
MIPUOCTAHOBIICHUS UJIH MPEKPAIICHUS, B TOPAIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM
HCIIOJIHUTEIIBHON BIIACTH.

12. Hapymenune npaBuil Haajgexamed KIMHUYECKOH TNPaKTUKH, (anbcuukanys pe3ysbTaToB
KJIIMHUYECKOT'0 MCCIIEIOBaHMsI JIEKAPCTBEHHOT'O Mpernapara JJisi MeIULIUHCKOrO MPUMEHEHHs BJIEKYT 3a coOoM
OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickont denepanyu.

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

13. Ilpu mpoBeneHUH KIMHUYECKOTO HCCIIECIOBaHUS JIEKAPCTBEHHOTO Mpemnapara s METUIITHCKOTO
MPUMEHEHHS JIOMyCKaeTcs 3a00p y MAalMeHTOB OHMOJOTHYECKHX MaTepuajoB (00pasmbl OMOJOTHYECKHX
KUJKOCTEH, TKaHEH, CEKPEeTOB M TPOAYKTOB JKU3HEICATCIBHOCTH YENOBeKa, (DU3HOIOTHYCCKHX U
MATOJIOTUICCKUX BBIJICIICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTAaHU3MOB, OWOTICHIHBI MaTepHan) s
ux n3ydenus B Poccuiickoit @enepanuu u (wim) 3a npeaenamu Poccuiickoit deaepanun.

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

14. Ilopsnox BBOo3a B Poccmiickyro denepaunto um BbiBo3a 3a mnpeaensl Poccuiickoit ®epepanuun
OMOJIOTMYECKUX MATEePHAaJIOB, MOJYYSHHBIX MPH MPOBEACHUH KIMHHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO
npenapara s MEJUIMHCKOro IpUMEHEeHHUs], yctanasinuaercs [IpaBurensctBom Poceniickont denepanun.

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

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

1. KiuHnyeckoe wucciaenoBaHUE JIEKapCTBEHHOIO IIpernapara s MEAUIMHCKOTO IMPUMEHEHUS
MIPOBOAUTCS B COOTBETCTBUHU C JOTOBOPOM O NPOBEACHUM KIMHUYECKOTO HCCIIEJOBAHMS JIEKaPCTBEHHOIO
npenapara Juisi MEULIMHCKOTO IPUMEHEHHs], 3aKJIF0YaeMbIM MEXly OpraHu3aluei, noy4dnBLIel pa3perieHne
YIOJIHOMOYEHHOTO (pelepajbHOro OpraHa MCIOJHHUTEIbHON BJIACTH Ha OPraHMU3aLUIO0 MPOBEICHHS TAKOIO
HCCIIEI0OBaHMs, U MEAUIIMHCKON OpraHU3aliei, OCyIECTBIAIONIEH IPOBEACHUE TAKOTO UCCIEI0BAHNS.

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

1) ycnoBus ¥ CPOKH NMPOBEACHUS JAaHHOTO UCCIIEJOBAHMUS,
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2) OIIPCACIICHUC O6IJ_ICI71 CTOUMOCTH IIPOTpaMMBbl HAaHHOI'O HCCICAOBaHHUA C YKA3dHUCM CYMMBI,
npenHa3Haqa10meI7lc51 JJIA BBITIIIAT UCCIICA0BATEIIAM, COUCCIICA0BATCIIAM,

3) ompenenenue (GopMbl MPEACTABICHUS PE3yJbTAaTOB JAHHOTO HCCICIOBAHHS B YIOJHOMOYCHHBIN
(denepaabHBIA OPraH UCTIOTHUTEIIHHOMN BIIACTH.

Crtatbsa 42. ®dMHaHCOBOEe obGecneyvyeHue KIIMHUYECKOro uccrieaoBaHUs NEeKapCTBEHHOro
npenapara A4na MeaMLUHCKOro npuMeHeHus

DUHAHCOBOE obOecrieucHue KIIMHUYCCKOI'O HUCCIICOOBAaHUA JICKApCTBCHHOT'O npenapara A
MCIUIHUHCKOI'0 NPUMCHCHUS OCYIICCTBIIACTCS 3a CUCT:

1) cpencTB deaepanbHOro OrOIKETA;

2) cpencTB oOpraHu3aluii, MOMYYUBIIMX pa3pelieHHe Ha OpraHu3aluio0 IPOBEIEHUS JaHHOTO
HCCIICTIOBAHMSI, B COOTBETCTBUU C YCIOBUSMHU JOTOBOPA O €r0 MPOBEACHUU;

3) HHBIX HC 3alIPpCHICHHBIX 3aKOHOAATCILCTBOM Poccuiickoit (Deﬂepam/m HCTOYHHUKOB.

Cratba 43. [lpaBa nauueHTOB, Y4YacTBYHOLWMUX B KIIMHAUYECKOM WCCrefOoBaHUU
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro NnpuMeHeHus

1. Yuactue ManUCeHTOB B KIIMHUYCECKOM HCCIICAOBAHUHN JICKAPCTBCHHOT'O IIperapara AJisi MEAULUMHCKOTO
IPUMCHCHUA SABJIACTCA I[O6pOBOJ'IBHBIM.

2. [ManueHT WK €ro 3aKOHHBINA NIPEICTABUTEINb JODKEH ObITh MHGOPMUPOBAH B MMUCHMEHHOU (hopMme:

1) 0 JICKaApCTBCHHOM IIpfriapare mjid MCAUIUHCKOIO MNPHUMEHCHUA MW CYHNIHOCTH KIIMHHUYCCKOI'O
HCCIICA0BAHMA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o0 Oe3omacHOCTH JICKApCTBECHHOT'O IIpfriapara s MEIULOMWHCKOroO IPHUMCEHCHUA, €TI0 O)KH,Z[&CMOﬁ
3(1)(1)6KTI/IBHOCTI/I " CTCIICHU pUCKaA I IMalUCHTA,

3) 00 YCIOBUAX Yy4YaCTHA NAlMCHTA B KIIMHUYCCKOM HCCICAOBAHHU JICKAPCTBCHHOI'O IIpCIliapara IJIAd
MCIUIIUHCKOI'O IPUMCHCHU

4) 0 1enu UM LeIsX U MPOJOHKUTEIbHOCTH KIMHUYECKOTO UCCIIEIOBaHUs JIEKapCTBEHHOTO Mpernapara
JUTSL MEAMIIMHCKOTO TPUMEHEHNS,

5) 0 nelCTBUSAX MAllMEeHTa B cly4yae HempeABUACHHBIX 3()()EKTOB BIMAHUS JEKAPCTBEHHOI'O IpernapaTa
JUTSE METUITTHCKOTO MPUMEHEHHSI Ha COCTOSTHUE €T0 3/10POBbS;

6) 00 YCIIOBUAX 00513aTEIHLHOTO CTPaxOBaHHUA KU3HU, 3A0POBBA MAIUCHTA,

7) 0 TapaHTUuiAX KOH(l)I/II[GHL[I/IaJIBHOCTI/I ydactusa I1aUCHTa B KIMHUYCCKOM  HCCIICIOBAHUU
JICKAPCTBCHHOT'O IpfcriapaTta AJisd MCAUIIMHCKOTO ITPUMCHCHUA.

3. 2106pOBOJ'H)HOG corjraCu€ ImanuEHTa Ha Y4YacTUC B KIMHUYCCKOM HMCCICAOBAHUUN JICKAPCTBEHHOIO
npenapara ajid MCAUIMUHCKOI'O NPUMEHCHHA MOATBCPKAACTCA €0 IMOAINUCHIO WK MOAIMHMCBIO €TI0 3aKOHHOI'O
MMPpEACTAaBUTCIIA Ha I/IH(1)OpMaI_II/IOHHOM JIUCTKEC IMalluCHTA.
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4. ITarueHT UMM ero 3aKOHHBIN MMPEACTAaBUTCIIb UMCCT IIPABO OTKA34TbCA OT YUACTUA B KIIMHUYCCKOM
HUCCIICAOBAHNU JICKAPCTBCHHOI'O IIpCIlapaTa Il MCAUIUHCKOI0 IMPUMCHCHUSA Ha 000 CTauu MPOBCIACHUSA
TaKOT'0 UCCJICAOBaHMA.

5. IlpoBeneHHMe KIMHUYECKOTO HCCIEAOBAaHUS JIEKApPCTBEHHOIO IIpernapara Uil MEIULUHCKOIro
MPUMEHEHHUS C yYaCTHEM B KaUeCTBE MAIMEHTOB JIETEH TOMyCKaeTcsl TOJIBKO C COrjlacusi B MUCbMEHHOU opMme
UX pOAUTENeH, ychIHOBUTENEH. [leTn MOryT paccMaTpuBaThCs B KaUE€CTBE IOTEHIMAIBHBIX NAlIMEHTOB TAaKOTO
UCCIIIOBaHMs, TOJBKO €CIM €ro IpoBeJeHHEe HEeoO0XOAUMO Ui YKpEIUIeHHs 3J10pOBbsl JeTed HIu
npoUIaKTUKNA WHPEKIMOHHBIX 3a00JIeBaHUI B JIETCKOM BO3pacTe JIMOO €CNM LENbI0 TAaKOTO HCCIeI0BaHUs
SIBJIAETCS MOJTY4YEHHE JAHHBIX O HAWJIy4ylled JO3MpPOBKE JIEKAPCTBEHHOI'O Mpemnapara Jyuis jeueHus nereil. B
9THX CIIy4asX TAKOMY MCCJIEJOBAHUIO JOJKHO MPEIIECTBOBATh KIMHUYECKOE HUCCIIEJOBAHUE JIEKAPCTBEHHOIO
npenapaTa AJii MEIUIUHCKOTO MPUMEHEHNS Ha COBEPIICHHOJIETHUX TpakJaHaX, 3a UCKIIOYEHHEM CITy4yaes,
€ClIM  HCCIEyeMbIl  JIEKapCTBEHHBIH Ipernapar Uil MEAMLUUHCKOIO INPUMEHEHUs IpeHa3HaueH
UCKITIOUUTEIIBHO JJIS1 UCIIOJIb30BaHMs HECOBEPILICHHOIETHUMHU I'paXkJaHAMHU.

(B pen. denepanbroro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeu1aeTcs1 MMPOBCACHNUEC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara IJid
MCAUITUHCKOI'O IPUMEHCHUS C YHACTUEM B KAYCCTBE MMATUCHTOB!

1) nereii-cupoT U aeTeil, ocTaBmnXcs 0e3 MoneueHus: poauTenei;

2) )KEHUIMH B NEepuoJi OEPEMEHHOCTH, KEHILUH B NEPHOJ I'PyJAHOTO0 BCKAPMIIMBAHUS, 32 UCKIIOUYEHUEM
CJIy4aeB, €CIIM MPOBOJUTCS KIMHUYECKOE UCCIIeI0BaHUE JIEKApCTBEHHOI' O MIpenapara, IpeaHa3HauYeHHOro s
yKa3aHHbBIX JKEHIIMH, PH YCIOBUUA HEOOXOIUMOCTH MOJTy4YeHHUs MHPOPMALMU TOJIBKO BO BpeMs MPOBEICHUS
COOTBETCTBYIOIIUX KIMHUUYECKUX MCCIEAOBAHUN U IPUHATHS BCEX HEOOXOAUMBIX MEP IO UCKIIFOUEHHUIO PUCKA
HaHECEHUs BpeJa JKEHIUHE B MepHo OepeMEeHHOCTH, )KEHIIMHE B TIEPUO]] TPYIHOTO BCKAPMIIMBAHUS, TUIOAY
WM peOeHKY;

3) BOCHHOCHYXalllMX, 3a HCKIOYEHUEM CIy4yaeB IPOBEJIEHHs KIMHUYECKOTO MCCIIeOBAHUs
JIeKapCTBEHHOT0 Ipernapara, ClelualbHO pa3pab0TaHHOrO AJIS IPUMEHEHHs B YCIIOBHSIX BOSHHBIX JEHCTBHM,
Ype3BbIYANHBIX CUTYalUH, TPOPUIAKTUKH U JICYEHHUS 3a001€BaHNN U OPAKEHH, MOMYYSHHBIX B pe3ybTaTe
BO3/ICUCTBHUSI HEOIArOMPHUATHBIX XUMHUYECKUX, OMOJOTHMYECKUX, paJAMallMOHHBIX (hakTopoB. KimHndeckoe
HCCIIEIOBaHUE TaKOro JIEKapCTBEHHOTO IpernapaTa MOKET MPOBOJUTHCS C y4aCTUEM B KauecTBE MallMEHTOB
BOEHHOCTY>KAIlIUX, 32 HCKIIOYEHUEM BOCHHOCTYXAIUX, MPOXOASIINX BOCHHYIO CIY>KOYy IO MpPHU3BIBY, C
coOuroiIecHueM TpeOOBaHMWM, YCTaHOBJIEHHBIX HacTosAmMM @DelepanbHbIM 3aKOHOM B OTHOLIEHUH
IPaXXAaHCKUX JIMLL;

4) COTPYAHUKOB IIPABOOXPAHUTCIIBHBIX OPTaHOB;

5) nur, OTOBIBAIOINIMX HAaKa3aHWE B MECTAaX JIMIIEHUS CBOOOJBI, & TaKKe JHI], HAXOMAAIIUXCS TIOJ
CTpa’key B CIEICTBEHHBIX M30JIATOPAX.

7. Jlomyckaercsd TPOBEIECHHE KIMHUYECKOTO HCCIEIOBAaHUSA JIEKApCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MPUMEHEHUs, MpeIHAa3HAaYeHHOro AJisl JICYeHUs INCUXUYECKUX 3a00JieBaHUM, C ydyacTHeM B
KayecTBE MAIMEHTOB JIMIl C MCUXHMYECKHMMH 3a00JIEBAaHUSIMU, MPHU3HAHHBIX HEIEeCOCOOHBIMH B TIOPSIKE,
YCTaHOBJICHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit @enepanun. Knuaudeckoe ncciaegoBaHue JEKapCTBEHHOTO
mpemapata B OTOM Cily4yae MPOBOJUTCS TMPU HATUYHH COTJIAacHs B MUCHhMEHHOW (hOpMe 3aKOHHBIX
MpEeICTaBUTENEN YKA3aHHBIX JIULI.
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Cratbsa 44. O6Gsa3aTenbHOe CTpaxoBaHMe XU3HU, 340POBbS NaLMeHTa, y4acTBYyHLEro B
KNMMHMYECKOM UccrnefoBaHMU NeKapCTBEHHOro npenapara Ans MegUUUHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHs[, MmoJIydrBIIaA PaspClICHUEC HAa OpraHHU3ali0 NPOBCACHUSA KIIMHUYCCKOr0 UCCIICIOBaHUA
JICKApPCTBCHHOI'O IIpfIiapara s MCAUIMUHCKOI'O IMIPUMCEHCHU A, 00s3aHa B Ka4eCTBE CTpaxoBaTeCJisl CTPaxoBaTh
pUCK NPHUYUHCHHUA BpcJa KU3HU, 3JOPOBbBIO IMAIIMCHTA B PE3YJbLTATC MNPOBCACHUSA KIIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IpLCriapaTa IJjik MCAUIIMHCKOI'O IPUMCHCHUS 34 CBOH CcUeT IMyTCM 3aKJIFOYCHUA
A0rosopa 00513aTEIILHOTO CTpaxoBaHUs.

2. O0BEKTOM 00513aTEILHOTO CTPAXOBaHUS SBJISETCS UMYIIECTBEHHBIN MHTEpEC MalueHTa, CBA3aHHbII ¢
MPUYMHEHUEM Bpella €ro JKU3HU WIH 3J0POBBI0 B PE3YJbTaTe MPOBEACHUS KIMHHYECKOTO HCCIIECIOBAHMUS
JIEKapCTBEHHOTO Ipernapara JUIs MeIUIUHCKOTO IPUMEHEHUSL.

3. CTanOBbIM ClIydacM II0 OOTOBOpY 00513aTEJILHOTO CTpaxOBaHUA SBJIACTCA CMCEPThb ITAIUCHTA HIIN
YXyAuieHue €ro 340pOBbiA, B TOM YHCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUC HWHBAJIMAHOCTU, TIPHU HAJINYUU
HpH‘IHHHO-CHCHCTBGHHOﬁ CBsA3U MCIKAY HACTYIIJICHUCM 3TOI'O COOBITHS U Y4aCTUCM IMallMCHTA B KIIMHUYCCKOM
HCCIICAOBAHNHU JICKAPCTBCHHOI'O IIpCiapara.

4. Tpe6OBaHI/I$I 0 BO3MCIICHHHU BpEaa, MPUIUHCHHOI'O XM3HU WJIN 3J0POBBIO MalMCHTA, MMPCABABIAIOTCA
B TCYCHHUE CPOKOB HCKOBOM JaBHOCTH, YCTAHOBJICHHBIX I'PAKJaHCKHUM 3aKOHOAATCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIATHI 110 JOTOBOPY 00513aTEILHOTO CTPpaxOBaHUA COCTABJIACT:

1) B ClIydya€¢ CMCPTHU NHallMCHTAa ABa MHJIJIMOHA py6nel71 Ha KaXAO0TO MaluCHTA, YYaCTBOBABIICTO B
KIIMHUYCCKOM UCCJICJOBAHUU JICKAPCTBCHHOTI'O IIPLCIiapara,

2) npu yXyAILIEHUH 3[]0pOBbs MAlIUEHTA!

a) MOBJIEKIIEM 3a CO00W yCTaHOBJICHHE MHBAIMAHOCTH | TpyIIIbl, OIMH MUJUIMOH MSITHCOT ThICAY pyOieit
Ha Ka)XJO0r'0 MalUeHTa, Y4aCTBOBABILEr0 B KIMHUYECKOM UCCIIEI0OBAHUH JIEKAPCTBEHHOIO IIperapara,

0) moBiekIeM 3a co0oi ycTaHOBIeHHE MHBaIUAHOCTH Il rpynmbl, oAMH MUIUTMOH pyOJel Ha KaKIoro
MAIMEHTA, yYaCTBOBABLIETO B KIIMHUYECKOM MCCIIE0BAaHUY JIEKAPCTBEHHOTO NIpenapara;

B) IMOBJIEKIIEM 32 c000# ycraHoBiIeHHE HHBATMAHOCTH 111 rpynmbl, NATHCOT THICSY pyOsIei Ha KaXI0ro
MAalMEHTA, y4aCTBOBABLIETO B KIIMHUYECKOM HCCIIEA0BAaHUH JIEKAPCTBEHHOTO IIPENapara;

I') HE TIOBJIEKIIEM 3a COOOW YCTAHOBJICHWS HWHBAJIMJIHOCTH, HE OoJjee 4eM TpHUCTa ThICSY pyOser Ha
Ka)XJ0T0 MallMeHTa, Y4aCTBOBABILIEIO B KIIMHUYECKOM MCCIIEIOBAaHUH JIEKApPCTBEHHOTO Mpernapara, UCXOs U3
HOPMATHBOB, OTPAKAIOIIMX XapaKTep U CTEMEHb MOBPEXKICHUS 30POBbs, a TaKkke (HaKTUUECKU TTOHECEHHBIX
MalMEHTOM PAacXOJIOB, BBI3BAHHBIX TOBPEKICHUEM 3/I0POBBS, Ha MEIUIIMHCKYIO TMOMOIIb, MPUOOpETeHUE
JIEKapCTBEHHBIX MPENapaToB.

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

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

7. CpOK JA0roBopa 00513aTEJILHOIO CTpaxOBaHHsA HE MOXET OBITH MCHEC, YE€EM CPOK IIPOBEACHUA
KIIMHAYCECKOT'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIIapara.

8. YcaoBus A0TroBoOpa 00513aTEIBLHOTO CTpaxoBaHUs, B TOM YHUCJIC CTPAXOBBIC TapI/I(pBI 10 065133.TCJ1LHOMy
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CTpaxOBaHMIO, IepeuyeHb HEOOXOJUMBIX JOKYMEHTOB Ui OCYLIECTBICHMS CTPAaXOBOW BBIMJIATHI, MOPSIOK
YCTQHOBJICHHsI CTpaxoBaTeleM HWHAMBHIYaJbHOTO WACHTU(PHUKAIMOHHOTO KOJAa TMAaIlUeHTa, MOpPsI0K
WH(GOPMHUPOBAHUS CTPAXOBATEIIEM CTPAXOBIIMKA O TMPHUBICYCHHBIX K KIMHUYECKOMY HCCIIEOBAHUIO
JICKAPCTBCHHOI'O IIpf€rapara A MCIUIHMHCKOI0 IMPUMCHCHHUSA IMMAllUMCHTAX, MOPAAOK VYILIAThI CTanOBOI\/'I
opeMun, MnopAaoK pfalnu3alrn ONPCACIICHHBIX HACTOAIIHUM d)enepam,HHM 3aKOHOM W JpyTHUMHU
(benepanbHBIMU 3aKOHAMM IIPaB M 0053aHHOCTEH CTOPOH IO AOrOBOPY 00S3aTENILHOIO CTPAXOBAHUS, a TAKKE
HOPMATUBBI, OTPaKaIOIIME XapakTep M CTENEeHb MOBPEXICHHs 3/10pOBbs, YCTAHABJIMBAIOTCS THUIIOBBIMHU
IpaBUIaMU 00S3aTEILHOTO CTPAXOBAHMSL.

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

9. B ciiyyae mpuYMHEHHS Bpela JKU3HU IMAIMEHTa, yY4aCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO TperapaTa, BhITOAONPHOOpETaTeIIMU 110 JOTOBOPY 00S3aTEIHHOTO CTPAXOBAHUS SIBIISIOTCS
rpakaHe, MMEIOIIUME IPaBO Ha BO3MEUICHHE BpeJa B CilIydae CMEpPTH KOPMMIIbIA B COOTBETCTBUU C
TPaXXTaHCKUM 3aKOHOJATEeNbCTBOM, MPU OTCYTCTBUU TaKWUX TPaKIaH - POIUTENH, CYNpPYT, JETH YMEPIIEro
MalMeHTa, YYaCTBOBABIIEIO B KIMHUYECKOM HCCJIEIOBAHMM JICKAPCTBEHHOTO Ipernapara, B Cliydae CMEPTH
MalKUeHTa, YYacTBOBABILIEIO B KIMHUYECKOM HCCIEAOBAHUM JICKAPCTBEHHOTO IMpenapara ¥ HE HMEBIIETro
CaMOCTOSITENIBHOTO J0X0/1a, - TPaKJaHe, Ha WKIMBEHUU KOTOPBIX OH HAXOAWJICSA, B OTHOIICHUU BO3MEIICHUS
pacxoZoB Ha MOrpebeHHe MalKeHTa, Y4YacTBOBABILIETO B KIMHMYECKOM HCCIIEOBAHUM JIEKAPCTBEHHOIO
npernapara, - JIMIo, OHECIIee TaKKe PAaCXO/bl.

10. CTanOBaH BbITIJIaTa B CYCT BO3MCIICHHUA BpEaa, NPUIUHCHHOT'O JKU3HU MMAUCHTA, YHAaCTBOBABIICT'O
B KIMHUYCCKOM HUCCICIOBAaHNN JICKApCTBCHHOT'O npemnapara, pacnpeacirsacTcs MCKOY
BBII‘OI[OHpI/IO6peTaT€JISIMI/I MMPONMOPLHUOHAJIBHO UX KOJIMYCCTBY B PABHBIX JOJIAX.

I1. Tlpn HacTymiI€eHHWH CTPAXOBOrO Cilydas MAlWEHT, YYaCTBOBABIIMN B KIMHUYECKOM HCCIEIOBAHHU
JIEKapCTBEHHOT'O TIperapara, BBITOJONPHOOPETATeNIb BIPaBE MPEABSIBUTH HETMOCPEIACTBEHHO CTPaXOBIIUKY
TpeOOBaHNE O BO3MEIICHUU NMPUYMHEHHOTO Bpena. CTpaxoBas BBIILIATA OCYIIECTBISETCS CTPAXOBIIUKOM B
TEYeHHE TPUILATH JHEH CO THS NPEICTaBICHHUS HEOOXOIUMBIX AOKyMeHTOB. [lanueHT, y4acTBOBaBIIUI B
KIIMHUYECKOM HCCIIEIOBAaHUU JICKApPCTBEHHOTO TMperapaTa, WU BBITOJONPHOOpeTaTeNlb 00s3aH COOOIIUTH
CTPaxOBIIUKY Ui OCYIIECTBJICHUS CTPAaXOBOW BBIILJIATHl WHAMBUAYAIBHBIH WICHTU(OUKAIIMOHHBIA KO
MAIlMeHTa, YCTAHOBIICHHBI CTPaxOBaTeJIeM B COOTBETCTBHUM C THUIIOBBIMU IIPABWJIAMU O0S3aTEIIBHOTO
CTpaxOBaHUs.

12. JIo mosHOTO onpeneneHus pasmepa MoAJIeKalero BO3MEIEHUIO Bpela CTPAXOBUIMK I10 3asBJICHUIO
MALMEHTa, YYaCTBOBABUIETO B KIMHUYECKOM MCCIENOBAaHUU JIEKAPCTBEHHOI'O IIperapara, WIH 3asBICHUIO
BBITOIONIPUOOpETATENsl BIPABE OCYIIECTBUTH YACTh CTPAXOBOW BBIMJIATHI, COOTBETCTBYIONIYIO (aKTUUECKU
ONPEACICHHON YacTH TPUYMHEHHOT0 BpEa.

13. CtpaxoBasi BblIUIaTa B COOTBETCTBHM C JIOTOBOPOM O0S3aTEJIBHOIO CTPAaXOBaHUS OCYIIECTBISAETCS
HE3aBHUCHMO OT BBITLJIAT, MPUUYUTAIOIINUXCS IO IPYTUM BHUIaM CTPAXOBaHUSI.

14. He AO0IIYCKAC€TCA y4aCTHC IMalrCHTa B IIPOBCACHHUHN KIMHUYCCKOI'O HMCCIICAOBAHUA JICKAPCTBCHHOI'O
Ipernapara 1npu OTCYTCTBUU JOTOBOpa 00513aTEJILHOIO CTpaxOBaHUs.

15. KoHTpoJIb 3a UCTIOJTHEHUEM OpraHU3aluel, MOIyYUBIIEH pa3pelIeHne Ha OpraHu3aliio IPOBEACHUS
KIIMHUYCCKOT'O HUCCICAOBAaHHA JICKAPCTBCHHOI'O IIpCriapara AJid MCAUIIMHCKOI0 MPUMCHCHU, yCTaHOBJIeHHOI;'I
HAcTOsIIEH cTaThell O0O0SI3aHHOCTU MO O00s3aTENbHOMY CTPaxOBAaHMIO JKU3HHU, 3/10pOBbS MAIMEHTA,
y4acTBYIOIIEro  (y4acTBOBaBIIEro) B  KIMHUYECKOM  HCCJIEIOBAaHUM  JIEKAPCTBEHHOrO  Ipernapara,
OCYILECTBIIICTCSI  YIIOJIHOMOYEHHBIM  (DeZlepalIbHbIM ~ OpPraHOM —HCIOJHMTENBHOM BJIACTH, BBIJABILIUM
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pea. oT 27.12.2019) [okyMeHT npepoctasneH KoHcynbraHTlntoc

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

pa3pC€liCcHUC Ha MPOBCACHUC KIIMHUYCCKUX HCCIIEOBaHUM JICKApPCTBCHHBIX IIPCIIapaToB IJId MCAUIHUHCKOI'O
NIPpUMCHCHUS.

naea 8. MPOU3BOACTBO U MAPKUPOBKA JNIEKAPCTBEHHbBIX CPEACTB
CtaTtbsa 45. NMpon3BoACTBO NeKapCTBEHHbIX CPeaAcTB

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEACTB JODKHO COOTBETCTBOBAaTh TPEOOBAHMSM  IMpaBUII
Ha/JIeKaIIed MPOM3BOJICTBEHHON TNPAKTHKH, YTBEPKICHHBIM YIIOJHOMOUYEHHBIM (enepaabHbIM OpraHoM
HCIOJHUTENIBbHON BiacTh. OCOOEHHOCTH Mepexo/ia MPOU3BOJCTBA OTJENbHBIX JIEKAPCTBEHHBIX CPEICTB K MX
MPOU3BOJICTBY B COOTBETCTBUU C TpeOOBaHUSAMHU MpaBWJI HaJUIeKallell MNPOU3BOACTBEHHOM MpPaKTUKU
ycranaBnuBawoTcs IIpaBurensctBoM Poccuiickoit ®enepanuu. Bplgaya 3akilo4eHHMil O COOTBETCTBUHU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUAM IpaBHJ HaJJIEKalled MPOU3BOJCTBEHHOW MPAKTUKU
OCYILIECTBIIIETCS MO pe3ybTaTaM WMHCIEKTUPOBAHUS MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPENCTB B IOPSIKE,
ycraHoBieHHOM IIpaButensctBoM Poccuiickonn ®enepanuu. Pasmep miaTel 3a BblIady 3aKIOYEHUS O
COOTBETCTBUM  IPOU3BOJAUTENSI  JIEKAPCTBEHHBIX  CPEJICTB  TpeOOBaHMAM  MpaBWI  HaAJexallel
MIPOU3BOJCTBEHHOM TMpakTHKW ycraHaBiuBaercs IIpaBurensctBoM Poccmiickont ®enepamuu. Ilopsmok
OpraHM3aly U IIPOBEIEHUS MHCIEKTUPOBAHUSA IMPOU3BOAMTENCH JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBUE
TpeOOBaHUSAM TMpaBWJI HaJyUIeXkallell NPOU3BOACTBEHHOW TNPAKTUKU YycTaHaBiuBaercs IllpaBuTenbcTBOM
Poccuiickoit deneparnuu.

(B pen. @eaepanbubix 3ak0HOB 0T 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

2. IlpousBonacTBO JeKapCTBEHHBIX cpeacTB B Poccuiickoit  ®exepanuu  OCyIIECTBISETCS
MIPOU3BOJUTENIIMA JIEKAPCTBEHHBIX CPEACTB, MMEIOUIMMH JIMIIEH3UI0 Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpencts. IlonTBepxaeHne cOOTBETCTBUS JIMIICH3MATa IPAaBUIaM HaJJeKalleld MPOU3BOICTBEHHON NMPaKTUKU
OCYILECTBIISICTCSI B paMKaxX JIHMIIEH3MOHHOTO KOHTPOJISI B COOTBETCTBMU C 3aKOHOZATENbCTBOM Poccuiickoit
denepaluy ¢ y4eToM 0COOCHHOCTEH, YKa3aHHBIX B yacTu | HACTOsIEH CTaThH.

(B pen. @enepanbbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 22.12.2014 N 429-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCA C COOJIOJieHneM TpeOoBaHMIA
MIPOMBIINIJICHHOI'0 PErilaMCEHTa, KOTOpBIﬁ YTBEPKOAACTCA PYKOBOAUTCIEM IIPOU3BOAUTECIIA JICKAPCTBCHHBIX
CPE/ICTB W BKJIOYACT B ceOs MepeueHb UCIOIb3yEeMbIX (apMaIleBTUYCCKHX CYOCTaHIIMKA M BCIIOMOTATEIIbHBIX
BEIIECTB C YKa3aHHWEM KOJIMYECTBAa KaXKJOTO M3 HUX, JaHHBIE 00 HCIIOJIb3YyeMOM O0OpPYJIOBaHHMH, OMHCAHUE
TEXHOJIOTHYECKOT0 TpoIecca U METOIOB KOHTPOJIS Ha BCEX ATAmax MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB.

Koncynsrantlntoc: mpumeganue.
C 29.12.2020 B 4. 4 ct. 45 BHOCsTCS m3MeHeHUs (D3 ot 27.12.2019 N 481-D3).

4. Tlpu mnpoU3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCHOIB3YIOTCS (hapmarieBTHUECKHe CYOCTaHIINUU,
CBEJICHUSA O KOTOPBIX COJEPIKATCS B TOCYJAapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPEACTB, 3a MCKIIOUYECHUEM
(dapmaneBTHUECKUX CYOCTaHIMA, MPOU3BOJUMBIX [UIsl TPOBEACHHS KIMHHUYSCKUX WCCIICIOBAHUA W JUIS
skcriopta. K mporeccy mnpousBojacTBa (dapManeBTUUECKOW CYOCTAaHIIMM OTHOCSTCS JIIOOBIE CTaJuu
TEXHOJIOTHYECKOT0 MpPOoIecca, MO3BOJISIIOIINE MOJIYYUTh TOTOBBIA MPOIYKT, COOTBETCTBYIONINI TpeOOBaHUAM
¢dapmakomeiiHoil  cTaThbu, B TOM 4ucie (QepMeHTalus, OKCTPaKLMsi, OYHMCTKA, BbBIJCIICHUE,
MepeKpUCTAUIM3AIMs, BEICYIIMBAaHUE, U3METbYCHUE.

(B pen. @enepanbHbix 3aKkOHOB 0T 22.12.2014 N 429-03, ot 27.12.2019 N 462-D3)

4.1. HepequL JICKApPCTBCHHLIX NpCrapaToB A MCAULIMUHCKOTIO MPUMCHCHHA, B OTHOIICHHUU KOTOPBLIX
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

yCTaHaBIMBAIOTCA TpeOOBaHUSA K O0OBEMY Taphl, YMAKOBKE W KOMIUIEKTHOCTH, MEPEUYEHb JIEKApCTBEHHBIX
MpernapaToB AJsi BETEPHHAPHOTO TPUMEHEHUS, B OTHOIICHHH KOTOPBIX YCTaHABIMUBAIOTCS TpPeOOBAHUS K
00BEMY Tapbl, a TaKXkKe TPEOOBaHUS K 00bEMY Tapbl, YIIAKOBKE U KOMILJICKTHOCTH JICKAPCTBEHHBIX MPENapaToB
UL MEIWUMUHCKOTO TPUMEHEHHs, TpeOoBaHUs K OOBEMy Tapbl JIEKapCTBEHHBIX TMpenapaTtoB MJis
BETEPUHAPHOTO TIPUMEHEHUSI OMPEIEISIIOTCS COOTBETCTBYIONIMMHU YIOJHOMOYCHHBIMU  (hesiepaibHBIMU
OpraHamMu MCIOJHUTEIBHOM BIACTH B Mopsjike, yctaHoBIeHHOM [IpaButensctBoM Poccuiickoit denepaiu.
(uacts 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

Koncynprantlmoc: mpuMeyanue.
C 29.12.2020 B 4. 4.2 cT. 45 BHOCsTCS M3MeHeHus (D3 ot 27.12.2019 N 481-D3).

4.2. OpraHuzanuy, OCYIIECTBISIOUINE MPOU3BOJICTBO (hapMalleBTHUECKONH CyOCTaHIIMM CHHpTa
STWJIOBOTO (9TaHONA) M MPOU3BOJCTBA CIHPTOCOACPKAIIUX JIGKAPCTBEHHBIX MIPEMapaToB, O0Os3aHbI
OCYILECTBIISATh YUET U JICKIApUPOBAHUE B MOPSJIKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOro 3akoHa
ot 22 Hos0ps 1995 roma N 171-®3 "O rocymapcCTBEHHOM pETyJIMPOBAHUU MPOU3BOACTBA W 000OpOTa
STWJIOBOTO CHHUPTA, AJKOTOJBbHOM M CHHpTOCOAep kalleid MPOAYyKIUMH U 00 OrpaHUMYEHUU MOTpediieHus
(pacriuTHsI) aTKOTOJLHON IPOYKIIUN".

(dacts 4.2 BBenena @enepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. WnauBunyalbHble NPEANPUHUMATENN WU IOPUIUYECKHE JIMIA, OCYIIECTBISAIOUIME 3aKylKy U
UCIIONIb30BaHUe (hapMalleBTHUECKOW CyOCTaHIIMM CHHpTa ATUIOBOTO (3TaHONA), a TaKKe MPOU3BOJCTBO,
M3TOTOBIICHHE ¥ (MJIH) 000POT (32 UCKIIIOUEHHEM PO3SHHUYHOHN MPOAAXKH) CIIUPTOCOACPIKAINX JICKAPCTBEHHBIX
MpenapaToB, 00s13aHbl OCYIIECTBIIATh UX YYET U JCKJIApUPOBAHUE B MOPSAKE, YCTAHOBJIEHHOM CTaThsIMU 8 U
14 denepanpHoro 3akoHa OT 22 Hos0ps 1995 roma N 171-®3 "O rocymapCTBEHHOM peryJIHpPOBAHUU
IPOU3BOJACTBA M 000pOTa STUJIOBOTO CIHUPTA, AalKOTOJIBHOW M CIHPTOCOAEpIKAIlleH MNPOAYKIUH U 00
OTpaHUYEHUU MOTPEOICHHS (PACTIUTHS) AIKOTOJIBHON MPOAYKIIHH'".

(uactp 4.3 BBeneHa PenepanbHbIM 3ak0HOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu TpOM3BOJICTBE JIGKAPCTBEHHBIX MPEMApaTOB JJIsl BETCPUHAPHOTO MPHUMEHEHHS JIOIYCKaeTCS
WCIOJB30BAHNE TPOW3BEICHHBIX ISl peanu3aiud  (apMaleBTHYECKHX CYyOCTaHIMA, BKJIIOUEHHBIX B
TOCYAAapCTBEHHBIH  PEeCTp  JICKAPCTBEHHBIX  CPEACTB  YHOJIHOMOYCHHBIM  (pelepalbHbIM  OpPraHOM
UCTIOJIHUTENILHON BIJIACTH, OCYLIECTBIISIOIIMM BEJCHHE TOCYAapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEICTB
JUIS METUITTHCKOTO TIPUMEHEHUSI.

(uactp 4.4 BBeneHa @enepanbHbIM 3ak0HOM 0T 02.08.2019 N 297-D3)

5. 3anpermaercs MPOU3BOICTBO:

1) nekapCTBEHHBIX CPEACTB, HE BKIFOUEHHBIX B TOCYJapCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEICTB, 3a
MCKITIOYEHHEM JIEKaPCTBEHHBIX CPE/ICTB, MPOU3BOJMMBIX /ISl IPOBEACHHS KIMHUYECKUX UCCIICTOBAHUMN U IS
IKCIIOPTA;

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

3) nekapCTBEHHBIX CPEJCTB 0€3 JUIEH3UU Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB;

4) nekapCTBEHHBIX CPEACTB C HAPYIICHHEM TPAaBUJI OpraHU3alMK MPOU3BOJCTBA U KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB;
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06 obpalleHn nekapCTBeHHbIX CPeaCTB

Koncynprantllotoc: npumeuanue.
C29.12.2020 1. 5 4. 5 crt. 45 yrpauuBaet cuiy (O3 ot 27.12.2019 N 481-D3).

5) dbapManeBTHUECKOM CyOCTaHIIMU CIIMPTA STHUIOBOTO (3TaHOJA) HAa TEXHOJIOTHYECKOM 00OpYA0BaHUH,
KOTOpOE HE 3aperucTPUpPOBAHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBUU ¢ DepepaibHbIM 3aKOHOM OT 22
HOs10pst 1995 roma N 171-@3 "O rocynapCTBEHHOM pEryJIMpOBAaHUM IMPOM3BOACTBA M 000POTa 3THIOBOTO
CIHPTA, AJIKOTOJIBHOM M CIUPTOCOAEpIKAIICH NPOMYKIHMH M 00 OTrpaHWYCHUH TOTpeONeHHUs (pachuThs)
AJIKOTOJILHOM MPOIyKIUH'".

(n. 5 BBeneH DenepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

Koncynprantllntoc: mpumeuanue.
C 29.12.2020 4. 5 ct. 45 nononusiercsi m. 6 u 7 (O3 ot 27.12.2019 N 481-D3).

6. I[Ipu BBOJIE IEKAPCTBEHHBIX CPEICTB B TPAKIAHCKUN 000POT YIIOJHOMOUYEHHOE JIMILIO TPOU3BOANUTENS
JIEKapCTBEHHBIX CPEACTB  OCYIIECTBIAET IOATBEP)KICHHE COOTBETCTBUS  JIEKAPCTBEHHBIX  CPEJICTB
TpeOOBaHUAM, YCTAaHOBJIEHHBIM IPU MX IOCYIAapCTBEHHON PErUCTpPaIMM, U TapaHTUPYET, UYTO JIEKAPCTBEHHBIE
cpeacrtea MpPOU3BCACHBI B COOTBCTCTBUH C Tpe6OBaHI/I$IMI/I IpaBuJI Hannencameﬁ Hp0H3BOHCTBeHHOﬁ
IPAKTUKU.

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

7. VIIOIHOMOYEHHBIM JIMIIOM TPOU3BOJAUTEINSl JIGKAPCTBEHHBIX CPEJCTB SBISIETCS €ro pabOTHUK,
aTTeCTOBaHHBIH B YCTAHOBJICHHOM YIOJHOMOYCHHBIM (e/lepalbHbBIM OPraHOM HCIIOJIHUTEILHONW BJIACTH
MOpSZIKE U MMEIOIIMKA CTaX paboThl HE MEHEee YeM MATh JIeT B 00JacTH MPOU3BOJCTBA M (WUJIM) KOHTPOJISL
KauecTBa JICKAPCTBEHHBIX CPEJCTB, BhICIIEE 00pa3oBaHHE COOTBETCTBEHHO IO OJHOHM U3 CIENHUAIbHOCTEH U
(wmu)  omHOMY W3 HAmNpaBlIEHWH  TMOATOTOBKH:  OWOJOTHS,  OHOTEXHOJOTHS,  BETEpPHHAPHS,
BETEpPUHAPHO-CAaHUTApHAS  OKCIEPTH3a, KIWHUYECKas MEIWIMHA, paJualfoHHas, XUMUYeCKas |
Ouostornveckas 3ammra, papmanus, pyHaaMeHTaTbHass MEAUIINHA, XUMAYECKAst TEXHOJIOTHS, XHMUSL.

(B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. IIpon3BoMTENH JTEKAPCTBEHHBIX CPECTB (3a UCKIIIOYEHHEM (hapMalleBTHUECKOW cyOCcTaHIIMK CIIUpTa
STHJIOBOTO (3TaHOJA) MOTYT OCYILECTBIISATh MPOAAXY JIEKaPCTBEHHBIX CPEACTB MM IepelaBaTh UX B
YCTaHOBJIEHHOM 3aKOHO1aTenbcTBOM Poccuiickoii denepanuu nopsjke:

(B pen. ®enepanbHoro 3akona ot 29.07.2017 N 278-03)

1) ApyruM mpoU3BOIUTEISM JIEKAPCTBEHHBIX CPEJCTB JAJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aIysaM ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHBIM OpraHMU3alMsIM, BETEPUHAPHBIM AaNTEYHBIM OpraHU3alUsSM, WHAUBHAYAIbHBIM
npeaAupuHuMaTeIisiM, HMCIOIIUM JIMICH3UIO Ha (I)apMaLIeBTI/I‘-IeCKYIO ACATCIBHOCTh HJIM JIMICH3UMIKO Ha
MEIULMHCKYIO AESITEILHOCTD;

4) HayYHO-UCCIIEOBATEIILCKUM OPTraHU3aIUsIM sl HAyYHO-UCCIIEIOBATEIHCKON pabOThI;

5) MEAMIIMHCKUM OpraHU3alUsM U BETEpUHAPHBIM OpPTraHU3alHsIM;

6) opraHu3anusaM W HHIAUBUAYAJIBHBIM IMPCANPUHUMATCIIAM, OCYIICCTBILAOINIUM  pPa3BCACHHC,

www.consultant.ru Crpanuua 95 mn3 129
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
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(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

BBIPALIMBAaHNE M COJEp)KaHHE >KUBOTHBIX (32 MCKIIIOYEHUEM MPOJaXH UM (hapMalleBTUUECKHX CyOCTaHIHMA
WIN UX Tepeaayn).
(n. 6 B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantllimroc: mpuMedaHue.
C 29.12.2020 B 4. 9 ct. 45 BHOCsATCs m3meHeHus (D3 ot 27.12.2019 N 481-D3).

9. [TIlpowsBoamtenu (apManeBTUUYECKOW CYOCTaHIIMM CHOHpPTAa OSTWIOBOTO (3TaHONa) OOsS3aHBI
OCYLIECTBIIAITh pealu3alrio (Meperadyy B YCTAaHOBJIEHHOM 3aKOHOJAaTelbcTBOM Poccuiickoit ®enepanuun
nopsiike) (hapManeBTHUECKOM CyOCTaHIIMUA CHIHMPTa 3TUIIOBOTO (dTaHOJIA) MPOM3BOAUTENSIM JICKAPCTBEHHBIX
CPEACTB Ui IMPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB B €MKOCTAX 0ObeMOM He Oozee | nurpa U (Wiam) He
meHee 1000 nuTpoB, a opraHM3alusaM, YKa3aHHbIM B IIyHKTax 2 - 6 4acTH 8 HAcToslIEeW CTaTbu, B Tape
o0beMoM He Ooiee 1 nuTpa.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Koncynprantllimroc: mpuMedaHue.
C 29.12.2020 cr. 45 nononnsiercs 4. 10 m 11 (®3 ot 27.12.2019 N 481-D3).

CraTtbsa 46. MapkupoBKa fieKkapCTBEeHHbIX CPeAcTB

1. JlekapcTBeHHbBIC TIpemaparhbl, 3a HCKIIOYECHHEM JICKAPCTBEHHBIX MPENapaToB, H3TOTOBICHHBIX
anTeYHBIMH  OpraHW3alMsIMH, BETCPUHAPHBIMH  aNTEYHBIMH  OpTaHHM3alUsSMH, HHIUBUIYyaJTIbHBIMU
npeaAnpuHuMaTeIsIMu, UMCIOIIUMHA JIMIICH3UIO Ha Q)apMaL[eBTI/ILIeCKYIO ACATCIIbHOCTD, JOJIKHBI IMOCTYIIATh B
oOpareHue, eciu:

1) Ha UX epBUYHON YNaKOBKE (32 MCKJIIOUEHUEM MEPBUYHON YIAKOBKU JIEKAPCTBEHHBIX PACTUTEIbHBIX
[IPENaparoB) XOPOLIO YUTAEMbIM HIPU(PTOM Ha PYCCKOM SI3BbIKE YKa3aHbl HaMMEHOBAHHE JIEKAPCTBEHHOI'O
npenapaTta (MeXIyHapOJHOE HENaTeHTOBAHHOE, WM TPYNIHMPOBOYHOE, MM XUMHYECKOE, WM TOProBOe
HalMEHOBAHUE), HOMEp CEpHUH, JaTa BBIMYCKa (7 MMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX IpenapaToB),
CPOK TO/IHOCTH, JI0O3UPOBKA HJIM KOHLEHTpAIHsi, 00beM, aKTUBHOCTh B €IMHHIIAX JIEHCTBUSA WIM KOJIUYECTBO
A03;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEOUTENIBCKOM) YMAaKOBKE XOPOIIO YMTAEMBIM IIPU(PTOM Ha PYCCKOM SI3BIKE
yKa3aHbl HAWMCHOBaHHME JICKQPCTBEHHOTO Tmpenapara (MEXIyHapoJHOE  HENAaTeHTOBaHHOE, WA
TPYNIUPOBOYHOE, WJIM XUMHUYECKOE U TOProBO€ HAMMEHOBaHWs), HAWMEHOBAHHE MPOU3BOIUTENS
JICKapCTBEHHOTO IMpernapara, HOMEp CepHH, Jara BbIMycka (A7 MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX
IperapaToB), HOMEP PETUCTPAIMOHHOTO yJIOCTOBEPEHUS, CPOK TOJHOCTH, CIOCOO MPHUMEHEHUs, JTO3UPOBKA
WM KOHIICHTpamus, OO0BEM, aKTUBHOCTh B €IWHUIAX JCHCTBUS JIMOO KOJMYECTBO JI03 B YIAKOBKE,
JeKapcTBeHHast (hopMa, YCIOBHUS OTITyCKa, YCIOBHUS XPaHEHUS, IPEIyTPEIUTEIIbHbBIC HA IITHCH.

(B pen. DenepanbHbix 3akoHOB OoT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2. ®apmarieBTUYeCKHE CyOCTaHLIMU IOJKHBI TIOCTYNaTh B 0OpallleHle, eClid Ha UX MEePBUYHON yIaKoBKe
XOPOIIO YUTAEMBIM HIPUPTOM Ha PYyCCKOM SI3bIKE yKa3aHbl HaMMEHOBaHHE (hapMaleBTHUECKOW cyOcTaHIMU
(MexyHapoJIHOE HENATEHTOBAHHOE, WM TPYIIIMPOBOYHOE, WM XMMHUYECKOE U TOProBO€ HAaUMEHOBaHU),
HaUMEHOBAaHME MPOU3BOJUTENS (apMalleBTUYECKOM CyOCTaHIIMM, HOMEpP CEpUH U JaTa HM3TOTOBIICHUS,
KOJIMYECTBO B YIIAKOBKE U €AUHULIBI U3MEPEHUS KOJIUYECTBA, CPOK F'OJHOCTH U YCIOBUSA XPAHEHHUS.
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(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. .HeKapCTBeHHBIe cpeacTBa B Ka4YCCTBC CBIBOPOTOK HOJDKHBI IMOCTYNAaTh B 06pa1ueH1/Ie C YKa3aHUCM
JKUBOTHOI'O, U3 KPOBH, IIJIa3MbI KPOBU, OPraHOB U TKaHEH KOTOPOI'0 OHU ITIOJIYYCHBI.

4. Ha BTOpuuHYyIO (HOTpPEOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJYUYEHHBIX U3 KPOBH,
IJ1a3Mbl KPOBU, OPTAaHOB M TKAHEH 4YeJIOBEKa, JOJKHA HAHOCUThCS Haanuck: "Antutena k BUY-1, BUY-2,
BHUpycy renatuta C U MOBEpXHOCTHBIM aHTUTE€H BUpyca renatuta B orcyrcrByror".

5. Ha nepBuYHyIO YNaKOBKY M BTOPUYHYIO (IOTPEOMTEIbCKYIO) YNMAKOBKY paarodapManeBTHUECKUX
JIEKapCTBEHHBIX CPEJICTB JOKEH HAHOCUTBCS 3HAK PaJMalliOHHON OIAaCHOCTH.

6. Ha BrOopuuHyl (MOTpEOUTENBCKYIO) YIMAKOBKY TOMEOMATHYECKUX JICKAPCTBEHHBIX IPENapaToB
JOJKHA HAHOCUThCS HaANKCh: "['omeonaTnyeckuit”.

7. Ha BTOpHYHYIO (ITOTPEOUTETHCKYIO) YITAKOBKY JICKAPCTBEHHBIX PACTUTEIBHBIX MPEMapaToB JODKHA
HAHOCUTHCS HaaMKCh: "[Ipoaykiusa npouuia paauaiOHHbIA KOHTPOJIb'.

8. Ha mepBuYHYyI0 yMakoBKy (€CiH AJis 3TOTO CYIIECTBYET TEXHHUYECKas BO3MOKHOCTh) M BTOPUUHYIO
(MOTpeOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBIX IPENapaToB, MPEAHA3HAUCHHBIX IS KIMHHYECKHX
HCCIIeIOBAaHUM, JOJDKHA HAHOCUTHCS HAAMUCh: " {71 KITMHUYECKUX HCCIe0BaHNN".

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

9. YmakoBka JICKAPCTBCHHLBIX CPEACTB, MPCAHA3HAUYCHHBIX HCKIIFOYUTCIBHO JJIA SKCIIOPTa, MApPKHUPYECTCA
B COOTBCTCTBHUH C Tpe60BaHI/I5IMI/I CTpaHbI-UMIIOPTEPA.

10. Ha tpaHcnopTHyto Tapy, KOTopas He IpeJHa3HaueHa JUIsl MOTpeOuTeneld U B KOTOPYIO MOMEIIEHO
JIEKapCTBEHHOE CPEJCTBO, JIOJDKHA HAHOCUTHCA HMH(OpMalus O HAWUMEHOBAaHUH, CEPUU JIEKaPCTBEHHOTO
CpeZCTBa, JAaTe BBITYyCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENHCKUX) YIAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BOUTEIIE JIEKAPCTBEHHOI'O CPEACTBA C YKAa3aHUEM HaUMEHOBAHUS U MECTOHAXOXKICHUS IPOU3BOIUTENS
JIEKapCTBEHHOT'O CpejacTBa (agpec, B TOM YHMCIE CTpaHa W (WIM) MECTO IMPOU3BOJCTBA JIEKAPCTBEHHOI'O
CpEZCTBA), a TAK)XXE O CPOKE FOJHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA U 00 YCIIOBUSX €0 XpaHEHHs U IEPEeBO3KH,
HE0OXO0IMMbIE NPeAyNpeAUTENbHbBIE HAAITUCH U MAHUITYJIITOPHbIE 3HAKH.

11. Ha mepBUYHYIO YIAaKOBKY ¥ BTOPHUHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS JI0JDKHA HAHOCUTBCS HAAMUCh: " [[J1s1 BeTepHUHApHOTO MPUMEHEHU "

12. Ha BTopuuHyto (mOTpeOUTENBCKYIO) YIAKOBKY JISKAPCTBEHHOTO IMpenapara HAHOCUTCS IITPUXOBOM
KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUANCKYIO ®EOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOUN ®EOEPALIU
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. MNopsaok BBO3a feKapcTBEHHbIX cpeactB B Poccuuckyro depepauuto u
BblBO3a fleKapCcTBeHHbIX cpeacTB U3 Poccunckon Penepaumm
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHBIX cpexnctB B Poccmiickyro ®Denepanuro OCyHIECTBISETCS B IOPSJIKE,
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ycranoBieHHOM [IpaButenbctBoM  Poccuiickoii ~ ®exepanuu, B COOTBETCTBUHM C  TaMOXEHHBIM
3aKOHOJATEIbCTBOM TaMoXeHHOro coro3a B paMmkax EBpA3DC (nmanee - TamoxkeHHBIH cor03) W (WiIM)
3aKOHOJaTeNbCcTBOM Poccuiickoit denepaunv 0 TAMOKEHHOM JEJIE.

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

2. BBosumbie B Poccuiickyro @enepanuio JEKapCTBEHHbIE CPEACTBA JIOJDKHBI COAEPKATHCA B
roCyJJapCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/CTB.
(B pen. ®enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Jomyckaercs BBo3 B Poccuiickyto ®denepannio KOHKPETHON MapTUH 3apeTUCTPUPOBAHHBIX U (WJIH)
HE3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB, MMPCAHA3HAYCHHBIX MJIA MPOBCACHUA KIMHUYCCKHUX
I/ICCJ'ICI[OBaHI/If/'I JICKAPCTBCHHLIX IpE€HapaTroB, IIPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBLIX CPCACTB JIA
OCYIIIECTBIICHHUS] TOCYJApCTBEHHON pPETHCTpPAallMK JICKApPCTBEHHBIX TpENapaToB WM JJIsi  OKa3aHUs
MEIUIMHCKON TOMOIIM MO XM3HEHHBIM ITOKAa3aHMSAM KOHKPETHOTO MAllMeHTa Ha OCHOBAHUH pa3peIIeHHS,
BBIZITAHHOTO yIIOJTHOMOYEHHBIM (pelepalbHbIM OpPTaHOM HCIIOJNHUTENBHONH BJIACTH IO 3asBICHUSM JIHII,
yKa3aHHbIX B cTaThe 48 Hactosmero deaepanbHOro 3aKkoHa. PaccMOTpeHHe Takoro 3asBlCHHS M MPUHATHE
pelleHus O BbIJA4Y€ pa3pellieHUuss Ha BBO3 KOHKPETHOW NApTUM 3apErMCTPUPOBAHHBIX M (WJIM)
HE3apCTUCTPUPOBAHHLIX JICKAPCTBCHHBIX CPCACTB, MNMPECAHA3HAYCHHBIX JIA MPOBCACHUA KIMHUYCCKHUX
I/ICCJ'Ie,ZIOBaHI/Iﬁ JICKAPCTBCHHBIX IIpE€rapaToB, IPOBCACHHA OKCIICPTU3bI JICKAPCTBCHHBIX CPCIACTB I
OCYILIECTBIICHHS TOCYJapCTBEHHOH pEruCTpalMy JIGKapCTBEHHBIX INPEMapaToB WM JUIS  OKa3aHWs
MEIUIMHCKON IMOMOIIYM MO >KU3HEHHBIM ITOKa3aHHWSM KOHKPETHOTO ManueHTa Ju0o 00 OTKa3e B Bbliaue
YKa3aHHOTO pa3pelIeHus] MPOU3BOIATCS B CPOK, HE MPEBbIMIAIOIIMN MATH pabouux aHel. [lnata 3a Bbinauy
YKa3aHHOTO pa3pelIeHus HE B3UMaeTCsl.

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

KoncynwsranTtlloroc: mpuMedanue.
C 01.03.2020 crt. 47 nononnsiercs 4. 3.1 (D3 ot 27.12.2019 N 475-D3). CMm. Oyay1iyro peaakiiuio.

4. B Poccuiickyto ®enepannio MOXKHO BBO3UTH JIEKAPCTBEHHBIE CpPEICTBA, KAYeCTBO KOTOPBIX
MOATBEPKICHO CEePTHUPHUKATOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, YIOCTOBEPSIOUIMM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUAM (apMakoNeHHbIX craTei MO0 B Cilydae MX OTCYTCTBUS
HOPMATUBHOW JOKYMEHTAIMH WJIX HOPMATUBHOTO JJOKYMEHTA.

(B pen. ®enepanbhoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpemraercs BBo3 B Poccuiickyro ®enepannio ¢anbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
HC)IO6pOKaq€CTBeHHBIX JICKApCTBCHHBIX CPCACTB, KOHTpa(baKTHLIX JICKApPCTBCHHLBIX CPCACTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. ®@anbcupUUUPOBAaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HETOOPOKAUECTBEHHBIE JIEKAPCTBEHHBIE CPECTBA
NOJUIE)KAaT WU3BATUI0O M IOCIENYIOIIEMYy YHMUYTOKEHUIO MM BbIBO3y u3 Poccuiickoin ®epnepanumy,
KOHTpadaKTHBIC JIEKAPCTBEHHBIE CPE/ICTBA - UIBATHIO U TOCIEAYIONEMY YHUUTOKEHHUIO. Y HUUTOKCHHE WIIN
BbIBO3 U3 Poccuiickoit @enepannn panbCupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CpPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 3a CYET JIHIA,
OCYIIECTBUBILIETO MX BBO3. [lOpsSAOK YyHHMUTOXEHUS U3BATHIX (PambCUUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB
ycranasinusaercs [IpasurensctBom Poccuniickoit denepanun.

(B pen. ®enepanbuoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluma, ocymectrisiomue BBo3 B Poccuiickyro ®enepanuio ¢anbcuuIMpoBaHHBIX JEKapCTBEHHBIX
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CPEICTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEACTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUM C TaMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOKEHHOro coro3a U (WIN)
3aKOHOJaTeNbCcTBOM Poccuiickoi denepatniv 0 TAMOKEHHOM JEJIE.

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

8. BriBo3 nekapcTBeHHBIX cpencTB u3 Poccuiickoit denepannu ocyiiecTBiasieTcss 6€3 MPUMEHEHUS
OTpaHUYEHUH, YCTaHOBJICHHBIX TAaMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXEHHOro cow3a U (Win)
3akoHoJaTenbcTBOM Poccuiickoii ®enepauu O TrocylapCTBEHHOM PEryJMpPOBaHUM BHEIIHETOPTOBOM
JESTEIIBHOCTH.

(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

9. BBom B TpaxkgaHCKHII O0OpPOT JIEKAPCTBEHHBIX TMPEMApPaTOB MJII MEIUIUHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccmiickyto denmeparuio, OCymIECTBISIETCS C COONIOACHHEM TPeOOBAaHHM, YCTaHOBIIEHHBIX
crarbeil 52.1 Hacrosiero @eaepaibHOTO 3aKOHA.

(uacts 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-D3)

Cratbsa 48. lOpnanyeckue nuua, KOTOpbIM paspelleH BBO3 JfleKapCTBEHHbIX CPeAcTB B
Poccuimckyro ®egepauuto
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpeacTBa B Poccuiickyro denepanno MOTyT BBO3HUTD:
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

1) mpou3BOIUTENN JICKAPCTBEHHBIX CPEICTB IJIS IIeJiell COOCTBEHHOT'O MPOW3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB;

2) WHOCTpaHHblE pPa3pabOTYMKK JIEKAPCTBEHHBIX CPEICTB U HMHOCTPAHHBIE MPOU3BOAUTEIU
JIEKapCTBEHHBIX CPEJICTB WM JIpyr'He IOpUAMYECKHE JIMIa IO MOPYYEHHUIO Pa3paboT4MKa JIEKapCTBEHHOI'O
CpPEICTBA [UIsl NPOBEICHMs KIMHUYECKUX HCCIEIOBAaHUI JIEKapCTBEHHOIO IIpenapaTa, OCYIIECTBICHUS
rOCYJJapCTBEHHON PErucTpaluy JIEKApCTBEHHOTO Iperapara, BKIUEHUs (apMaleBTHUECKOW CyOCTaHIIMU B
rOCY/apCTBEHHBII PEECTp JIEKAPCTBEHHBIX CPEJCTB, KOHTPOJS KadeCcTBAa JIEKAPCTBEHHBIX CPEICTB IpHU
HAIMYAHA Pa3pelieHnss YHNOJHOMOYEHHOTO (helepaqbHOTO OpraHa HWCIOJHUTEIBHONH BJIACTH Ha BBO3
KOHKpETHOW MapTHH JIEKapCTBEHHBIX CPE/CTB;

3) opranuzanuu ONTOBOM TOPTrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMY;

4) Hay4YHO-MCCIIEIOBAaTEILCKHE OpraHU3alli, 00pa30BaTeNIbHbIE OPTaHU3AIMH BBICIIETO 00pa30BaHMUS,
MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB JUIs pa3paOOTKH, HCCIEAOBaHMM, KOHTPOJS O€30MacHOCTH,
KayecTBa, H(PQPEKTUBHOCTH JICKAPCTBEHHBIX CPEJACTB TPU HATUYMK PA3PEIICHUS YIOJTHOMOUYEHHOTO
(enepanbHOrO OpraHa HCIOIHUTEIHHOH BIacTH;

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

5) MeAMLIMHCKUE OpraHU3alluK, UHbIE YKa3aHHbIE B ITyHKTax | - 4 HACTOSIIEH CTaTbu OpraHU3aLuu JJis
OKa3aHUs MEIULMHCKOM IOMOIIY II0 >XU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO MalMEHTa IPU HAJIWYUHU
pas3pelieHus yIoJIHOMOYEHHOTO (hefiepaibHOro OpraHa UCTIOJIHUTEIBHON BJIACTH Ha BBO3 KOHKPETHOM MapTun
JIEKapCTBEHHOTO Mperapara, BHIJIAHHOIO B YCTAHOBJICHHOM IMOpsAKE B (OpPME AIIEKTPOHHOTO TOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOW KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO.

(B pen. ®enepanbpHoro 3akona ot 12.03.2014 N 33-D3)
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Koncynprantllntoc: mpumeuanue.
C 01.03.2020 cr. 48 pononnsiercs m. 6 (O3 ot 27.12.2019 N 475-®3). Cm. Oyay1lyto peaaKuio.

Cratba 49. [JoKyMeHTbl, npeAacTaBnsieMble B TaMOXeHHble opraHbl Poccunuckoun
depepaumu npu BBO3e NieKapCTBeHHbIX cpeacTB B Poccunckyro ®epnepauyuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. IIpu BBO3E JIeKapCTBEHHBIX CpeaAcTB B Poccuiickyro depepaiuio B TaMOXEHHbIE opranbl Poccuiickoit
Qenepanii  HapsiLy € JOKYMEHTaMH, TIPECTaBICHHE KOTOPBIX MPEIyCMOTPEHO TaMO>KEHHBIM
3aKOHOAATETBCTBOM TaMOXEHHOro cow3a U (MIM) 3aKoHOAaTelnbcTBOM Poccuiickoit denepanuu o
TaMOXCHHOM ACJIC, IPCACTABIIAIOTCA CIICAYIOIUC NOKYMCHTBI:

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

1) cepTudukar npou3BOAUTENS JEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSAIOIINN COOTBETCTBUE BBO3UMOTO
JIEKapCTBEHHOI'O CPEJCTBA TPeOOBaHUAM (papMaKONeHON CTaThby JUOO B Cilydyae ee OTCYTCTBUSI HOPMaTUBHON
JOKYMEHTAIIMU WM HOPMATHUBHOTO TOKYMEHTA;

2) pa3pelieHue yIoJIHOMOYEHHOT0 (peiepaibHOr0 OpraHa HCIOJIHUTENBHOM BIACTH Ha BBO3 KOHKPETHOM
NapTUM JIEKAPCTBEHHOI'O CPEACTBA B ClIydasX, YCTAaHOBJEHHBIX YacTbl0 3 cTaThu 47 HACTOALIETO
denepanbHOro 3aKOHa.

2. JloxyMeHTBI, yKa3aHHble B MyHKTax | m 2 wyactu | Hacrosmied cTaTbM, NPEACTABIAIOTCS B
TaMoKeHHble opranbl Poccuiickoii ®denepaunu npu NpUOBITUH JIEKApCTBEHHBIX cpeAcTB B Poccuiickyro
®denepanuio.

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

CraTtbsa 50. BBo3 nekapcTBeHHbIX npenapaTtoB B Poccumnckyo ®egepauuio ans nMM4YHOro
MCMONb30BaHUA W WHbLIX HEKOMMep4YeCKMX LuefieM, a TakKke Ans MUCNonb30BaHUA Ha
TeppuTOpUMN MeXayHapoaHoOro MeaMLMHCKOro Krnacrepa
(B pen. DeaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IIpenapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro denepanuto 6e3 yuera TpeOOBaHUi,
IPETyCMOTPEHHBIX yacTsMu 1 - 4 crateu 47, cratbamu 48 u 49 Hacrosiero deaepanbHOro 3aKOHA, €CIIM OHU
MpeIHa3HAYCHBI JUTS:

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

1) nuyHOrO MCHOJIB30BaHUS (PU3MUECKUMH JUIaMu, NpuoObBIIMMU B Poccuiickyro ®denepauuto. Ilpu
9ToM BBO3 B Poccuiickyro denepanuio JeKapCTBEHHBIX IPENapaToB, COAEPKAIMX CHJIBHOACHCTBYIOLINE U
(M) AI0BUTHIE BEIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B CIIMCOK CHJIBHOACWCTBYIOIIUX BEIIECTB IS
LieJIe YyroJIOBHOTO 3aKoHozarenbeTBa Poccuiickon denepanuu U B CIIMCOK AOBUTBHIX BEIIECTB Ul LieNed
YTOJIOBHOIO 3akoHoxaarenbcTBa Poccuiickoit @enepaumu, yrtBepkaeHHblEe [IpaButensctBom Poccuiickon
®denepanun, OCyIIECTBIAETCS MIPU HAIWYMK JOKYMEHTOB (3aBEPEHHBIX KONUMN JTOKYMEHTOB WIIM 3aBEPEHHBIX
BBIMUCOK M3 HHX), MOATBEPKAAOMUX Ha3HAueHUEe (U3UUYECKOMY JIMIy YKa3aHHBIX JIEKAPCTBEHHBIX
npenapaToB (3a UCKIIOUEHHEM JIEKapCTBEHHBIX IPenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoil @enepanuu
u ornyckaeMmbix B Poccuiickoit @enepanun 6e3 perenrta Ha JeKapcTBeHHbIM mpenapar). [loarsepxnaromnme
JOKYMEHTHI (MX 3aBEpEHHbIE KOMHMM WM 3aBEPEHHBIE BBIMMCKU W3 HHMX) JOJDKHBI COJIEP)KATh CBENEHUS O
HAaMMEHOBAHWH U KOJIMYECTBE HA3HAYEHHOIO JICKaPCTBEHHOIO Ipenapara. B ciydae, ecim MOATBEPKAAIOIINE
JIOKYMEHTHI (X 3aBEpPEHHbIE KOIUHU WUJIM 3aBEPEHHBIE BHIMMCKN U3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE,
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K HUM TPHJIaraeTcsi HOTapualbHO 3aBEPEHHBIN NIEPEBOI HA PYCCKHI S3BIK;
(m. 1 B pen. @enepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) UCTNONB30BaHUS pAOOTHUKAMU JHUIJIOMATUYSCKOTO KOPITyCa M MPEACTABUTEISIMU MEKIYHAPOTHBIX
OpraHu3aluii, akkpeAMTOBaHHbIX B Poccuiickoit dexaepanuu;

3) NedeHus MacCaKUPOB W WICHOB IKUTIAXKEH TPAHCIIOPTHBIX CPEJICTB, TOE3JHBIX OpHTaa W BOAUTENCH
TPAHCIIOPTHBIX CPEJICTB, MPUOBIBIINX B Poccuiickyro denepanuio;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) nedeHWs] YYaCTHUKOB MEXIYHAPOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEpONPHUATHUH U YyYaCTHHKOB
MEXAYHApOIHBIX dKCIIEIUIUI;

5) nedeHUs] KOHKPETHBIX KMBOTHBIX B 300IapKax, 300cajax, MUPKax, OKeaHapuyMmax, JelbhuHaApUsX,
JICYECHUS JUKHUX KUBOTHBIX, ITOCTOSIHHO WJIM BPEMEHHO HACEIIOIMX TeppuTopuro Poccuiickoit @enepannu,
HaXOJSIIMXCSI B COCTOSTHMM €CTECTBEHHOM CBOOOJIBI M NMpHUHAJUIEkKAIUX K BUJAM, 3aHECEHHBIM B KpacHyro
kHury Poccuiickoit @enepanun u (WiM) KpacHble KHUTH cyObekToB Poccuiickoit ®epeparuu, a Takxke
JKUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepannio i y4acTys B CHOPTUBHBIX U 3PEJIUIIHBIX MEPOIPUATHAX;
(B pen. ®enepanbbix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIIOIB30BAHUS HA TEPPUTOPUU MEKTYHAPOIHOTO METUIIMHCKOTO KJIacTepa.
(. 6 BBenen denepabHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasix, mpeayCMOTPEHHBIX 4acThio | HacTosleld CTaTh, AOMycKaeTcs BBO3 B Poccuiickyro
®denepalluio JIeKapCTBEHHBIX MPENapaToB, He 3aperucTpupoBaHHbIX B Poccuiickoit @enepariui.
(B pen. ®enepanbroro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE mpenaparbl, NpeIHA3HAYEHHbIE JUIsI T'YMaHUTAapHOM IOMOILIM (COAEHCTBUS) WU
IIOMOIIM MPH YPE3BBIYANHBIX CUTyalUsX, BBO3ATCA B Pocculickyro denepanuo B MOPSAKE, YCTaHOBICHHOM
[IpaButensctBOoM  Poccuiickort ~ @enepanuu.  3ampeniaercas BB03 B Poccuiickyro  Denepanuro
HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaToB, NPEJHA3HAYCHHBIX I T'yMaHUTApHOM ITOMOIIU
(comelcTBYS) MM TIOMOILY NP YPE3BBIYAWHBIX CUTYALUSX.

(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CotpyaHuyecTBO dpeaepanbHOro opraHa MWCNOJNIHUTENbLHOW BRacTy,
YNOSIHOMOYEHHOro B OOnactM TaMOXeHHOro Aena, W APYrMX YNONMHOMOYEHHbIX
¢hepepanbHbIX OpraHOB UCNONTHUTENBLHOW BNacTun

1. YnonmHOMOueHHbIe (eiepabHbIe OpraHbl UCTIOIHUTENFHON BIIACTH MPEIOCTABISAIOT B paclopsKeHHUE
(enepasbHOrO OpraHa WUCIIOJIHUTENBHOW BIACTH, YIMOJHOMOYEHHOIO B O0JacTH TaMOXKEHHOTO Jena,
TOCYJTapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB, a TAaKKe MH(POPMAIMIO O BBIIAHHBIX Pa3peIICHUSX Ha
BBO3 KOHKPETHOW MapTUM JIEKAPCTBEHHBIX CPEIACTB B CIydyasX, YCTAHOBJIICHHBIX 4YacTblO 3 crarbu 47
HacTosero denepanbHOro 3aKoHa.

2. ®denepanbHBId OpraH HCIOTHUTEIBHONW BIACTH, YIMOIHOMOYEHHBIH B OOJACTH TaMOXEHHOTO Jela,
uHbOpMHpYET yKa3zaHHblE B dYacTH | HacTosAmled cTaTbM YHNOJHOMOYEHHbIE (QenepajabHble OpraHbl
HCIOJIHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro ®enepanuio U BbIBO3E
JIeKapCTBEHHbIX cpelncTB u3 Poccuiickoit denepauuu no ¢opme M B MOPSAKE, KOTOPbIE YCTaHOBJIECHBI
[IpaBuTenscTBOM Poccuiickoit denepanuu.
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(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)
Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratba 52. OcyuwecTBneHue ¢papmMmaLeBTUYECKOU AEATENBHOCTH

1. ®apmareBTHYeCcKass JEATEIBHOCTh  OCYIIECTBISCTCS ~ OpPraHW3alMsIMH  ONTOBOW  TOPTOBIIU
JIEKapCTBEHHBIMM CPEJICTBAMH, AlTEYHBIMU OPTaHU3ALMSIMM, BETCPUHAPHBIMHU ANTEUHBIMU OPTaHU3AIMSIMH,
WH/UBUYAIbHBIMHA TIPEANPUHUMATEISIMHE, UMEIONIMMHU JIMIIEH3UI0 Ha (DapMaleBTUYECKYIO AESTeIbHOCTbD,
MEIWIMHCKUMH OPTaHU3AlUSIMH, WMEIOIIMMHU JIMICH3UI0 Ha (PapMameBTUYECKYIO NeATeNbHOCTh, W HX
000COOJIEHHBIMH  TIOJpa3AeeHUs MU  (aMOyaTopusiMu, (eIbAIEpPCKUMH U (eNbIIIepCKO-aKyILIepCKUMU
NMyHKTaMH, IIEHTpaMHu (OTAEJCHUsAMH) oOmeld BpayeOHOH (CEeMEWHOW) NpPAaKTUKH), PACIOIOKEHHBIMU B
CENIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTEYHbIC OpPraHW3allid, U BETCPUHAPHBIMHU
OpraHu3alMsIMH, UMEIOIIUMHU JIMIIEH3UIO Ha (papMalleBTHUECKYIO 1eATeIbHOCTb.

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

2. dusnyeckue Jiia MOTYT OCYIICCTBIIATH Q)apMaHGBTI/I‘-ICCKy}O ACATCIIBHOCTD NIPXU HAJIWMYHUU BBICIICTO
W cpenHero (apMamneBTHYECKOro 00pa3oBaHMSA M CepTHU(HKATA CICIHAINCTA, BBICIIETO WA CPEIHETO
BETEPUHAPHOTO 00pa30BaHMs M CepTH(UKATA CIIEHHAINCTA, a TAKXKE BBICIIETO WM CPEIHEr0 MEIUIIMHCKOTO
oOpa3oBaHus, cepTH(UKATa CIEIHANNCTa U JOTOIHHUTENIBHOTO NpodecCHOHaTbHOro 00pa3oBaHUsI B YacTH
PO3HMYHOM TOPTOBIM JIEKAPCTBEHHBIMH MpenapaTaMM IIpUd YCIOBUM HX paboThl B  000COOJEHHBIX
nmoapasaACIICHUAX MCAUITUHCKUX OpFaHHSaHHﬁ, YKa3aHHbIX B 4aCTU 1 HaCTOSIIJ_[eﬁ CTaThbu.
(vactsp 2 B pen. @enepanbHoro 3akoHa oT 27.07.2010 N 192-D3)

Koncynsrantlntoc: mpumeganue.

Cr. 52.1 Bcrynmaer B cuiny ¢ 29.11.2019. JlekapcTBeHHBIE mpenapaThl Uil MEAUIMHCKOTO NPUMEHEHUS,
BBEJICHHbIE B TpaxkaaHckuil oOopoT 1o 29.11.2019, nomiexaT XpaHEHHUIO, NEPEBO3KE, OTIYCKY,
peanu3aiuu, nepeaade, IPUMEHEHHUIO 10 HCTeueHus cpoka ux rogHoctu (D3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMW OOOpPOT JleKapCTBEHHbIX MpenapaTtoB Ans
MeAULIMHCKOro NpMMeHeHus
(BBenmeHna deaepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOIOM B Tpa)KAAHCKUN OOOPOT KaXAOH CepUM MM KaXKAOH MapTUU MPOU3BEICHHOTO B
Poccuiickoii deaepanuu J€KapCTBEHHOrO Ipernapara sl MEAUIMHCKOTO MPUMEHEHHUs, 338 HUCKIIOUYCHUEM
MMMYHOOHOJIOTHYECKUX JIEKaPCTBEHHBIX IPErnapaToB, MPOU3BOIUTENb TAaKOTO JIEKAPCTBEHHOrO Ipernapara
MPEJCTABISACT B (pefiepasIbHbI OpraH UCIOJIHUTEIBHON BJIACTH, OCYIIECTBISIFOIUI (DYHKIIMU 110 KOHTPOJIO U
HaJ30py B cdepe  3ApaBOOXpPAHEHUS, JIOKYMEHT IPOU3BOAMTENS  JICKAPCTBEHHOI'O  CPEJCTBA,
MOATBEP KJAIOIIMI KayeCTBO JIEKAPCTBEHHOI'O Ipenapara, M IOATBEPKICHUE YIIOJIHOMOYEHHOrO JIMLA
MIPOU3BOJIUTENSL  JICKAPCTBEHHBIX CPEJCTB COOTBETCTBUS JIEKAPCTBEHHOTO IpenapaTta TpeOOBaHMSAM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYIapCTBEHHON pEruCcTpaliy.

2. [lepen BBOJOM B rpaKAaHCKUI 000POT KaXKIOW CEpUM WM KaXKJ10¥ mapTuu BBo3uMoro B Poccuiickyto
@denepanMio  JEKapCTBEHHOTO — IIperapara i MEOUIMHCKOTO  IPUMEHEHUs, 3a  HCKIIOYEHUEM
UMMYHOOHOJIOIMYECKHUX JIEKApCTBEHHBIX MPENapaToB, OpraHu3alys, OCyIIEeCTBISIONAas BBO3 JEKapCTBEHHOTO
npenapara B Poccuiickyro ®denepanuio, npejactaBiseT B (eaepalbHbli OpraH HCHOJIHUTENBHOW BIACTH,
OCYILECTBIISIIOUINIM  (YHKIMH 10 KOHTPOIIO M HAaA30py B cdepe 3apaBOOXpaHEHHs, cepTU(UKAT
IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJCTBA, YIOCTOBEPSIOUINII COOTBETCTBUE BBO3MMOIO JIEKAPCTBEHHOTO
npenapara TpeOoBaHUSAM (DAapMaKONMEHHOW CTaThd, a B CiIydyae OTCYTCTBUA (PapMaKomeilHOW CTaTbu
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TpeOOBaHUSAM  HOPMAaTHBHOM  JTOKYMEHTAllMM, W  TOATBEP)KICHHE NpPEACTaBUTENs  OpraHu3aluH,
OCYILECTBIAIOIIEH BBO3 JIEKAPCTBEHHOro Ipemnapara B Pocculickyro denepanuio U yIOJIHOMOYEHHOU
WHOCTPAHHBIM ITPOU3BOIUTEIIEM JIEKAPCTBEHHBIX CPEIACTB, COOTBETCTBHS BBO3MMOIO JIEKAPCTBEHHOI'O
npenapaTta TpeOOBaHUSAM, YCTAaHOBJIEHHBIM IIPU €r0 TOCYAAPCTBEHHOM PErUCTPALUH.

3. Tlopsimok mpencTtaBieHUs B COOTBETCTBUM C YacTsIMU | M 2 HACTOSIIEH CTaTbU JITOKYMEHTOB M
CBEJICHUH O JIGKQpCTBEHHBIX TMperaparax, BBOJUMBIX B TpPaXIaHCKUH 00OpPOT, YCTaHABIMBAETCS
[IpaButenscTBOM Poccuiickon Penepanuu.

4. B OTHOUIEHMM MEpPBBIX TPEX CEpUN WIM MNApTUH JIEKapCTBEHHOIO IIpernapara, BIIEPBbHIE
npousBeeHHOro B Poccuiickoit ®enepauru Wid BlepBble BBO3UMOro B Poccuiickyro ®Penepaunio, B
(benepanbHBIN OpraH UCIOTHUTEIHHOMN BIACTH, OCYIIECTBISIONNNA (YHKIIMK IO KOHTPOJIIO M HAA30PY B cdepe
3/1paBOOXPAHEHHUs, JTONOJHUTEIBHO MPEACTABISIETCS MPOTOKOI HCHBITAHUM O COOTBETCTBHM CEPUM WIH
apTUX  JIEKAPCTBEHHOIO  IIpemapata Uil  MEJUIMHCKONO INPUMEHEHHs IIOKa3aTelssM  KadecTBa,
NPEeAyCMOTPEHHBIM HOPMAaTUBHOW JOKyMEHTalMel (Jajiee - TPOTOKON MCIBITaHHi), TNPOBOAUMBIX
aKKpe/IMTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOJaTeldbcTBOM Poccuiickoit denepanyu 00 akKpeauTaluu B
HAIIMOHAJILHOW CHCTEME aKKpeAUTalMu (elepabHBIMU TOCYIapCTBEHHBIMH OFOKETHBIMU YUPEKICHUSIMH,
MOJIBEZIOMCTBEHHBIMU (peIepaIbHOMY OpraHy HWCIOJHHUTENBHOW BIACTH, OCYIIECTBISIOIEMY (YHKIHU TI0
BBIPA0OTKE M peanu3aliy rocyJapCTBEHHOM MOJUTUKH U HOPMAaTUBHO-IPAaBOBOMY PETYJIMPOBAHUIO B cepe
3JIpaBOOXpaHEeHMs], U (eAepaJbHOMY OpraHy HCIOJHUTEIBHOW BIAcTH, OCYLIECTBISIOIIEMY (YHKLUHUHU IO
KOHTPOJIO M Haa30py B cdepe 3apaBooxpaHeHHs. [lopspok BbiauM  yKazaHHBIMU  (efepaTbHbIMU
TOCYJJapCTBEHHBIMH OIO/KETHBIMHM YUPEXACHUSMH JAaHHOTO IMPOTOKOJAa M pa3Mep IUIaThl 3a €ero Bbliady
ycranasinusarotcs [IpasurensctBom Poccuiickoit @enepanuu.

5. Exerogno He mozgHee | ¢eBpayii MpOU3BOAUTENM JIEKAPCTBEHHBIX CPEACTB WM OpraHU3alluy,
OCYILECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX IpernapatoB B Poccuiickyro ®enepanuio, MNpeACTaBISAIOT B
(benepanbHbIil OpraH UCIOJHUTEIBHOMN BJIACTH, OCYIECTBIAIONIMN (PYHKIIMK IO KOHTPOJIIO U HAA30pYy B cepe
3/IpaBOOXPAHEHMs, MPOTOKOJ MCIBITAHUM MOCTYNMBILIErO B TEYEHHE ToJa B TPaxJaHCKUl 000poT
JIEKapCTBEHHOI'O IIpernapaTa KOHKPETHOTO IIPOM3BOAUTENSA (HA OJHY CEPUI0 KaXJIO0ro TOProBOTO
HAaMEHOBAHHUA C YYETOM JIEKapCTBEHHOH (OpPMBI M JIO3UPOBKH), MPOBOAMMBIX AKKPEIUTOBAHHBIMH B
COOTBETCTBUM C 3aKOHOJATeslbcTBOM Poccuiickoil denepanuu 00 akKpeauTallMd B HALIMOHAJIBHON cucTeMe
AKKPEIUTAIMH UCTIBITATEIFHBIMU JIA00PATOPHSIMU (LICHTPAMH).

6. [Ipon3BoauTenyu JE€KapCTBEHHBIX CPEICTB WIM OPraHU3alNH, OCYIIECTBIISIFOIINE BBO3 JIEKAPCTBEHHBIX
npenaparoB B Pocculickyto @enepannio, HE MEHEE YEM 3a OJIMH T'0J1 10 IJIaHUPYEMbIX IPUOCTAHOBJIECHUS WU
MpeKpalieHuss MPOU3BOACTBA JIEKAPCTBEHHBIX MpenapaToB WM HUX BB03a B Poccuiickyro Penepauuro
YBEAOMIISIIOT 00 3TOM (penmepanbHblii OpraH WCHOTHUTEIBLHOW BJIACTH, OCYIICCTBISIONINN (QYHKIMH T10
KOHTPOJIIO W Hau3opy B cdepe 3apaBoOXpaHeHHs W (eAepalbHBId OpraH HWCIOJHHUTENBHOW BIIACTH,
OCYIIECTBISIOMNNA (PYHKITUHU TIO JTUTIEH3UPOBAHUIO TIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

7. BBOom B TpaXIaHCKHH OOOPOT KaXIOW CEPUU WIM KaKIOH NapTHH HMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOI'0 Ipemnapara, npou3BeAeHHOro B Poccuiickonn denepauuu uiyd BBO3UMOro B Poccuiickyro
@enepainio, OCYLIECTBISETCS Ha OCHOBAHMM pa3pellieHMs, BbIIAHHOTO (eJepallbHBIM  OpraHoOM
WCTIOJHUTENIBHOM BJIACTH, OCYIIECTBIISIONMM (DYHKIIMU IO KOHTPOJIIO ¥ HaA30py B chepe 3apaBoOOXpaHEHHUS,
Ha OCHOBAaHWH BBIIAHHOTO (peepaibHBIMU TOCYIaPCTBEHHBIME OIOPKETHBIMH YUPEKICHUSAMH, YKa3aHHBIMU B
yacTu 4 HacCTOsILENH CTaThbU, 3aKJIIOUEHUS O COOTBETCTBUU CEPUM WM MapTHHM HUMMYHOOMOJIOTHMYECKOIO
JIEKapCTBEHHOI0 Iperapara TpeOOBaHUSAM, YCTaHOBJIEHHBIM IPU €ro IOCyJapCTBEHHOH pErUCTpalyy.
[Topsimok BeIJauM pa3pelieHrs Ha BBOJ B IPa)JIaHCKUIl 000pOT Cepuy WM MapTHH UMMYHOOHOJIOTHYECKOTrO
JIEKapCTBEHHOI'0 IpenapaTa, a TakkKe MOPSAOK BBIJAYM YKa3aHHOTO 3aKJIIOYEHMsS] U pasMep IUIaThl 3a €ro
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BblIauy ycraHasinuBarorcs [IpasurensctsoM Pocculickoit denepanuu.

8. 3a HempeACTaBIEHUE WM HECBOEBPEMEHHOE IIPEACTABIECHUE JOKYMEHTOB M CBEICHMIA,
MIPENyCMOTPEHHBIX YacTaMu 1, 2, 4, 5 u 6 HacTosLIEH CTaTbu, MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3alyy, OCYILECTBIIIOLINE BBO3 JIEKapCTBEHHBIX NpenapatoB B Poccuiickyro denepanuro, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoit @enepannn.

Koncynprantllnoc: npuMeyaHue.
C 01.03.2020 B 4. 9 cr. 52.1 BHOcaTcs usmeHenust (D@3 ot 27.12.2019 N 475-®3). Cm. Oyayuryio
PEeAAKIIHIO.

9. IlpencraBiieHre TOKYMEHTOB U CBEICHUH, MPEyCMOTPEHHBIX YacTAMU 1, 2 U 4 HACTOALIEH CTaTbU, U
MOJyYeHUe MPEAYCMOTPEHHOTO YacThi0 7 HACTOAIIEH CTaThU pa3pellieHHs] Ha BBOJ MMMYHOOHUOIOTUYECKOTO
JICKapCTBEHHOTO TIpermapaTa B TPaXAaHCKH 000OpOT He TpeOyIOTCS B OTHOLICHUHM JIEKAPCTBEHHBIX
npenaparoB, NMpeJHa3HAYCHHBIX JJIs1 MPOBEACHUS KIMHUYECKUX HMCCIIECIOBAaHUMN JIEKAPCTBEHHBIX IPEMNapaToB,
MPOBEACHUST DKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBIEHUS TOCYIapCTBEHHOW PErucTpaluu
JIEKapCTBEHHBIX MPENApPaTOB, a TaK)KE€ B OTHOLICHUU HE3apPErMCTPUPOBAHHBIX JICKAPCTBEHHBIX IpenapaToB,
MpEJHA3HAYEHHBIX U1 OKa3aHWs MEIUIMHCKOW TIMOMOIIM M0 WU3HEHHBIM IIOKa3aHUSIM KOHKPETHOIO
nanueHTa, BBO3UMbIX B Poccuiickyro denepaiuio B COOTBETCTBUU C 4YaCThiO 3 cTaThu 47 HACTOSIIETO
®denepanbHOro 3aKOHa.

10. Ilpu BBIABICHMHM B TPaXIAHCKOM O0OpOTE CEpUM WM TapTHH JIEKAPCTBEHHOTO Npernapara,
JOKYMEHTBl M CBEIECHMS O KOTOPBIX, NPEIyCMOTPEHHbIE dacTsaMu 1, 2 u 4 HacToslmel cTaTrbu, HE
IIPEJCTABICHBI B (eiepalibHbII OPraH UCIOJIHUTEIBHON BIACTH, OCYIIECTBISIOMNN (DYHKIIMH 110 KOHTPOJIIO U
Hax30py B cdepe 31paBOOXpaHEHMs, JIMOO CepuM WIM HNapTUM MMMYHOOHOJIOTHYECKOrO JIEKapCTBEHHOTO
npenapaTta, He HMMEIOIIUX pa3pelieHus Ha BBOJA B TPAXKAAHCKUH OOOPOT, MPEAyCMOTPEHHOIO YacThio 7
HacTosimed craThM, (enepaldbHbIi OpraH HUCIOJHUTENIBHOW BIIACTH, OCYILECTBIISIOUIMHM (YHKIMH IO
KOHTPOJIIO U HAJ3OPY B cepe 3ApaBOOXpaHCHUs, B MOPsIIKe, ycTaHOBIeHHOM [IpaBuTenbeTBoM Poccuiickoit
@denepanyy, NPUHUMAET PELIEHUE O MPEKPAIICHUH TPakJaHCKOro 0o00poTa TaKMX CEpUU WU MapTUU 10
IIPEJCTABICHUS YKa3aHHbBIX JOKYMEHTOB U CBEIECHUH MO0 MOJIy4eHHs yKa3aHHOIO pa3peIleHus..

Cratba 53. Mpopaxa, nepefava NeKapCcTBeHHbIX CPeACTB OpraHW3auussMM ONTOBOM
TOProBNU NeKapcTBeHHbIMU CpeacTBamMm

Koncynperantlntoc: mpumedanue.
C 29.12.2020 B a63. 1 4. 1 ct. 53 BHOCsATCs m3MeHeHus (D3 or 27.12.2019 N 481-D3).

1. Opranusanuu ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMM CPEACTBAMHM MOTYT OCYILECTBIATh HPOLAXKY
JIEKapCTBEHHBIX CPEACTB UM IIepeaaBaTh UX B YCTAHOBICHHOM 3aKOHOJATeNnbCTBOM Poccuiickoit denepannu
HOPSIIKE:

1) apyrum opraHu3anusaM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) MPOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB JJIA LTIl TPOU3BOICTBA JICKAPCTBEHHBIX CPEJ/ICTB;

3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allT€YHbIM OPraHU3aIUIM;
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4) HAay4YHO-HCCICAOBATCIILCKUM OpraHu3aluiaIM IJIs HaquO—HCCHeHOBaTCHBCKOﬁ pa6OTH;

5) HHAWBUAYAJIbHBIM MIPCANIPUHUMATCIIAM, UMCIOIIIUM JIMIICH3UIO Ha (bapMaueBaneCKon JACATCIIBHOCTD
WJIN JIMIOCH3WIO HAa MCOAUIUHCKYIO JCATCIbHOCTD,

6) MCIUIIMHCKUM OpraHu3anudaM, B TOM YHCJIC CO3OaHHBIM M 3apCTUCTPUPOBAHHBIM B COOTBETCTBUH C
3aKOHO/IaTEIIbCTBOM MHOCTPAHHOTO TOCyapcTBa - wieHa OpraHu3anyuy SKOHOMHYECKOTO COTPYAHUYECTBA H
pa3BUTUS WHOCTPAHHBIM IOPUAWYECKUM JIMIAM, WHAMBUAYAJIbHBIM HPEANPUHUMATEISM, SBISIOMIAMCS
YYaCTHHKaMU HpoeKkTa B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O MeXAyHapOJHOM MEAUIUHCKOM
KJlacTepe M BHECEHMM H3MEHEHHMH B OT/ENbHbIE 3aKoHOJaTelbHble akThl Poccuiickoit ®depepauuun", u
BCTCPUHAPHBIM OPraHU3alUsAM;

(B pen. ®enepanbHoro 3akona ot 26.07.2019 N 240-03)

7) oprammM3aivsaM W HWHAWUBUAYAJIBHBIM  MPCANPHUHUMATEIAM, OCYIICCTBIIAIOIINUM  pPa3BCIACHUC,
BBIPALIMBAaHUE M COJEp)KaHHE >KUBOTHBIX (32 MCKIIIOYEHHEM MPOJaXKH UM (hapMalleBTUUECKUX CyOCTaHIMIA
WK UX TIepe/iaun).

(m. 7 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

Koncynsrantlntoc: mpumeganue.
C 29.12.2020 4. 2 ct. 53 uznaraercs B HoBoi pegakuuu (P3 ot 27.12.2019 N 481-D3).

2. OpraHuzany ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMU CPEJICTBAMM OO0S3aHBbl XPAHUTh 3aKYIUIEHHYIO
(apMareBTHYECKYI0 CyOCTaHIINIO CIUPTA 3TUIIOBOTO (3TAHOJA), OCYILECTBIISATE €€ PeaTu3alfio WU Tepeavy
B YCTaHOBJIICHHOM 3akoHoAarenbcTBOM Poccuiickoit denepanuu NOpsAIKE OpPraHU3alUsM, YKAa3aHHbIM B
nyHkTax | - 7 yactu 1 HacTosel cTaTh, B Tape 00beMoM He Oosiee 1 ymutpa.

(dactp 2 BBenena denepaibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

CraTtbsa 54. MpaBnna onToBOW TOProBriu NIeKApCTBEHHbIMU CpeacTBaMu

OnToBas TOProBJId JEKAPCTBECHHBIMU CPCACTBAMHU OCYHICCTBIIACTCA IMPOU3BOAUTCIIAMHA JICKAPCTBCHHBIX
CpE€ACTB U OpraHu3alusAIMU ONTOBOM TOProBJIHW JICKAPCTBECHHBIMU CPCACTBAMH 110 IIpaBUJIaM Ha;memameﬁ
TUCTPUOBIOTOPCKON MPAKTUKMU U MPaBUJIaM HaJJIeXalled MPaKTUKU XpaHEHHs U MEPEBO3KU JIEKapCTBEHHbIX
IpenapaToB, YTBEP)KACHHBIM  COOTBETCTBYIOIIUMH  YIOJIHOMOYEHHBIMU  (pelepajbHBIMH  OpraHaMu
HMCIOJHUTEIbHOM BIACTH.

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

Crartba 55. [opAaok pO3HMYHOW TOProBMyY NIeKapCTBEHHbIMU Npenaparamm

1. Po3HMuHas TOProBis JIEKAPCTBEHHBIMU MpenapaTaMM B KOJMYECTBAX, HEOOXOIUMBIX IS
BBITOJIHEHHUST BpadyeOHBIX ((enpaIIepckux) Ha3HAUCHWH WM Ha3HAYCHMH CHEIHMaINCTOB B 001acTH
BETEPUHAPHUH, OCYIIECTBISETCA aNTEYHbBIMH OpPraHU3alMsIMU, BETEPUHAPHBIMU alTEYHBIMUA OpraHU3alUsIMHU,
WH/MBUIYATbHBIMHA TIPEANPUHAMATEISIMHA, WMEIONIMMHU JIMIICH3UI0 Ha (DapManeBTHYECKYIO AESTeIbHOCTD,
MEJIMIMHCKUMH OPTaHU3alMsIMH, WMCIOIIMMH JIMIICH3UI0 Ha (apMameBTUYECKYIO NeATeNIbHOCTh, W HX
000COOJICHHBIMU  TTOAPA3ACICHUSIMU  (aMOyJIaTOpusiMHU, (ETbIIIEPCKUMU U (PENbAMICPCKO-aKyIIIEPCKUMU
INYHKTaMH, LEHTpaMu (oTAeneHusMu) oOmield BpaueOHOM (ceMelHOW) NpPaKTHUKH), PACHOJOXKEHHbIMU B
CEeJIbCKUX HACENICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT amnTE€YHbIE OpPraHMU3allUM, U BETEpUHAPHBIMHU
OpraHu3alMsIMHM, WMEIOMIMMHU JIMIEH3UI0 Ha (papMaleBTUYECKYIO AEATeNbHOCTh. PaspemieHa po3HUYHAS
TOPrOBJIS TOJIBKO JIEKAPCTBEHHBIMU IIperapaTaMu, 3aperucTpupoBaHHbIMA B Poccuiickoi @enepannu win
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W3TFOTOBJICHHBIMU  ANTEUHBIMM  OPraHU3allMsAMH,  BETEPUHAPHBIMM  aNTE€YHBIMU  OpraHU3alUsAMU,
WH/IMBUYAIbHBIMUA TPEANPUHUMATESIMHA, UMEIOIIMMHU JIMIIEH3UI0 Ha (DapMaleBTHUYECKYIO AEATENIbHOCTb.
Po3Hu4Hast TOProsis JIEKapCTBEHHBIMU IIpenapaTaMyu OCYIIECTBIIIETCS 110 IIPABUIIAM HAJUICKAIIECH allTeYHOU
MPAKTHUKH, YTBEPKACHHBIM YIIOJIHOMOYEHHBIM (e/lepaIbHbBIM OpTraHOM HCIIOJTHUTEIHHOMN BIIACTH.

(B pen. ®enepanbHbIX 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

2. Bujpl anTeyHbIX OpraHu3aldil ¥ MpaBuia OTIyCKa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAMLIUHCKOTO
NPUMEHEHHUs allTeYHbIMU OpraHU3alUsIMHU, HHAWBUAYAIbHBIMU NPEANPUHUMATEIAMH, UMEIOLIUMHU JIULECH3HIO
Ha (apMaleBTHUECKYIO JeSTEIbHOCTh, a TAaKKe IpaBHJa OTIyCKa JIEKAPCTBEHHBIX IMPENnapaTtoB JJis
MEIULMHCKOTO MPUMEHEHHS MEAUIIMHCKUMH OPTaHU3alUsIMHU, UMEIOIIMMH JIMLEH3UI0 Ha (papMareBTUIeCKyIO
NEeSATeNIbHOCTh, W MX OOOCOOJIEHHBIMHM MojpasfeneHusMu (amOymnaropusmu, (QenbAlIepCKUMH U
(henmpaImepcKo-akKymepckKUMi  ITyHKTaMU, IeHTpaMu (OTIEICHUSMHU) 0O0med BpadeOHOW (CeMeHOMN)
IPAaKTUKN), PACIOJI0XEHHBIMU B CEJIbCKMX HACEJNCHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE4YHbIE
OpraHu3alK, YTBEPKIAIOTCS YIIOJIHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJHUTEIbHOMN BIIACTH.

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

3. IlpaBuna oTmycka HapKOTHYECKHUX CPEACTB U ICUXOTPOIHBIX BEIIECTB, 3aPETHCTPUPOBAHHBIX B
Ka4CCTBC JICKAPCTBCHHBLIX IMPEMapaToB, JCKAPCTBCHHLIX IPEIApaToB, COACPKAIIUX HAPKOTHUICCKHUEC CPEACTBA
U TCUXOTPOIHBIE BCUICCTBA, YTBCPKAAOTCA YIIOJTHOMOYCHHBIM Cbellepa.]'H)HI)IM OopraHom HACIIOTHUTETbHON
BJIACTH TI0 COTJIACOBAHMIO C (hefepajbHBIM OPraHOM HCIIOJHHUTEIFHON BIIACTH, YIIOJHOMOYEHHBIM B chepe
BHYTPEHHHUX 7.

(B pen. ®enepanbroro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapCTBEHHBbIE IIpenapaThl AJIs BETEPUHAPHOIO NPUMEHEHUS MOJJIekKAT OTIYCKY BETEpUHAPHBIMU
AIlITCYHBIMU OpraHu3alluaAMHU, BCTCPUHAPHBIMU OpraHu3alvusaMi, WHAUBUAYAJIbHBIMU MNPCANNPUHHUMATCIIAMUA,
HUMCIOIIIMMHU JIMIICH3UIO Ha (i)apMaHeBTI/I'—IeCKYIO JACATCIIBHOCTD. OTHYCK JICKAPCTBCHHLBIX IMpErapaToB I
BETEPUHAPHOTO TIPHMEHEHHUS! OCYIIECTBISICTCS B COOTBETCTBHM C IPAaBWIAMH HAJIeKalled amnTeqHOu
NPaKTHKH  JIEKApCTBEHHBIX  TPENapaTtoB Ui  BETEPUHAPHOTO  NPUMEHEHHS,  yTBEP)KIACHHBIMU
YIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCTIOJIHUTEIbHON BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. IlepeueHh MEAUIMHCKUX OpraHU3AIMNA, UMEIONINX JIMIICH3UI0 Ha (hapMaleBTHUECKYIO AESITEIbHOCTD,
1 X 000CcOo0JIEHHBIX MoApasieneHnii (amOynaTopuit, penpamepckux U QenbanepcKo-aKyepeKuX MyHKTOB,
IEHTPOB (OTIeNeHMIT) 00Iei BpaueOHON (CeMEWHON) MPaKTHUKH), PACIIOIOKEHHBIX B CEIBCKUX HACEICHHBIX
MYHKTaX, B KOTOPHIX OTCYTCTBYIOT aliTeYHbIE OpraHHU3aIiH, a TaKKe MepeueHb JEKapCTBEHHBIX MpenapaToB
(32 HCKIIOUYEHHEM HAPKOTUYECKHX JICKAPCTBEHHBIX TPENaparoB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
MPEenapaToB), MPOJIaka KOTOPBIX MOYKET OCYIIECTBIATHCS YKa3aHHBIMUA OPTaHU3AIMSAMH U MX 000CO0ICHHBIMU
MOApAa3ACICHUsIMU, YCTAHABJIMBAIOTCS OpraHaMW HCIIOJIHUTEIbHONW BJacTH CcyOBekToB Poccuiickoii
denepanuu.
(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

6. AnTeuHble OpraHW3allMK, WHAMBHIYaJbHBIC TNPEANPUHAMATEIIN, HMCIONINE JIUIICH3UIO Ha
(hapMareBTHUECKYIO JIEATENBHOCTh, 00s3aHbl obOecreunBaTh yTBepkIeHHBIH [IpaBurensctBoMm Poccuiickoit
Oeneparyivi 1 GOPMUPYEMBIN B YCTAHOBICEHHOM WM TIOPSJIKE MUHUMATHHBIA aCCOPTHUMEHT JIEKAPCTBEHHBIX
npemnaparTos, H€O6XO)II/IMI)IX JJIs1 OKa3aHUus MGILHHHHCKOﬁ IIOMOIIIH.

(dactpb 6 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHble OpraHu3alM, WHAMBHUIYyaJbHbIE MPEANPUHUMATENH, HMEIOLIME JIUIECH3UI0 Ha
(bapMaleBTHYECKYIO JIeSTEIbHOCTh, HApsLy C JIEKapCTBEHHBIMH IMpernapaTaMyd UMEIOT MpaBo MpHOOpeTaTs U
MPOAaBaTh MEAULMHCKUE M3AEHs, Ne3MHPHUIMUPYIOLINE CPEICTBA, MPEAMETHl U CPEICTBA JIMYHOM TMTHEHBI,
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NOCyly JUISl MEIUIIMHCKUX IIeJIel, MPeIMEThl M CPEICTBa, MpelHa3HAuCHHbBIC /IS yXoJa 3a OOJIbHBIMH,
HOBOPOXKJCHHBIMU U JIETbMHU, HE JTOCTHUTIIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yXO/a 3a HEH,
MUHEPAJILHBIC BOBI, MPOAYKTHI JIEY€OHOTO, JETCKOTO M JUETHYECKOTO NMUTAHHS, OMOJOTUYECKH AKTHBHBIC
no0aBku, TapPrOMEpHBIE M KOCMETHYECKHE CpEACTBA, MEIWIMHCKHE W CaHUTAPHO-NPOCBETHTEIHHBIC
TeYaTHbIC M3/IaHUs, IPeHA3HAYCHHBIC JIJIS TIPOTIaraHbl 3J0POBOTO 00pa3a KHU3HHU.
(B pen. DeaepanbHbix 3akoHOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-D3)

8. [lesrenbHOCTH anTeuHbIX opranu3auuii Boopyskennsix Cun Poccniickoit denepannu, Ipyrux BOWCK,
BOMHCKHUX (OPMHUPOBAaHUII M OpPraHoB, B KOTOPBIX 3aKOHOJAATeNbCTBOM Poccuiickoit ®Penepanuu
MPEIYCMOTPEHO MPOXOXKICHHE BOSHHOHN CITyKObI MK (hefiepaibHOM rOCYAapCTBEHHON CITy»KObI, CBSI3aHHOH €
MIPAaBOOXPAHUTEIIBHON  JCATENBHOCTBIO, PETrJIaMEHTHpYyeTCsl HacrosumMm  DenepalibHbIM - 3aKOHOM |
YTBEP’KACHHBIMU COOTBETCTBYIOIIMMH (efepalbHbIMU OpraHaMHU HCIOJHUTEIBHON BIACTH MOJOKEHUSMHU.
Kontpons 3a coOmtofeHHMEM yKa3aHHBIMH — alTE€YHbIMM  OPraHU3ALUSAMM  IOJIO)KEHHH  HACTOSILEro
®denepanbHOTO 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (eliepaibHbIMU OpraHaMU HMCIIOJHUTEIbHON
BJIACTHU.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

Cratbs 56. N3roTtoBneHue n OTNYCK JieKapCTBEeHHbIX npenapartoB

1. MHsrorosienue JICKApCTBCHHBIX IPCMIAapaTOB  AlITCUHBIMU OpTraHU3alUsIMHU, BCTCPHUHAPHBIMHU
AllTCUHBIMU  OpTraHU3alusIMU, HWHIAUBUAYAJbHBIMHA MNPCAIPUHUMATCIAMH, HWMCIOIIMMU JIMOCH3UWIO Ha
q)apMaLIeBTI/I‘-ICCKYIO ACATCIIBHOCTb, OCYHICCTBIIACTCA II0 PCUCITaM Ha JICKAPCTBCHHBIC IMIpCriaparbl, II0
Tpe6OBaHI/I$[M MCIUIIMHCKHUX OpFaHI/I?:aIII/II\/'I, BCTCPHUHAPHBIX OpFaHI/I?,aHI/II\/JI B COOTBCTCTBHU C IIpaBUJIaMU
H3TOTOBJICHUA M OTIIYCKa JICKAPCTBCHHLIX IMPEHapaToB, YTBCPKIACHHBIMU YIIOJTHOMOYCHHBIM (bellepaHBHI)IM
OpraHomM HCIIOJIHUTENLHOHN BIACTH.

2. Tlpu WBrOTOBIECHHM IIEKAPCTBEHHBIX MpPENapaToB alTEYHBIMU OpPTaHHU3AIMSIMH, BETCPUHAPHBIMU
anTeYHbIMH OPTAaHU3ALMSIMH, WHIUBUIAYaIbHBIMUA TMPEANPUHUMATEISAMUA, HWMEIONUMH JIMIICH3WIO Ha
(hapMameBTHUECKYI0  JESTEIIbHOCTh, HCIONB3YIOTCS  (apMalleBTUYECKUE CyOCTaHIMK, BKIIOYCHHBIE
COOTBETCTBEHHO B TOCYJAPCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB JJII MEIUIIMHCKOTO NMPUMEHEHUS U
TOCYJIaPCTBEHHBIN pEecTp JEKApCTBEHHBIX CPEICTB ISl BETEPHUHAPHOTO MPUMEHEHHS B YCTaHOBJICHHOM
nopsiake. He gomyckaeTcss W3roTOBICHHME AaNTEYHBIMU OpPraHU3alUsIMU, BETEPUHAPHBIMU aANTEYHBIMU
OpraHMU3alMsIMH, WHINBUAYATbHBIMU MPEANPUHAMATENSIMH, UMEIOIIUMH JTUICH3UIO0 Ha (apMalleBTUYECKYIO
JesATEIbHOCTb, IEKAPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit denepanumn.

3. MapkupoBKa JIEKAPCTBEHHBIX IIPENAapaTOB, HW3TOTOBICHHBIX ANTEYHBIMM  OpraHU3aLUsIMU,
BETEPUHAPHBIMU aNTEYHBIMU OpPraHM3ALMsIMH, HWHIWBUIYAJTbHBIMU TPEANPUHUMATENSIMU, HMEIOLUMU
JUIEH3UI0 Ha (apMaleBTUUECKYI0 JIeATeNbHOCTh, M O(OpMIIEHHE TaKWX IHpernaparoB  JOJKHBI
COOTBETCTBOBATH IPABUJIaM, YKAa3aHHBIM B 4acTH | HAaCTOALIEH CTAThU.

4. AnteuyHble  OpraHu3alM{, BETEPUHAPHbIC  aNTeYHble  OpPraHU3alluM,  WHAWBHUIYaJlbHbIE
NpeaNpUHIMATENN, UMEIOIIUE JIMICH3UIO Ha (papMalleBTUUECKYIO JEATeIbHOCTh, HECYT OTBETCTBEHHOCTH 32
HECOOJIIOJICHNE TPaBWJI M3TOTOBJICHUS M OTIyCKAa JIGKAPCTBEHHBIX IIPEMapaToB B COOTBETCTBUH C
3aKoHoarenbcTBOM Poccuiickont deneparumn.

Cratba 57. 3anpelieHne npogaxu canbcupuuMpoBaHHbLIX JIeKapCTBEHHbLIX CPEeAcTB,
HefobpoKavyeCTBEHHbIX IeKapCTBEHHbIX CPeACTB, KOHTPadhaKTHbIX NeKapCTBEeHHbIX CPeACcTB

[Mponaxka QanbCcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
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CpeacTs, KOHTpaq)aKTHHX JICKApCTBCHHBIX CPCACTB 3alIpCHIaACTCA.
CraTtbsa 58. XpaHeHMe nekapCTBeHHbIX CpeacTB

1. XpaHeHue JeKapCTBEHHBIX CPEICTB OCYIIECTBISIETCS MPOM3BOAMTENSIMU JIEKAPCTBEHHBIX CPEICTB,
OpraHu3alsIMM  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMM  CpPEICTBAMH, aNTEUHbIMH OpraHU3alUsiMH,
BETEpUHAPHBIMU aNTEYHBIMM OpPraHU3ALUAMH, WHIUBUIYaJbHBIMH IPEANPUHUMATEISIMH, HMEIOIIUMU
JMIEH3UI0 Ha (apMaleBTUYECKYIO JesITEeIbHOCTh MM JIMIEH3UI0 Ha MEIUIMHCKYIO JESTelIbHOCTb,
MEIUIMHCKUMHU  OpPraHu3alysMH, BETEPUHAPHBIMU  OpraHM3alUs MM UM  HUHBIMM  OpraHU3aLUsAMU,
OCYIIECTBIISIOIMMU  OOpallleHue JIEKapCTBEHHBIX CpPEICTB. XpaHEHHWE JIEKapCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO NMPUMEHEHHsI OpraHU3alusIMUd U UHIUBUAYaJIbHBIMUA NPEIIPUHUMATEISIME B CIy4asiX, €clid
OHHU MCIIOJIB3YIOTCS UCKIIIOUUTEIBHO NMPH PA3BEIECHUM, BBIPALIMBAHUU, COAEPKAHUM M JICUYCHUU >KUBOTHBIX,
MOYET OCYILECTBIATHCS 0€3 MOTyUYeHHUs IULEH3UN Ha (GapMalleBTUYECKYIO JESITEIbHOCTb.

(B pen. denepanbroro 3akoHa ot 22.10.2014 N 313-03)

2. [lpaBuna xpaHeHUs JIGKAPCTBEHHBIX CPEJICTB YTBEPKIAIOTCS COOTBETCTBYIOUIUM YIOTHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEITHLHOM BIIACTH.

3. XpaHeHHE HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, ICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
pamuodapMareBTHIECKUX JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS B COOTBETCTBUM C 3aKOHOAATEIIbCTBOM
Poccuiickoit deneparuu.

Cratba 58.1. [lpeaMeTHO-KONUYECTBEHHbIN Y4YeT JNeKapCTBEeHHbIX CpeacTB Ans
MeOULMHCKOro NpuMeHeHus
(BBenena denepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TIlepeueHb  JEKAPCTBEHHBIX CPEACTB s  MEIMLUMHCKOTO  NPUMEHEHUs,  MOAJIekKAIIUX
MPEeIMETHO-KOJMYECTBEHHOMY ~ YY€Ty, YTBEp)KIAeTCs  yIMOJTHOMOYEHHBIM  (eiepalbHbBIM  OpPraHOM
UCIIOJIHUTEILHOM BJIACTH.

2. HOpSIIIOK BKJIIOUCHUA JICKAPCTBCHHBLIX CPCACTB JIA MCAUIUHCKOIO NPHUMCHCHHA B IICPCUCHDL
JICKAPCTBCHHBIX CPEACTB AJId MCAWULNUHCKOTO MPUMCHCHHA, IOJJICKAIMNUX MNPEAMCTHO-KOJINYCCTBCHHOMY
ydeTy, YyCTaHaBJIMBAeTCS YIOJHOMOYEHHBIM (eaepaabHbBIM OpPraHOM HCHOJHUTEIBHOM BIACTH IO
COTJIACOBAHUIO C (he/iepabHBIM OPraHOM WCIIOJNHHUTENBHON BIIACTH, YIIOJIHOMOYEHHBIM B c(hepe BHYTPEHHHUX
aed.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IIpenMeTHO-KOIMYECTBEHHBIH yUeT JIEKAPCTBEHHBIX CPEACTB ISl METUILIMHCKOTO NMPUMEHEHHS BEYT
MIPOU3BOJUTENH JICKAPCTBEHHBIX CPEJCTB, OPraHM3allid ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMH CPEJICTBAMH,
anTeyHble OpraHU3allK, UHAUBUIyalIbHbIE IPEINPUHUMATEIH, UMEIOIINE JIMLIEH3UIO Ha (apMaleBTUYECKYIO
JNEATENIbHOCTh WJIM  JIMLEH3UK0 HAa MEIUMUMHCKYIO JEATENbHOCTb, W MEIMIMHCKUE OpraHu3aluu,
OCYILIECTBIISIIOLINE OOpallleHHe JICKapCTBEHHBIX CPEJICTB IS MEIUIUHCKOIO MNPUMEHEHHS, MyTeM
perucTpanyu Jro0bIX CBA3aHHBIX C UX OOpalleHHEeM OIlepalnuid, P KOTOPBIX U3MEHSETCS MX KOJIUYECTBO U
(1K) cocTosiHME, B CIIELUATIbHBIX JKypHAlIax ydyeTa omepaluil, CBSI3aHHBIX C OOpallleHueM JIEKapCTBEHHBIX
CPEICTB AJIsl MEAUIIMHCKOTO IPUMEHEHUs (J1ajiee - CIelMalbHbIE KYPHAJIbI).

4. llpaBunma peructpalyu oOIepaluii, CBA3aHHBIX C OOpallleHueM JIEKapCTBEHHBIX CPEJCTB IS
MEIMIIMHCKOTO TPUMEHEHHS, BKIIOYEHHBIX B TEpPEYCHb JIEKAPCTBEHHBIX CPEACTB S METUIIMHCKOTO
MPUMEHEHHUS, TMOISKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YUYeTy, B CIEHHaIbHBIX KypHalaX M TpaBuiia
BEJICHUSI U XPAaHCHUsS CICHUAIBHBIX KXYPHAIOB YTBEPKIAIOTCS YIMOJTHOMOYECHHBIM (heepaabHbIM OPTaHOM
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HUCIIOJTHUTEILHOM BIIACTH.

5. Koutposnp 3a coOdrofieHHEM NpaBUJI PETUCTPAllMK OMNEpalyii, CBSA3aHHBIX C oOOpaleHreM
JIEKapCTBEHHBIX CPEACTB ISl MEAULIMHCKOTO IPUMEHEHUS, BKIIIOUEHHBIX B IEPEUEHB JIEKAPCTBEHHBIX CPEJICTB
JUIsL. MEIUIMHCKOTO TNPUMEHEHHS, MOUIekKAIIUX MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CHEIHaJIbHBIX
KypHaJIax, a TaKke 3a COOJTIOACHUEM MPABUII BEACHUS U XpPaHEHMsI CIIEIUAIbHBIX )KYpPHAJIOB BO3JIaraeTrcs Ha
YIOJIHOMOYEHHBIE (hefiepalibHble OpPraHbl MCIOJHUTEIbHOM BJIACTH M OpraHbl HCIOJHUTENIBHOW BIAcTH
cyobekTtoB Poccuiickoii ®enepanuu, OCYIIECTBISIONINE JHULEH3UPOBAaHUE IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeACTB, (hapMaleBTUUECKON NeATETbHOCTH U MEIUIMHCKON JESTEeIbHOCTH, U OCYILECTBIISETCS B paMKax
JULIEH3UOHHOTO KOHTPOJIS.

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPELACTB
CraTtbsa 59. OcHOBaHUA 1 NOPAAOK YHUUTOXEHMUS NIeKapCTBEHHbIX CPeacTB

1. HenoOpokauecTBeHHBIE JIGKAPCTBEHHBIE CPEACTBA, (abCU(PUIIMPOBAHHBIC JIEKAPCTBEHHBIE CPECTBA
MOJUTeXKAT M3BATHIO M3 OOpamieHuss W YHHYTOKCHHUIO B TMOPSAKE, YCTAaHOBJICHHOM llpaBUTENBCTBOM
Poccuiickoit ®enepanmu. OcHOBaHWEM ISl YHHUUYTOXKCHHS JICKAPCTBEHHBIX CPEICTB SIBISICTCS DPEIICHHE
BJIaJIEJIbLIA JIEKAPCTBEHHBIX CPEJICTB, PELICHUE COOTBETCTBYIOLIETO YIIOJHOMOUYEHHOIO (peepanbHOro opraHa
UCTIOJIHUTENILHOW BJIACTH MJIH pEIleHHe Cya.

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

2. KonTtpadakTHbie JIEKApCTBEHHBIC CPEICTBA MOJICKAT UIBATHIO U3 OOPAIICHUS U YHHUUYTOKEHHUIO 10
pemieHnto cyaa. [lopsiok yHHUYTOKEHUS KOHTpPa(daKTHBIX JICKAPCTBEHHBIX CPEJICTB YCTAaHABIIMBACTCS
[IpaBuTenscTBOM Poccuiickoi denepanun.

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

3. PaCXOI[LI, CBA3aHHBIC C YHHUYTOKCHHUEM KOHTpaq)aKTHbIX JICKApCTBCHHBIX CpeacTs,
HC,Z[06pOKa‘-I€CTBeHHLIX JICKApCTBCHHBIX  CPCACTB, q)aJ'IBCI/I(I)I/II_II/IpOBaHHLIX JICKApCTBCHHBIX  CPCACTB,
BO3MCHIAKOTCA UX BJIAACIIBILICM.

4. Bnazmenen JeKapCTBEHHBIX CPEICTB JOJDKEH MPEJCTABUTh B YIOJIHOMOYECHHBIH (penepanbHbIid opraH
WCIIOJIHUTEJIBHOM  BJIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IIOpPSIKE €ro KOIHIO,
HOATBEPKIAtoIINE (GaKT YHUUTOKEHHS JIEKApCTBEHHBIX CPE/ICTB.

5. CooTBeTCTBYIOIMH YHOJTHOMOYEHHBIN (hefiepabHblii OpraH HCIOJHUTEIbHON BJIACTH, MPUHSABIIMN
perieHre 00 YHUUTOKEHUH JICKapCTBEHHBIX CPECTB, OCYIIECTBISET KOHTPOJIb 32 UX YHUUTOKECHHEM.

6. VYHHYTOXKECHHE JIGKAPCTBEHHBIX  CPEJACTB  IMPOW3BOAUTCS  OPTaHM3AIMSIMH,  HMEIONUMHU
COOTBETCTBYIOIIYIO JIMIIEH3UIO, HA CIENHUAIBLHO O0OPYIOBAHHBIX IUIOMIAJKAX, MOJUTOHAX W B CIEIHMAIBHO
000py/ZIOBaHHBIX MOMEIIEHUAX C COONIoAeHHEM TpeOOBaHUN B 00JIaCTH OXpaHbl OKpY’Karoulell cpensl B
COOTBETCTBUU C 3aKOHOJIaTeIbCTBOM Poccuiickoit denepaunu.

7. HapkoTuueckne  JEKapCTBEHHbIE  CPEICTBA, IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  CPEICTBA,
panunodapmalneBTHYECKHUEe JIEKAPCTBEHHBIE CPE/ICTBA YHHUTOXKAIOTCA B COOTBETCTBHM C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.

nasa 12. TOCYOAPCTBEHHOE PETYJIMPOBAHUE LIEH
HA JNNIEKAPCTBEHHBbIE NPEMNAPATbI ANnA MEAULIMHCKOIo NPUMEHEHUA
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Cratbsa 60. NlocynapcTBeHHOEe perynupoBaHue LieH Ha NeKapCTBEeHHble npenapartbl Ans
MeaULMNHCKOro NpUMeHeHus

['ocynapcTBeHHOE perynupoBaHKe 11€H Ha JEKAPCTBEHHBIC TPETapaThl ISl MEIUIIMHCKOTO MPUMEHECHHS
OCYIIECTBIISIETCS IOCPEICTBOM:

1) yrBepxkaenust IlpaButensctBom Poccuiickoii ®denepanuu mnepedHs >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JICKAPCTBEHHBIX MPEMapaToB, KOTOPBIA CPOPMUPOBAH B YCTAHOBICHHOM UM TMOPSIIKE HA OCHOBE
KOMIUIEKCHOM OLIEHKM JIEKQPCTBEHHBIX IIPEMApPATOB, BKJIKOYAs AaHAJIU3 CBEICHUM O CpPaBHUTEIBHOMU
KIIMHUYECKOW J(PQPEKTUBHOCTH U O€30IaCHOCTH JICKAPCTBEHHOTO CPEACTBA, OIECHKY 3KOHOMHUYECKHX
MOCTECTBUI TPUMEHEHUSI JIEKQPCTBEHHOTO CPEACTBA W H3YyYEHUE JOMOJHHUTENBHBIX IOCIEICTBUI
MIPUMEHEHUS JIEKaPCTBEHHOTO CPECTBA;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXKACHUS METOAMKH pacyeTa NpeAesbHBIX OTIYCKHBIX LIEH NMPOU3BOAMUTENEH Ha JeKapCTBEHHbIC
MpernapaTsl, BKIIOUYEHHBIC B TIEPEUEHb )KU3HEHHO HEOOXOIMMBIX U BAYKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, a
TaKXe BHEAPEHHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMBI peePEHTHBIX IICH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 06.06.2019 N 134-D3)

3) rocyaapcTBEHHOH PErucTpalyy MpeelbHBIX OTIYCKHBIX LIEH MPOM3BOAWTENCH Ha JICKApPCTBEHHBIC
Ipernaparsl, BKIIOYSHHBIE B IEpEUeHb KU3HEHHO HEOOXOIMMbIX M BXKHEHIITNX JIEKApCTBEHHBIX IPETapaToB;
(B pen. ®enepanbroro 3akoHa ot 06.06.2019 N 134-03)

4) BeneHuss TOCYJApCTBEHHOIO pEecTpa MPEIENIbHbIX OTIYCKHBIX II€H IPOU3BOAMUTENEH Ha
JIEKapCTBEHHBIC TMperaparbl, BKIIOUYEHHBIE B TMEPEYCHb IKMU3HEHHO HEOOXOMUMBIX M  BaKHEHIINX
JIEKapCTBEHHBIX IPENapaToB;

5) yTBepkAeHUS METOJIMKH YCTAaHOBJIECHHUS OpraHaMy HCIOJHUTENbHOM BiacTu cyOnekToB Poccuiickoit
@Oenepanyi MpeAeNbHbIX Pa3MEpOB OMNTOBBIX HAA0ABOK W MpeNeibHBIX Pa3MEpOB PO3HUUYHBIX HAI0aBOK K
(haKTUYECKUM OTMYCKHBIM II€HaM, YCTAaHOBICHHBIM IPOU3BOAUTEISIMU JICKAPCTBEHHBIX IpEnaparoB, Ha
JICKapCTBCHHBIC TMIperapaThl, BKJIIOYEHHbIC B IE€PEUYCHb JKU3HCHHO HEOOXOMUMBIX W  BaKHEHIIHMX
JIEKapCTBEHHBIX MPETapaToB;

6) yCTaHOBJICHHS TIPEACIbHBIX Pa3MEPOB OINTOBHIX HAJA0aBOK M MPEACIBHBIX Pa3MEPOB PO3HUYHBIX
HaJ0aBOK K (AKTUYECKHUM OTIYCKHBIM [I€HAM, YCTAHOBJICHHBIM TPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
mpernapaToB, Ha JIEKapCTBEHHbIE TMpenaparhl, BKIIOUEHHBIE B TIEPEYCHb >KU3HEHHO HEOOXOIMMBIX U
BAKHEMIIMX JIEKAPCTBEHHBIX MPENapaToB;

7) yTBEpKIEHHUS TMOPSAIKA BBIIAYM MPEINUCAHUN OpraHaM HCIHOJHUTEIBLHOW BIACTH CYOBEKTOB
Poccuiickoit ®@enepaumu O NPHUBEACHUM B COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoii deneparuu
perieHuit 00 yCTaHOBJICHUH MPECIBHBIX PA3MEPOB ONTOBBIX HAT0ABOK W MPEACIBbHBIX Pa3MEPOB PO3ZHUYHBIX
HaJ0aBOK K (AKTUYECKHUM OTIYCKHBIM [I€HAM, YCTAHOBJICHHBIM TPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
IpernapaToB, Ha JIEKapCTBEHHbIE TMpenaparhl, BKIIOUEHHBIE B TIEPEYCHb >KU3HEHHO HEOOXOIMMBIX U
BAYKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, €CIM OHU MPUHATHI C HAPYLIEHUEM 3aKOHOAAaTeNnbcTBa Poccuiickoi
®enepauuu, B Iopsiike, yctaHoBiieHHOM lIpaBurensctBoM Poccuiickoit denepanuu;

8) HampaBlleHUs YIOJTHOMOYEHHBIM (efepalbHbIM OpPraHOM HWCIIOJTHUTEIHHOW BIIACTH OpraHaM
WCIIOJIHUTENIbHOM BiacTH cyObekToB Poccuiickoit denepannu npeanucaiuii 0 NpUBEACHUN B COOTBETCTBUE C
3aKoHOJaTeNbcTBOM Poccuiickoit ®enepauvl NPUHATHIX C HapyIICHUEM 3aKOHOAATeIbCcTBa Poccuiickoi
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®eneparun perieHnit 00 yCTaHOBICHUH MPeAEIbHBIX pa3MEPOB ONTOBBIX HAJI0ABOK U MpPEEIbHBIX pa3MepoB
PO3HMYHBIX HaJ0AaBOK K II€HAM Ha JIEKapCTBEHHbIC IpenapaThl, BKIIOYCHHbIE B IEPEYCHb >KU3HEHHO
HEOOXOMMBIX M BXKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB;

9) ocymecTBieHus (heaepaTbHOr0 TOCYIapCTBEHHOTO Haa3opa B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEJICTB ¥ PETHOHAILHOTO TOCYIAPCTBEHHOTO KOHTPOJIS 32 MPUMEHEHUEM 1IEH Ha JICKAPCTBEHHBIE MTpenapaThl
COOTBETCTBEHHO YIOJHOMOYEHHBIMHU (efepalibHBIMU OpraHaMH HCIIOJIHUTEIBHON BJIACTM U OpraHaMu
UCTIOMTHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu coriacHO HMX KOMIIETEHIIMU B TOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepanuu;

(n. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-®3)

Koncynprantlliroc: mpuMedaHue.
C 01.03.2020 B m. 10 cr. 60 BHOCATCS mM3MmeHeHUs: (D3 or 27.12.2019 N 475-®3). Cm. Oynymryro
PEeAAKIHIO.

10) npumeHeHMs  NpPeAYyCMOTPEHHBIX  3aKoHojaTenbcTBOM  Poccuiickoit  ®Denepauuu  Mep
OTBETCTBEHHOCTU 3a HapyLICHUE MOpAIKa LIEHOOOpa30BaHMsA Ha JKU3HECHHO HEOOXOIMMbIE M Ba)KHEHIIne
JIeKapCTBEHHbIE MIPEapaThl.

Koncynwsrantllnroc: mpuMedanue.
3apeructpupoBanaple 10 07.06.2019 mnpenenpHbIE OTMYCKHBIE IIEHBI TOMJIEXKAT 00s3aTEIbLHOMN
nepepeructpaiuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 O3 0T 06.06.2019 N 134-D3.

Cratba 61. [locypnapcTBeHHass perucTpauus W nepeperucTpauvsa npeaenbHbIX
OTNYCKHbIX LeH Npou3BoAuTerNien Ha NeKkapcTBeHHbIe npenapaTbl, BKIMOYEHHbIE B NepeyeHb
XU3HEHHO HeobXoAUMbIX U BaXXHEMLLUUX fleKapCTBEHHbIX NpenapaTos

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. TlpemenpHas OTHyCKHas IICHA IPOW3BOIUTENII Ha JICKAPCTBEHHBIA IperapaT, BKIIOYCHHBIN B
niepeveHb KU3HECHHO HEOOXOMMBIX U BaKHEUIIMX JICKAPCTBEHHBIX MPENapaToB, MOUICKHUT TOCYIapCTBEHHON
perucTpaiMd B TOpSJIKe, ycTaHOBIeHHOM [IpaButensctBoM Poccuiickoit ®eneparyiv, Ha OCHOBaHHUU
MPEICTABJICHHOTO B YIIOJTHOMOYCHHBIN (peiepanbHblii OpraH MCIOJHUTEIHHON BIACTH 3asBICHUS AepKaTels
WM BIAJENbIIa PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO IMpemapaTa (yHmOJHOMOYEHHOTO UM
JU1A).

2. 3apeructpupoBaHHas TpeAeTbHAs OTITyCKHAs IIeHa MPOW3BOAMTENS Ha JICKApPCTBEHHBIN Tpemnapar,
BKJIFOUCHHBIN B IE€peUeHb )KU3HEHHO HEOOXOIUMBIX U BRKHEHIIIHNX JIEKAPCTBEHHBIX MPENApaToB, MOXKET ObITh
HIepeperuCTpUPOBaHa B CTOPOHY YBEIMUCHHS OJJMH Pa3 B KaJICHAapHOM IOy Ha OCHOBAaHHMHU IPE/ICTABICHHOTO
B YNOJHOMOYEHHBIN (hefiepaibHblii OpraH WCHOJIHUTENBHOM BIACTH 10 1 OKTSIOPS KaKJOro roja 3asiBICHUS
JepKarens — WIM  BIAAENblla  PETUCTPALIMOHHOTO  YJOCTOBEPEHHs  JICKApCTBEHHOTO  Iperapara
(YIIOJIHOMOYEHHOI'O UM JIULIA).

3. 3aperucTpupoBaHHas MpejesibHas OTIYCKHas IieHa MPOU3BOAMTENS Ha JIEKapCTBEHHBIN Ipernapar,
BKJIFOUEHHBIN B NIEpEeYEHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIIUX JIEKAPCTBEHHBIX MPENapaToB, MOXKET ObITh
NEPEPETUCTPUPOBAHA B CTOPOHY CHM)KEHMSI HA OCHOBAaHUHM IMPEACTABICHHOTO B YIOJHOMOYEHHBIN
(benepanbHbIi OpraH HCHOJHUTENBHOM BIACTU 3asBJICHUS JEpKaTelss WM BIAJAEbIa PErUCTPALlMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NpenapaTa (yIoJHOMOYEHHOTO UM JIULA).
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4. Jlepxarenab WM BIAJEJNEl] PErHMCTPALMOHHOTO YJIOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipernapara
(YIIOJIHOMOYEHHOE UM JIUII0) 00sI3aH MPECTAaBUTh B YIIOJTHOMOYEHHBIN (efiepanbHbIii OpraH UCIIOTHUTEIBHON
BJIACTH 3ASBJICHHE O MEPEPErUCTPALUU 3aPETUCTPUPOBAHHON IMPEAEIbHOM OTIIYCKHOM LIEHBI TPOU3BOIMUTEIS
Ha HeKapCTBCHHLIfI npemnapar, BKIIOUYEHHBIH B NEepCUCHb KU3HCHHO H€06XOI[I/IMI)IX A BaXHEHIINX
JICKAPCTBCHHBIX MPEIIapaToB, B CTOPOHY CHMXKCHUS B CIICAYIOINUX ClIydadX:

1) cHWXeHHUe 1IeHbl B MHOCTPAHHOM BaJlOTE Ha JIEKAPCTBEHHBIN Ipernapar B CTpaHe MPOU3BOAUTEINS U
(unmm) B cTpaHaX, B KOTOPBIX JEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (WJIM) B KOTOpbIE MOCTaBIISAETCS
IIPOU3BOIUTENIEM;

2) CHMKEHHE LIEH Ha peQepeHTHbIC JIEKAPCTBEHHBIC IperapaTtbl B COOTBETCTBHUM C IYHKTOM |
HacTosed 4vacTH (AJI1 COOTBETCTBYIOIIMX BOCIPOU3BEJIEHHBIX, OHOAHAJIOroBBIX (OMOMOIOOHBIX)
JIEKapCTBEHHBIX MIPENapaToB);

3) npeBbIICHHE TPEACIbHON OTIYCKHOW II€HBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OHOaHAIOTOBBIN
(6romo00HBII) JIeKapCTBEHHBIN MpenapaT HOCTPAHHOTO MPOU3BOACTBA HA/l MPEAEIbHON OTIMYCKHON LIEHOMN
MIPOU3BOJIUTENSI HA BTOPOM BOCHPOM3BEACHHBIN, OMOaHaNOroBbIil (6MOMOA00HKIH) IeKapcTBEHHBIH Mpenapar,
pPacCYUTaHHOM B COOTBETCTBUM C METOJAUKOM, yTBEpKAeHHOH IIpaBuTensctBoM Poccuiickon @enepanny;

4) mnpeBbllIeHWE MNPEAEbHON OTIYCKHOM L€Hbl Ha MEpBBIM BOCIPOMU3BEACHHBIN, OMOaHATIOrOBbII

(6uoromOOHBIN)  JIGKAPCTBEHHBIM Tpemapar MPOW3BOAUTENS TocylapcTBa - uieHa EBpasmiickoro
SKOHOMMYECKOTO COI03a HaJl MPEAEIbHOM OTIIYCKHOM 1I€HOM MPOU3BOAUTEINSI HA BTOPOM BOCHPOU3BEICHHBIN,
OnoaHanoroBelii  (OMOMOAOOHBIN) JIEKAPCTBEHHBIM MpemapaT MPOU3BOAMTENS TOCyIapcTBa - 4YlieHa

EBpa3uiickoro 3KOHOMHYECKOI'O COK03a, PACCUMTAHHOM B COOTBETCTBUM C METOJIUKOM, YTBEPKICHHOU
IIpaBurensctBoM Poccuiickoit denepanuu.

5. Ilopsimok nepeperucTpalny 3aperuCTPUPOBAHHBIX NPEENIbHBIX OTIIYCKHBIX LIEH IPOM3BOAUTENEH HA
JIeKapCTBEHHbIE IMIperapaThl, BKIIOUYEHHbIE B IE€peUYeHb JKU3HEHHO HEOOXOJUMBIX U  BaKHEHIINX
JEKapCTBEHHBIX IMIPENapaToB, B CiIyd4asX, IPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HacTOALIEH CTaTbH,
ycranasnuBaercs [IpaBurensctBoMm Pocculickon ®@enepanuu.

6. DKOHOMHUYECKUH aHaIM3 MPeIeIbHOM OTIYCKHOM IIEHbI TPOM3BOANUTEIIS Ha JIEKApCTBEHHBIH Mpemnapar,
BKJIIOYCHHBI B TE€peUeHb >KU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIGKAPCTBEHHBIX IPENapaTroB, MPH €€
TOCYJApCTBEHHON  PETUCTpalliil WM  TNEePeperucTpaldyd  OCYIIeCTBIseTcs  (eaepalbHbIM — OpPraHOM
WCTIOJTHUTEBHOW BIIACTH, OCYMIECTBISIOMMM (YHKIIMA TO MPHHSATHIO HOPMATHUBHBIX IPABOBBIX aKTOB M
KOHTPOJTIO 32 COOIIOJICHNEM 3aKOHO/IaTENbCTBA B c(hepe rocy1apCTBEHHOTO peryIMpoBaHus IieH (Tapu(oB) Ha
TOBaphbI (YCIyTH).

7. Pacder mpenenbHBIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTAX | W 2 HacTosmied cTaThbu, NPU HUX
FOCY/JAPCTBEHHOW PETMCTPAlMM WM TEPEPErMCTPalid OCYLIECTBISIETCS B COOTBETCTBUU C METOJIMKOM,
yTBep)kaeHHOM [IpaBurensctBoM Poccniickoin denepanvii U yYUTHIBAIOIIEH B TOM YUCIIE:

1) cobOmonenue OanaHca HHTEPECOB NOTpeOUTENeH JIeKapCTBEHHBIX IpPENnaparoB, BKIIOUYEHHBIX B
IepeyeHb JKU3HCHHO HEOOXOMUMBIX W BaXHEHIIMX JICKAPCTBEHHBIX IPENapaToB, M IPOU3BOAUTEICH
JEKapCTBEHHBIX MpEnapaTroB, BKIIOYEHHBIX B TMEpeUeHb JKU3HEHHO HEOOXOAWMBIX M BaKHEUIIHX
JIeKapCTBEHHBIX MPEnapaToB;

2) (akTHUecKyo OTIyCKHYIO ILIEHY Ha JIGKapCTBEHHBIE Mpemnapartsl B Poccuiickoit denepanuu, LneHy
BBO3a JIEKAPCTBEHHBIX mnpenapatoB B Poccuiickyro @Denepanuio, a TakkKe L[EHbI HAa aHAIOTUYHBIE
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JIeKapCTBEHHBIE Mpenapathl, Haxosamuecs B oOpamenuu B Poccuiickoit @enepanmu;

3) 3arparThl TPOW3BOIUTENS JICKAPCTBCHHOTO TperapaTta Ha TPOM3BOJACTBO M PCAIU3AIUI0
JIEKapCTBEHHOTO Iperapara;

4) ueHy Ha JEKapCTBEHHBIN Mpernapar, ero LeHy B CTpaHe MPOU3BOJIUTENS U B CTpaHaX, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpupoBaH U (WIK) B KOTOPbIE IOCTABISETCS IPOU3BOIUTEIEM.

8. He momyckarrcsi peanusanusi ¥ OTIIYCK JIGKAPCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B TIEpEUYCHb
KU3HCHHO HEOOXOJMMBIX W BAXKHEHMIIMX JICKAPCTBEHHBIX IIPENapaToB, Ha KOTOPBIC MPOU3BOAMTEISIMU
JICKapCTBEHHBIX TpemapatoB HE 3aperucTpUpoBaHa TMpeaelbHas OTMYCKHAas IeHa, peamu3ainus
MNPOU3BOAUTCIIAMUA  JICKAPCTBCHHBIX IIPCIIApaTOB IO HICHAM, MPCBLIIAOIKUM 3apCruCTPUPOBAHHBIC WA
NEPCPEruCTPpUPOBAHHBIC MPEACTIBHBIC OTIIYCKHBIC LIEHBI HA JICKAPCTBCHHBLIC MPCIIapaThl C YUYCTOM HaJIOr'a Ha
00aBIICHHYIO CTOUMOCT.

9. Oco0eHHOCTH TOCYAapCTBEHHOTO PETYIMPOBAHMS MPEAENIbHBIX OTIIYCKHBIX LIEH MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IE€peueHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHX
JICKapCTBEHHBIX MPETMapaToB, B 3aBUCIMOCTH OT YKOHOMUYECKUX U (MJIM) COLMATBHBIX KPUTEPHEB (M3MEHEHUE
YCIIOBUH, TIOPSJIKA U CTOMMOCTH MPOHM3BOJICTBA JIGKAPCTBEHHBIX IMPEMApaTOB, MCIIOIH30BAHUE HOBBIX (HOPM,
METOJIOB U CIIOCOOOB TOCYAaPCTBEHHOTO PETYJIMPOBAHUS II€H Ha JIEKAPCTBEHHBIC MPEMapaThl, B TOM YKCIIE Ha
OCHOBE MeXaHu3Ma pehepeHTHOTro IEHO00pa30BaHusl, U3MEHEHUH MOPSAKA OKa3aHUs MEIUIIMHCKON TTOMOIIIH,
Y MHBbIC U3MEHEHHU) ycTaHaBauBawTcs [IpaButenscTBOoM Poccuiickoit denepanun.

Cratba 62. TocypapcTBeHHbIN peecTp npeAenbHbIX OTNYCKHbIX LEeH npousBoauTteneun
Ha IneKapcTBeHHble npenapaTbl, BKIOYEeHHble B MNepevYeHb XU3HEHHO Heo6XxoauMbIX |
BaXXHEMLUUX NIeKapCTBEHHbIX NpenapaToB

1. 3aperucTpupoBaHHbIC WM NEPEPETUCTPHUPOBAHHBIC MPEACIbHBIE OTIYCKHBIC IIEHBI IPOU3BOAUTEICH
Ha JIEKapCTBEHHBIC TMIperapaThl, BKIIOYCHHBIE B IMEpeUeHb JKU3HEHHO HEOOXOIMMBIX W BaKHEHIIUX
JIEKapCTBEHHBIX MpenapaToB, MOJUIEKAT BKIIOYEHUIO B TOCYJApCTBEHHBIM peecTp MpeIesbHBIX OTIYCKHBIX
IICH HpOI/I?)BOI[I/ITeJIeﬁ Ha JICKApCTBCHHBIC NPCIAapaThl, BKIIFOUCHHBIC B MCPCUYCHL JKU3HCHHO HCOGXOI[I/IMLIX n
BayKHEHIITNX JICKApCTBCHHLIX NIPCIIapaToB.
(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. TocymapcTBeHHBI peecTp MNpeAeNbHbIX OTIYCKHBIX IIE€H MPOM3BOAMTENCH HA JEKapCTBEHHBIE
npernaparbl, BKJIIOYEHHbBIE B EPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTos,
COJICPKUT B ce0e CIeyIoIy0 HH()OPMAIIHIO:

1) HamMeHOBaHME JAepKaTellss WIM BJaJeiblla PErHCTPAIMOHHOTO YIAOCTOBEPEHHUS JIEKApCTBEHHOTO
npernapaTta, HAUMEHOBAaHUE TIPOU3BOIUTENS JICKAPCTBEHHOTO TIperapaTa, CBEICHUS O PETUCTPAIIUH JAepKaTels
WM BIIAJICNBIIA PETHCTPAIIMOHHOTO YIOCTOBEPCHHS JICKAPCTBEHHOTO Ipernapara, CBEJACHHUS O PETUCTPAIAN
NPOU3BOJUTENA  JICKAPCTBEHHOI'O  mpemapara  JUIi  MEIUIIMHCKOrO  IPUMEHEHHsS B KauyecTBE
HAJIOTOTIJIATE IbIIUKA B CTPaHE perucTpanuu (I POCCUHCKUX FOPUANYECKHX JIUI] - WACHTU(DUKAIIMOHHBIN
HoMmep Hanorortarensimuka (MHH), nias WHOCTpaHHBIX IOPUAMYECKUX JUI[ - CTpaHa pPEeTUCTPAINH,
HAaWMEHOBAHHME DPETUCTPUPYIOIIETO OpPTaHa, PETHCTPAIMOHHBIA HOMEp, KOJ HAJIOTOIUIATENbIINKA B CTpaHE
peructpanuu (MHKOPIOPAIMKA) WM €ro aHaJIor), MECTO HaxXOXIACHHS TPOM3BOJACTBEHHBIX ILIOMIAIOK,
YYacTBYIONIMX B MpoIlecce IMPOW3BOJICTBA JICKAPCTBEHHOTO TIperapara, ¢ yKa3aHWeM CTaJud Ipolecca
IIPOM3BO/ICTRA;

(m. 1 B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)
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2) HaMMEHOBaHME JIEKAPCTBEHHOro  Ipernapara  (MeXIyHapoJHOE  HeNaTeHTOBaHHOE, WM
IPYyNIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPaMOHHOTO YAOCTOBEPEHNUS JIEKapCTBEHHOTO IIperapara;

4) nekapcTBeHHas ¢opMa C yKa3aHHEM JO3MPOBKHU JICKAPCTBEHHOTO Iperapata W €ro KOJWYeCTBa BO
BTOPUYHOM (ITOTPEOUTEIIBCKOM) YITAKOBKE, & TAKKE KOMILJICKTHOCTb,
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynerantlntoc: mpumedanue.
C 01.03.2020 B m. 5 4. 2 cr. 62 BHOcaTcs uzMeHenus (P3 ot 27.12.2019 N 475-D3). Cm. Oynyuryro
penakuuio.

5) 3aperucTpupoBaHHas IpeiesibHas OTIIYCKHAs IIeHa B pyOIIsx;

6) mata ¥ HOMEp TpHUKa3a YMOJHOMOYEHHOTO (heAepasbHOr0 OpraHa HCIOJHUTEIHLHONH BIACTH O
FOCYy/JApCTBEHHOW PEruCTpaldd WA MEePEePEerucTpaluy MPEeAesIbHOW OTIYCKHOM IEHBl Ha JIEKapCTBEHHBIN
IpenapaT, BKIIOUEHHBIH B IepedeHb KU3HEHHO HEOOXOJUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaTosB;

(B pen. DenepanbHbIX 3ak0HOB 0T 22.12.2014 N 429-D3, o1 06.06.2019 N 134-D3)

6.1) mata BCTyIUIEHHS B CUJIy MpHKa3a yMOJHOMOYEHHOTO (elepalbHOrO OpraHa HCHOTHUTEIBHON
BJIACTU O TOCYAAPCTBEHHOW PpETUCTpalUU WM IEPEPEerucTpalyvy HPEACIbHOM  OTIIyCKHOW  LICHBI
IMPOU3BOAUTCIIA HaA HeKapCTBCHHLIﬁ Inpenapar, BKIIIOUECHHLIN B MNEpCUCHb KU3HCHHO HCO6XOI[I/IMBIX u
BAKHEHILMX JICKAPCTBEHHBIX IIPENapaToB;

(. 6.1 BBenen ®exnepanbHbiM 3akoHOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECCHHBIH HA BTOPUYHYIO (TIOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npenapara;
(n. 7 BBenen DenepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-D3)

8) KOJ JIEKapCTBEHHOTO TIperapara IO aHATOMO-TEPAIeBTHYECKO-XUMUYECKONW KiIaccu(HUKaImm,
PEKOMEHIOBAHHOW BcemMupHOil opraHn3anneil 31paBoOXpaHEHNs.
(n. 8 BBenen denepaibHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi pErHCTpalusi WM TEPEPEerucTpanusl TMpeAeibHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE TMpemapaThl, BKIIOUYEHHbIE B IEpPeUYeHb JKU3HEHHO HEOOXOMUMBIX U  BaKHEHIIHX
JICKapCTBEHHBIX IPENapaToB, BEICHHWE TOCYNAPCTBEHHOTO peecTpa MPEICNbHBIX OTIMYCKHBIX II€H
IIPOU3BOJUTENICH Ha JIGKAPCTBEHHBIC TpENaparhl, BKIIOUEHHBIC B IEPEUYCHb >KU3HECHHO HEOOXOJMMBIX M
BaXHCHUININX JICKAPCTBEHHBIX IPENApaTOB, OCYIICCTBISIOTCS B TOPSAKE, YCTAaHOBICHHOM [IpaBUTEILCTBOM
Poccuiickoit deneparumu.

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

KoncynwsrantlInroc: mpuMmedanue.
C 01.03.2020 B HaumeHoBaHuU cT. 63 BHOcATCs n3MeHeHust (D3 ot 27.12.2019 N 475-D3). CMm. Oyayryro
peaaKLuIo.
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Cratbsa 63. YcTaHOBNeHue opraHamMm UCNOJSIHUTENbLHOW BNacTu cyobLekTtoB Poccumckomn
degepaumn npegenbHbIX pa3MepoB ONTOBbIX Haab6aBOK M npederibHbIX pa3MepoB
PO3HMYHbIX HagbaBoK K  (pakKTUH4ECKMM  OTNYCKHbIM  LieHaM, YCTaHOBJIEHHbIM
NPOU3BOAUTENAMM JEeKapCTBEHHbIX TMpenapaTtoB, Ha JeKapCTBEHHble npenapaTtbl Ans
MeaULMNHCKOro NpUMeHeHus

Koncynwsrantllntoc: mpuMedanue.
C 01.03.2020 B u. 1 ct. 63 BHOCsATCs n3MeHeHUs (D3 o1 27.12.2019 N 475-D3). Cm. Oyaymiyro peaakiuo.

1. Opransl UCIOTHUTENBHOM BiacTH cyOBekTOB Poccuiickoit denepanun ycTaHaBIMBAIOT MpPEIEIbHBIC
pa3Mepbl ONTOBBIX HAA0ABOK W TMPENEIbHBIE pa3Mephbl PO3ZHUYHBIX HAJ0ABOK K (DAKTHYECKUM OTITYCKHBIM
LIEHaM, YCTAHOBJICHHbIM IPOU3BOAMUTEISIMHU JIEKAPCTBEHHBIX MPENApaTOB, HA JIEKAPCTBEHHBIEC IpPENapaThl,
BKIIIOUEHHBIE B TME€PEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IMpenapaToB, B
COOTBETCTBUU C YTBEPKICHHOM B mopsjake, ycraHoBiaeHHOM IIpaBurensctBom Poccuiickoii denepaumu,
METOJMKON YCTAaHOBJIGHUSI OpraHaMU MCIIOMHHUTEIbHON Biactu cyObekToB Poccuiickoit ®Penepauuu
IPEJICTbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEICIBHBIX Pa3MEpPOB PO3HUYHBIX HAMI0ABOK K (haKTUICCKUM
OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JICKAPCTBEHHBIE
MpenapaThl, BKIIOYEHHbIEC B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIHNX JIEKAPCTBEHHBIX MpErnapaTos.
[IpoekTs! penieHuit OpraHoB UCIIOJIHUTENBHON BIIacTH cyOBbekToB Poccuiickoit @enepanuu 06 ycTaHOBICHUN
u (WIM) U3MEHEHUW MPENEeNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK U MpEAETbHBIX pPa3MEPOB PO3HUYHBIX
Hafg0aBOK K (aKTUYECKUM OTIYCKHBIM II€HAaM, YCTAHOBJICHHBIM TPOU3BOJAUTEISMHU JIEKAPCTBEHHBIX
npernaparoB, Ha JIEKAPCTBEHHBIEC MpENapaThl, BKIIOYEHHbIE B TEPEUCHb >KU3HEHHO HEOOXOIUMBIX U
BOXHEHMIINX JIGKAPCTBEHHBIX IpENapaTroB, MOJJEKAT COIJIAaCOBAaHHIO C  (enepaibHbIM  OpPraHoOM
WCIIOJIHUTENIBHON ~ BIIACTH, YIMOJHOMOYEHHBIM OCYIIECTBJISATH IPaBOBOE peryjiupoBaHHe B cdepe
rOCy/IapCTBEHHOTO peryiupoBaHusi IeH (TapudoB) Ha ToBapbl (yCIyTH), B TMOpPsAKE, YCTAHOBICHHOM
IIpaBurensctBoM Pocculickoit denepanumu.

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

Koncynrrantlimroc: npuMeuanue.
C 01.03.2020 4. 2 ct. 63 m3maraercs B HOBOM penakiuu (O3 ot 27.12.2019 N 475-03). Cm. Oynyuryro
peAaKIHIo.

2. Opranuzanuu ONTOBOM TOpProBad W (WIM) aNTe€YHble OpraHu3allid, WHAUBUAYaJIbHbIE
MpeANpUHUMATENN, UMEIOIINE JUIEH3UI0 Ha (PapMalleBTHUECKYIO eI TeIbHOCTb, OCYLIECTBIISIIOT pealn3aliio
JEKapCTBEHHBIX IpEMNapaToB, BKJIIOUEHHbIX B I€PEYEHb JKU3HEHHO HEOOXOIUMBIX U  Ba)KHEMIIMX
JIEKapCTBEHHBIX MPENapaToB, M0 1I€HAaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY (aKTHUECKOW OTITyCKHON
LIEHbl, YCTAaHOBJIEHHOW TPOM3BOAUTEIEM  JIEKAPCTBEHHBIX IIPENapaToB M  HE  IPEBbIMIAIOIIEH
3apEruCTPUPOBAHHON WM NEPEPErNCTPUPOBAHHON MPEIEIIbHOM OTIYCKHOM LIEHBI IIPOU3BOAUTENS (HAa AaTy
peanu3anyy JeKapCTBEHHOTO TpernapaTa MPOU3BOAMUTENIEM), U pa3Mep ONTOBON Haa0aBKH M (WIIM) pa3Mep
PO3HUYHOI Haa0aBKU, HE MPEBBILIAIOIINE COOTBETCTBEHHO pa3Mepa MpeesbHON ONTOBON Ha/l0aBKU U (MJIH)
pasmepa npeaeIbHON PO3HUYHOM Ha/10aBKH, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoit deaepannn.

(B pen. @eaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Koncynprantllitoc: mpumeyaHnue.
C 01.03.2020 4. 3 cr. 63 uznaraercs B HOBOU penakiuu (D3 ot 27.12.2019 N 475-@3). Cm. Oyayuryro
penaKuuio.
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3. Opranbel ucHoOJHUTENBbHON Biactu cyObekToB Poccuiickoit ®enepaunu pasmemarT B CETH
"HUuTepHer" win onmyOJMKOBBIBAIOT MH(GOPMALIMIO O 3apPETUCTPUPOBAHHON Mpe/elbHON OTIYCKHOM IIeHE Ha
JIeKapCTBEHHbIE Mpenaparbl, BKIIOUEHHbIE B IMEPEUYEeHb IKU3HEHHO HEOOXOOUMBIX M  BaKHEHIIMX
JIeKapCTBEHHBIX IpenapaToB, 00 YCTaHOBIEHHBIX B cyOBbekTe Poccuiickoit denepaunu pazmepe npeaenbHon
OIITOBOM Ha/0aBKH M (WJIM) pa3Mepe NpeAeIbHONH PO3HUYHOM Ha0aBKU K YCTAHOBJIEHHBIM MTPOU3BOIUTEIISAMU
JIEKapCTBEHHBIX NpenapaToB (JaKTUYECKUM OTITYCKHBIM II€HAM Ha JIEKApPCTBEHHBIE MTPENapaThl, BKIIOYEHHBIC B
MepeyeHb KU3HEHHO HEOOXOIMMBIX U BaKHEHIINX JIEKApCTBEHHBIX MPENapaToB, U 00 yKa3aHHOM B 4acTH 2
Hacrosiiel cratbu cymme. MHQopmanus, mpemxycMOTpeHHas HACTOSIICH YacThio, JODKHA pa3MemaThes
TaKXKe B aNTEYHbIX OpPraHMU3aLUAX B AOCTYHNHOM I CBEICHUS BCEX 3aMHTEPECOBAHHBIX JHIl (popMme U
OOHOBJIATHCS [0 MEPE €€ OMyOIUKOBAHMUS.

Koncyaerantllimroc: mpuMedyaHue.
C 01.03.2020 4. 4 ct. 63 yrpauusaet cuity (P3 ot 27.12.2019 N 475-D3).

4. Ilpunartele c HapylleHHMeM 3akoHonarenbcTBa Poccuiickoit denepannm pemeHUs OPraHoB
UCTIOJHUTENBbHOM BiacTu cyObekTa Poccuiickoit @enepanun 00 YCTaHOBJICHHUM MpPEIEIbHBIX pPa3MEpoOB
OTITOBBIX HAZ0aBOK M TPEACTHHBIX Pa3MEpOB PO3HHUYHBIX HAT0ABOK K 3apETHCTPUPOBAHHBIM MpPEACIHHBIM
OTIyCKHBIM II€HaM Ha JIEKapCTBEHHbIE Mpernaparbl, BKIIOUYEHHbIE B MEPEUEHb XU3HEHHO HEOOXOAMMBIX U
Ba)KHEHIIINX JICKApPCTBEHHBIX IIPENapaToB, IOJIEXKAT OTMEHE B CyJ€OHOM MOpPSAKE.

Maea 13. MOHUTOPUHI 3®PPEKTUBHOCTU U BESOMNACHOCTHU
JNNIEKAPCTBEHHbBIX NMPEMAPATOB, HAXOOALUNXCA B OBPALLEHUNA
B POCCUNCKOU ®EOEPALIUA
(B pen. ®exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE Tpemnaparhbl, Haxojsmecs B oOpamiennn B Poccuiickoit denepanuu, mojiekat
MOHHUTOPHUHTY 3(PPEKTUBHOCTH U 0€30MaCHOCTH B LIEISX BBISBICHUS BO3MOKHBIX HETaTHBHBIX MOCIEICTBUN
WX TMPUMEHEHUS, HHIWBUIYabHOM HENEepPEeHOCHUMOCTH, MpPEeayNpexACHUs MEAUIMHCKUX paOOTHUKOB,
CHEIMAIMCTOB B 00JIACTH BETEPUHAPHH, TAITUCHTOB MJIH BJIAJICNIbLIEB )KUBOTHBIX U UX 3aIUTHI OT MPUMEHEHUS
TaKUX JIEKAPCTBEHHBIX MPENapaToB.

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

2. dapmakoOHAI30pP OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (heepabHbIM OpPTaHOM
WCTIOTHUTEJIPHOW BJIACTM B YCTAaHOBJICHHOM WM TIOPAJIKE MyTEM aHaiu3a MPEeAOCTaBIIEMONW CyOBEKTaMu
oOpallleHusi JIEKapCTBEHHBIX CPEACTB HMH(MOpPMALUKU O MOOOYHBIX JACHCTBUAX, HEXKENATEIbHBIX PpPEaKIUAX,
CEPbE3HBIX HEKEATENbHBIX PEAKUUAX, HENPEIBUJICHHBIX HEXKEIATENbHBIX PEaKIUAX IMpPU NPUMEHEHUU
JIEKapCTBEHHBIX IMpemapaToB, 00 WHAMBUAYAJIbHONH HEMEPEHOCUMOCTH, OTCYTCTBUH d(PeKTUBHOCTH
JICKapCTBEHHBIX MPENaparoB, a Takke 00 MHBIX (aKkTax U 00CTOSITENHCTBAX, MPEACTABISIONINX YTPO3Y KUZHU
WIH 3JIOPOBBIO YETIOBEKA JIMOO KMBOTHOTO MPH MPUMEHEHHUH JICKAPCTBEHHBIX MPENapaToB M BHIIBICHHBIX Ha
BCEX ATarnax oOpalleHus JEKapCTBEHHBIX mpernapaToB B Poccuiickoit Depepannu U Ipyrux rocy1apcTBax.

3. CyOmwekThl oOpallleHusl JIEKAPCTBEHHBIX CPEACTB B IMOPSJIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM
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(denepaqbHBIM OPraHOM HCIIOJIHUTENBHON BIACTH, 00s3aHBI COOOIIATh B YIMOJHOMOYEHHBIN (enepanbHbIi
OpraH MHCIOJHHUTEIbHON BIAacTH O TMOOOYHBIX JCHCTBUSAX, HEKENATEIbHBIX pPEaKIMAX, CEPbe3HBIX
HEXEJIaTENbHbIX PEAaKLMSIX, HEIPEABUICHHBIX HEXEJIaTEIbHbIX PEAKIUAX MPU MPUMEHEHUU JIEKapCTBEHHBIX
npenaparoB, 00 WHIMBHIYaJbHOH HENEPEHOCUMOCTH, OTCYTCTBUH J((EKTUBHOCTH JIEKApCTBEHHBIX
MpernapaToB, a Takke 00 MHBIX QaKTax U 0OCTOATENbCTBAX, MPEACTABIAIONIUX YTPO3Y KU3HU WU 370POBBIO
YesioBeKa JIMOO0 JKMBOTHOTO IPHU MPUMEHEHUU JIEKApCTBEHHBIX IPENapaToB M BbISABICHHBIX HAa BCEX 3Tamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit denepanyu u Ipyrux rocyapcrpax.

4. Jlepkarenu WIM BIAAENbLbl PETMCTPALIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENaparos,
IOpPUINYECKHE JIMIIA, HA UM KOTOPBIX BBIJAHBI pa3pelICHUs HA IPOBEICHUE KIMHUYECKUX HCCICAOBAHUM B
Poccuiickoit deneparyn, 1100 yIMOJIHOMOYEHHBIE UMU ApPYTUe IOPUINYECKUE JIMIA B paMKax OOecTedeHus
0€30MacHOCTH  JICKAPCTBEHHBIX  MpEnapaToB B  MOPSAJKE,  YCTAHOBJIEHHOM  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (peJiepabHbIM OPraHOM HCIOJIHUTENIBHOM BJIACTH, 00s3aHbI OCYILECTBIATh IPUEM, YUET,
00paboTKy, aHAJIN3 U XpaHEHHUE MMOCTYMAIOLINX B UX aJipec 0T CyObEKTOB 0OpaIlleHus JIEKAPCTBEHHBIX CPEJICTB
U OpraHoB TOCYJapCTBEHHON BIIACTH COOOIIECHMHA O MOOOYHBIX JEHCTBUAX, HEKEIATENbHBIX pPEaKIUsX,
CEPbE3HBIX  HEXKEIATCIIbHBIX M  HENPEABUICHHBIX  HEXKEJATEIbHBIX PEAKUUAX I[PU  IPUMEHEHUU
JIEKapCTBEHHBIX IMpenapaToB, 00 OCOOEHHOCTAX MX B3aHUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamM, WHAMBUAYyaJIbHONH HENEPEeHOCUMOCTH, a Takke 00 HHbIX ¢akTax U OOCTOATENbCTBAX,
NPEACTABIAIOIUX YIPO3Y KU3HU WM 3/I0POBbIO YEJIOBEKA JIMOO KMBOTHOI'O WM BIMSIOIUX HAa U3MEHEHUE
OTHOILIEHUS 0’KHJAEMOM MOJIb3bl K BO3MOKHOMY PUCKY NIPUMEHEHMS JIEKAPCTBEHHBIX NIPENIAPATOB.

5. Ilpu BeIABIEHMM HHGOPMAIMA O CEPbE3HBIX HEXKEIATENbHBIX pPEAKUUAX M HENpeaABHICHHBIX
HEXXEJAaTeNbHbIX pEeakIUsAX INpu TNPUMEHEHUH JIEKApCTBEHHBIX IpemnapaToB, 00 O0COOEHHOCTSIX UX
B3aUMOJICUCTBUS C IPYTMMH JICKAPCTBEHHBIMM IIpenapaTaMy, UHANBUAYAJIBHON HEIEPEHOCUMOCTH, a TaKKe
00 wuHBIX (aKTax U OOCTOATENbCTBAX, BIUSIOIIUX HA W3MEHEHHE OTHOILIEHUS OXHJIaeMOM MOJb3bl K
BO3MOXKHOMY  pDHUCKYy IPHUMEHEHHUSA JICKAPCTBEHHBIX  IIPENApaToB, JACp)KaTe€ld WM BIAACINIbLbI
PETMCTPALIMOHHBIX YAOCTOBEPEHUN JICKAPCTBEHHBIX IIPENApaToB, HOPUAUYECKUE JIMIA, HA MM KOTOPBIX
BBIJIaHBl pa3pellieHus Ha MpPOBEACHUE KIMHUYECKUX uccienoBanuii B Poccuiickoit ®epepauuu, mubo
YIIOJIHOMOYEHHBIE UMH JPyTUe IOPUAMYECKHUE A 005S3aHbl IPUHATH MEPHI, HAIIPABJICHHbIE HA YCTPaHCHHE
HETAaTUBHBIX ITOCJIEICTBUM NMPUMEHEHHNs TAaKMX JICKAPCTBEHHBIX IPENApPaToOB, MPEIYNPEKICHUE PUUNHEHUS
Bpe/a *U3HU WIN 3J0OPOBBIO YEJOBEKa JINOO KUBOTHOTO, 3aIIUTY UX OT MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
IpenapaToB, Ha JONOJHUTEIbHBIN cOOp JaHHBIX 00 3(h(hEeKTUBHOCTH U GE30MaCHOCTH TaKUX JIEKAPCTBEHHBIX
[IpenaparTosB.

6. 3a HecooOIleHHe WM COKPBITHE HHQPOPMAIMH, NMPETyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
JIepKATEI WIM BIIAJEINIbIbl PErUCTPALMOHHBIX YJIOCTOBEPEHHUI JIEKAPCTBEHHBIX MPENApaToB, IOPUINYECKUE
JYIA, HA UM KOTOPBIX BBIJIAHBI Pa3pelleHUsT HAa MPOBEACHUE KIMHUYECKUX HCCIIEIOBaHUN B Poccuiickon
deaepannn, TMO0 YIOJIHOMOYCHHBIC MU IPYTUE IOPUINICCKUE JIUIA, a TAK)KE TIOJDKHOCTHBIC JINIA, KOTOPHIM
aTa uH(pOpMaIUs cTaja U3BECTHA MO POAY HMX NMPO(EeCCHOHATBLHON ACATEIHPHOCTH, HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickont denepaunu.

7. Ilpu moOJy4YeHHH YTOJIHOMOYEHHBIM (eaepalbHbIM OpPraHOM HCIOJHHUTENbHON BIIACTH B paMKax
ocyliecTBIeHHs UM (papMakoHaA30pa JOKa3aTelbCTB O HECOOTBETCTBUU JICKAPCTBEHHOIO IIperapaTa
YCTQHOBJICHHBIM TpPEOOBAaHUSAM WJIM TIpU TOJNydYeHHH WHPOPMAIMM O HECOOTBETCTBHHM JAaHHBIX 00
3G (GEKTUBHOCTH U O O€30MACHOCTH JICKapCTBEHHOIO Ipernapara JaHHBIM O JIEKapCTBEHHOM IIpernapare,
coJiepXKalMMCs B MHCTPYKLMHU IO €ro NPUMEHEHHUIO (B TOM 4YHCIE BBIABICHHBIX B XOJI€ OCYIIECTBJICHUS
(dapMakoHaa30pa KOHTPOJIbHO-HAJ30PHBIMU OpPraHaMM HHOCTPAHHBIX TOCYAAPCTB), YIOJHOMOUYEHHBIN
(benepanbHBIl OpraH MCIOJHUTEIBHON BIACTH B YCTAHOBJICHHOM MM MOPSJIKE pacCMaTpUBAECT BOIPOC O
MIPUOCTAHOBJIEHUHU IIPUMEHEHUS TAKOT'0 JIEKAPCTBEHHOI'O IIperapara.
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Cratbsa 65. NMpuoctaHoBNeHne NpMMeHeHUA NeKapCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ilpu monyueHun WHGOPMAIIMU O HEXKEIATEIBHBIX PEAKIUAX TMPU NPUMEHEHUHU JIEKAPCTBEHHOTO
mpernapara, HE YyKa3aHHbIX B HMHCTPYKIMU 1O TMPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara, Cepbe3HbIX
HEKENaTeNbHbIX peaklusx, 00 OCOOCHHOCTSX €ro B3aUMOJCHCTBUS C JPYTUMH JIEKapCTBEHHBIMHU
npemnapaTamMy, KOTOpble MOTYT MPEICTABIATH yrpo3y *KU3HU WIH 3I0POBBIO YellOBEKa JTHOO >KUBOTHOTO, a
TaK)Ke 0 HECOOTBETCTBUU JAaHHBIX 00 A(P(HEKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOTO Tpernapara JaHHBIM
0 JIEKQpCTBEHHOM IIpernapare, COJEpX alUMMCS B HHCTPYKIMU MO €ro NPUMEHEHUI0, B TOM YHCJIE OT
YIOJIHOMOYEHHBIX OPTaHOB WHOCTPAHHBIX T'OCYIAapCTB, OOMEH KOTOPOW OCYIIIECTBISIETCS B COOTBETCTBHH C
COTJIAIICHUSIMA ~ MEXIY YIOJHOMOYECHHBIM (eAepabHBIM OPraHOM HCIOJHUTEIBHOM  BJIACTH U
YHIOJHOMOYEHHBIMH OpraHaMH HMHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIH (enepanbHbIi  OpraH
WCTIOJIHUTENILHON BJIACTH paccMaTpUBaeT BOMPOC O BO3MOXKHOCTH MPUOCTAHOBJIICHHS OOpaIIeHUsT TaKOTro
JICKapCTBEHHOTO TMpemnapara B TMOPSJIKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (pelepalbHbIM OpraHOM
HUCIIOJIHUTEILHON BJIACTH.

2. llpy HEUCNOJHEHHH WIA HEHAIEKAIEeM HCIOJHEHUH JIepXKaTesIMU WM BIAJENIbIIAMHU
PErHCTPALMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX MIPENAPaTOB, IOPUANYECKUMHU JINLAMHU, HA UM KOTOPBIX
BBIIaHbl DPA3pElICHUs Ha IPOBEIEHUE KIMHUYECKUX wuccaenoBanuii B Poccuiickoin denepaunu, uiau
YIOJIHOMOYEHHBIMU UMH JPYTUMH IOPUINYECKUMH JIMLIAMH 005S3aHHOCTEH, YCTAaHOBIEHHBIX YacTsMH 3 U 4
cratbu 64 Hacrosimero @PenepagbHOr0 3aKoHa, JTUOO B CiIydasx IPEACTABICHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCIIOJHUTEIbHOW BIACTH 3aKIOYEHHUS O HEIOCTOBEPHOCTU
pe3yabTaTOB KIMHUYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO IMpernapara JUisi MEJUIUHCKOrO NPHUMEHEHMS,
KOTOPOE€ OCHOBAHO Ha pe3yibTaTax IPOBEPKHM MEIHMLHUHCKONM OpraHM3aliM, MPOBOIMBIICH YKa3aHHOE
KJIMHUYECKOE HCCIENOBAHUE C HAPYIIEHUEM IpaBWII HaAJEXalleld KIMHUYECKOW NPAKTHKH, U INPUBENIO K
MOJyYEHUIO HEJOCTOBEPHBIX pE3yJbTaToOB, JIMOO B CIydyae HEBBINOJHEHHUS TPEANUCAHUS, BbIIAHHOTO
YIIOJIHOMOYEHHBIM ~ (pe/iepaibHbBIM OpPraHOM HCIIOJHHUTEIBHOH BJIACTH IO MTOraM  OCYUIECTBJICHUS
BBIOOPOYHOIO KOHTpPOJSl KayecTBa JIEKApCTBEHHOrO IIperapara, yHOJHOMOYEHHBIN (efepaibHblii OopraH
WCIIOJTHUTEIBHOW BJACTH B YCTAaHOBJIEHHOM MM TMOPSJKE pPACCMAaTPHUBAET BOIPOC O IMPUOCTAHOBICHHUH
IIPUMEHEHUS TaKOr'0 JIEKAPCTBEHHOIO IIperapara.

3. YnonHOMOYeHHBIH (hefiepaibHbI OpraH UCHOIHUTENBHOM BIACTU MIPU MPEJICTABICHUH MY CBEJCHUN
O HECOOTBETCTBMM MPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB TpeOOBAaHMSAM TpaBWI  HaJUIexKalnen
IIPOU3BOJICTBEHHON NPAKTUKHU U (MJIM) O HApYLIEHUH JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOPbIE OBLIIN BHISBICHBI
B XOJI€ TpPOBENEHUS HWHCHEKTUPOBAHUS NPOU3BOIMUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS
JUIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U MPUBETN HIIK MOTYT MPUBECTH K
IPOM3BOJICTBY JIEKAPCTBEHHBIX MIPENApaTOB A MEIAUIMHCKOIO IPUMEHEHUS, IPUYMHUBLIMX WA CIIOCOOHBIX
IPUYUHUTG BPEJl XKU3HU WIN 310POBBIO IPAXKIAH, PACCMATPUBAET BOIPOC O NPHUOCTAHOBICHUM NPUMEHEHUS
JIEKapCTBEHHBIX MPENApaTOB JJIsl MEAULMHCKOIO IPUMEHEHHUS B YCTAHOBJIECHHOM UM IOPSAKE B CIEIYIOIINX
Cllydasix:

1) cocraB u (WIM) TEXHOJOTHS MIPOU3BOJACTBA JIEKAPCTBEHHOr'O TIpemapara isi MEIUIIMHCKOTO
MIPUMEHEHUS (C OTIMCAaHUEM CTaJMK MPOU3BOJICTBA) OTIMYAIOTCS OT 3asIBJICHHBIX B PETUCTPAIIMOHHOM JIOCKE;

2) neKkapCTBEHHBIA Mpernapar A MEIUIUHCKOTO MPUMEHEHHS NpPOU3BE/IEH Ha MPOU3BOACTBEHHOMN
IUIOIIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) Y HOpOU3BOAUTCIIA JICKAPCTBCHHBLIX CPCACTB OTCYTCTBYKOT JOKYMCHTBI, IIOATBCPKIAAIOIINC
COOTBCTCTBUC Ka4YCCTBa JICKAPCTBCHHOI'O IIp€napara i1 MCAUIUHCKOIO IMPUMCHCHHA, BBOJHUMOI'O B
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rpaXk1aHCKUI 000poT, TpeOOBaHUSIM, YCTAaHOBIEHHBIM IIPU €0 roCy1apCTBEHHON PEruCTpalluy;

4) npou3BOUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
(benepaTbHBIM OPraHOM HCIIOJHUTENILHOW BIIACTH CPOK HE YCTpPaHEHBl HApYLICHUs TPeOOBAHUN IpaBHI
Ha/IJIeKaIIeld POM3BOJICTBEHHOM MPAKTHKH U (WJIN) JTUIICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUIN BBISBIICHBI B
XOZIc TIPOBENEHUS WHCIIEKTUPOBAHUS TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEICTB WM OCYIICCTBIICHUS
JMLEH3HOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB U MPUBEIN MM MOTYT IIPUBECTH K
IPOU3BOJICTBY JIEKAPCTBEHHBIX TPETApaTOB Il MEIUIIMHCKOTO TPUMEHEHHSI, TPUUMHHUBIIMX HIIH CITIOCOOHBIX
MPUYMHNUTE BPE]] )KU3HU WITH 3/10POBBIO TPAXKAAH.

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

4. YTIIOTHOMOYEHHBIH (hefepalbHbIid OpTaH MCIIOJHUTENFHON BJIACTH TPU HAJMYWHU Y HETO CBEJCHUU O
HECOOTBETCTBUU  MPOM3BOAMTENS  JIGKAPCTBEHHBIX  CPEACTB  TpeOOBAaHMAM  MpaBWJI  HajJiexaluen
IPOM3BOJICTBEHHOM NPAKTUKU U (UJIM) O HapyLIEHUH JHMLEH3UOHHBIX TpeOOBaHUMN, KOTOPbIE OBLIM BBISBICHbI
B XOJ€ MpPOBENCHUS HWHCIEKTUPOBAHUSA NPOU3BOIUTENSA JIEKAPCTBEHHBIX CPEIACTB WM OCYIIECTBICHUS
JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB U MPUBEIH UM MOTYT MIPUBECTH K
IIPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB JUIi BETEPUHAPHOIO IPUMEHEHMs, IPUYUHUBIINX WIH
CIOCOOHBIX MPUUYMHUTH BPEJ] )KU3HU WIH 3J0POBBIO )KMBOTHBIX, paCCMaTPUBAET BOIIPOC O MPUOCTAHOBIEHUU
peanu3anyuy U NPUMEHEHMS JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHS B YCTAaHOBICHHOM
UM TOPSAKE B CIEAYIOIUX CIydasix:

1) COCTaB H (I/IJ'II/I) TEXHOJIOTHUA MPOU3BOACTBA JICKAPCTBCHHOI'O Ipfrapara sl BETCPHUHAPHOI'O
IPUMCHCHUA (C OIMMCAaHHUEM CTaauit HpOI/I3BOIICTBa) OTJIINYAIOTCA OT 3a4BJICHHBIX B PCTUCTPAIHUOHHOM JOCHE,

2) nexkapCTBEHHBIM IpemnapaT AJii BETEPUHAPHOTO NPUMEHEHHs IPOU3BEACH HAa MPOU3BOACTBEHHON
IJIOIIAIKE, HE YKa3aHHOM B PErUCTPALIMOHHOM JIOChE;

3) y TNOpoOM3BOAMTENS JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJTBEP:KIAOIINE
COOTBETCTBUE KAauecTBa JICKAPCTBCHHOI'O IIpenapara il BETEPUHAPHOIO IPUMEHEHHs, BBOJHMMOIO B
rpaXkIaHCKUI 000poT, TpeOOBaHUSIM, YCTAHOBIEHHBIM IIPU €0 roCy1apCTBEHHON PErnCTpaluy;

4) mpou3BOUTENEM JICKAPCTBEHHBIX CPEJICTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENIFHONW BJIACTH CPOK HE YCTpPaHEHBl HApYLICHUs TPeOOBAHUN IpaBHI
Ha/IJIeKaIIeld IPOM3BOICTBEHHOM MPAKTHKH U (WJIN) JTUICH3HOHHBIX TPEOOBaHUH, KOTOPBIE OBUIN BBISBIICHBI B
XOZIc TIPOBENEHUS WHCIIEKTHPOBAHUS TPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEIACTB WM OCYIICCTBIICHUS
JMLEH3HOHHOTO KOHTPOJIS B chepe MpOU3BOACTBA JICKAPCTBEHHBIX CPE/ICTB U MPUBEIN MM MOTYT IIPUBECTH K
IPOM3BOJICTBY JICKAPCTBEHHBIX MPENapaTtoB s BETEPUHAPHOTO MPUMEHEHHs, MPUYMHUBIIUX WIH
CIOCOOHBIX MPUYMHUTE BPE/] )KU3HU MIIH 310POBBIO )KUBOTHBIX.

(uactp 4 BBeneHa @enepanbHbiM 3aKkoHOM 0T 04.06.2018 N 140-D3)

Koncynprantllimroc: nmpuMedaHue.
C 01.01.2023 cr. 65 pononnsercs 4. 5, 6 (O3 o1 27.12.2019 N 475-D3).

Koncynbrantllitoc: mpumeuyanue.
C 01.03.2020 cr. 66 uznaraercs B HoBoW pemakimu (P3 ot 27.12.2019 N 475-®3). Cm. Oyayuryro
penaKuuio.
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CraTtbsa 66. MHcpopmauusa o pesynbTaTax papmMakoHagsopa
(B pen. ®enepanpHOro 3akona ot 22.12.2014 N 429-03)

Y1otHOMOYeHHBIN (eiepabHBIN OpraH UCTIOTHUTEIHLHOW BIACTH, OCYIISCTBIISIOMUN (hapMaKOHAI30D,
HaxonAmuxcsi B oOpamenun B Poccmiickoit denepanuu, 1Mo pesyibrataM (papMakoHaI30pa pa3MeiiaeT Ha
cBoeM oduIIMaIbLHOM caiiTe B ceTd "MHTepHEeT" nHPOPMAIIUIO O MPUHATHIX PEUICHUSAX O BHECEHUH U3MEHEHUS
B MHCTPYKLMIO [0 TPUMEHEHHUIO JIEKapCTBEHHOrO IIpenapara, O IPUOCTAHOBJICHUM NPUMEHEHUS
JICKapCTBEHHOTO TpemapaTta, 00 U3BATUU U3 OOpalleHHsl JICKApCTBEHHOTO Tpernapara Uid 0 BO300OHOBJICHUU
IIPUMEHEHHUS JIEKapCTBEHHOT'O Tperapara.

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

asa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPWUHIA OBUWXKXEHUA NNIEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQUUUHCKOIo NPUMEHEHUA
(B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. WUHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUSs NeKapCcTBEHHbIX NpenapaToB AN MeAULUHCKOro NpuMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Mudopmanuss o JEKapCTBEHHBIX Npenaparax, OTIYCKAaeMbIX II0 pEIeNnTy Ha JEKapCTBEHHBIN
npenapaT, JOJDKHA COJIEPXKATbCid TOJBKO B CIELUAIM3UPOBAHHBIX M3JAHMSIX, NpPEJHA3HAUYEHHBIX IS
MEJIMIIMHCKUX, (hapMaleBTHUECKUX PaOOTHUKOB, CICIHMAIMCTOB B 00jacTH BeTepuHapuu. Mubopmarus o
JIEKapCTBEHHBIX Ipenaparax Ajis CIEHUAINCTOB B 00JIacTH oOpallleHusl JIEKapCTBEHHBIX CPEICTB MOKET
COJIEpKaThCSl B MOHOTpAa(UsIX, CIPABOYHUKAX, HAYYHBIX CTAThAX, B JOKIAJaX Ha KOHTpeccax, KOH(PEPEeHIIUAX,
CHUMIIO3UYMax, HAYYHBIX COBETAX, a TAK)KE€ B MHCTPYKLMSIX 110 IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB.

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

2. HWuadopmammsi o JEKapCTBEHHBIX IperapaTax, OTIYCKaeMbIX Oe3 pelenrta Ha JeKapCTBEHHBIN
mpemnapar, MOXKET COJEpPKaThCsl B MyONUKAIMAX W OOBSIBICHUSX CPEACTB MAacCOBOM HH(OpPMAIINH,
CHEIMATM3UPOBAHHBIX W OOIIMX TMEYAaTHBIX H3JaHMUSIX, HHCTPYKIHSIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
IpenapaToB, HWHBIX U3JAHUSX CYyOBEKTOB OOpalleHHs JIEKApCTBEHHBIX CPEACTB. PexiamMHble MaTepualbl O
JIEKapCTBEHHOM TMpemapare, OTIyckaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIM Mpemapar, JOJIKHBI
COOTBETCTBOBATh MHCTPYKLHH M0 PUMEHEHHUIO JIEKAPCTBEHHOIO Mpenapara.

3. Jlomyckaercs WCIOJNIB30BaHME JIIOOBIX MAaTE€pPUAIbHBIX HOCHUTENEH, MO3BOJIAIOMIUX XPaHUTh,
nepeiaBaTh U HCMOIb30BaTh MH(POPMAIIHIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee HCKaKeHUS.

Koncynprantllotoc: npumeuanue.
Y. 4 ct. 67 BcTymaer B cuity ¢ 01.07.2020.

4. JIns neneil uaeHTUPUKALNN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUILMHCKOIO IPUMEHEHHUS
IIPOM3BOJUTENN JICKapCTBEHHBIX CPEACTB B INOpsAAKE, ycTaHOBIeHHOM lIpaBurensctBoMm Poccuiickoin
@denepanuy, HAHOCAT Ha NEPBUYHYI YINAKOBKY (B OTHOLIEHMH JIEKAPCTBEHHBIX IpenapaTtoB Mjs
MEIMLMHCKOTO MPUMEHEHHs, JUIi KOTOPBIX HE MpPEIyCMOTpPEHa BTOpPHYHAS YIAKOBKA) M BTOPUYHYIO
(MOTpeOUTENbCKYIO) YMAKOBKY JIEKAPCTBEHHBIX TMPENapaToB Ui METUIMHCKOTO MPUMEHEHHS CpEICTBa
WACHTUDUKAINHA, 32 WCKIIOYCHHEM JICKapCTBEHHBIX TMPEMapaToB Ui METUIIMHCKOTO PUMEHEHHS,
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NPOM3BOIUMBIX JJIsl TIPOBEICHHS KIMHUYECKHX HMCCIICOBAHUM, KCIOPTA, JICKAPCTBEHHBIX MpEnapaToB s
MEIUIIMHCKOTO TIPUMEHEHUs, YKa3aHHBIX B 4acTsax 5 u § crtateu 13 Hacrosmero denepalbHOTO 3aKOHA,
paarodapMareBTHUECKUX JIEKAPCTBEHHBIX MPENapaToB, MASIBOK MEIUITUHCKUAX U FA30B MEIUIIUHCKUX.

(dactp 4 BBennena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pen. 27.12.2019))

5. XapakTepucCTUKU Cpe/CTBAa WACHTHU(PHUKAIUH, TOPSI0K €ro HaHEeCEHUs U TpeOOBaHUS K CTPYKType U
¢dopmary MHDOpMAMM, KOTOPYIO COAEPXKUT CPEACTBO WACHTU(HKAIMHU, ompeneistorcs IIpaBurenbcTBom
Poccuiickoit deneparuu.

(uactb 5 BBeneHa PenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

6. Ilopsinox co3nanusi, pa3BUTHUS, BBOJA B KCIUIyaTallMIO, SKCIULyaTallUM M BbIBOJA M3 IKCILIyaTalluu
CHUCTEMbl MOHMTOPHHIA JIBUKCHHsI JICKAPCTBEHHBIX NPENAPATOB ISl MEIUIMHCKOTO NPUMEHEHUS, MOPSAI0K
MpelocTaBleHnss HH(OpMalMM, cojAepKalleicss B CHCTEME€ MOHUTOPUHIA JBHKEHHS JIEKapCTBEHHBIX
IIPenapaToB [Uisl MEIULIUHCKOTO INPUMEHEHUS, U TOPSAAOK B3aUMOJEHCTBUS YKa3aHHOM CHCTEMBI C MHBIMHU
roCyJapCTBEHHBIMH MH()OPMAIMOHHBIMU CUCTEMAaMHU U UHPOPMALIMOHHBIMUA CUCTEMAaMHU IOPUANYECKUX JIUL U
MHIVBUAYAIbHBIX MPEANPUHUMATENEH, yKa3aHHbIX B dacTAXx 7 U 10 HacTosmiend cTaTbM, yCTaHABIUBAIOTCS
[IpaButenbctBoM Poccuiickoit @enepanuu. OneparopaMu CUCTEMbl MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX
MpenapaToB Uil MEAMIIMHCKOIO NPUMEHEHUs SBISIIOTCS (pelepalbHblii OpraH MCHOJHUTENbHON BIACTH U
(unn) opranuzanus, ynoinHomoueHHsle [IpaButensctBom Poccuiickoit denepannu.

(dactp 6 BBenena denepasibHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

Koncynprantllotoc: npumeuanue.
Y. 7 cr. 67 BcTynaer B cuity ¢ 01.07.2020.

7. IOpuauueckue nMIa U WHAWBUAYAJIbHBIC NPEANPUHUMATENN, OCYILIECTBISAIONIUE IMPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyro denepanmio, OTIYCK, pealn3alyio, nepeaady, IpUMEHEHHE U YHUUTOKEHNE
JICKapCTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO MPUMEHEHHs, O00ECleurBalOT B IOPSJAKE M B COCTaBe,
KOoTOpble ycraHoBieHbl [IpaBurensctBoM Pocculickoin depepanyuy ¢ y4eToM BHAA OCYILECTBIIEMOW HUMU
NeSTeIbHOCTH, BHECEHHE MH(POpPMAIMK O JIEKApCTBEHHBIX Ipemnaparax A MEIUIUHCKOTO MPUMEHEHUS B
CHUCTEMY MOHHUTOPHHTIA IBHYKEHUS JICKAPCTBEHHBIX NPENapaToB I MEAUIIMHCKOIO IPUMEHEHUS.

(dactp 7 BBenena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHbIE TpenapaThl Uil MEJUIIMHCKOTO IPUMEHEHUs, IpeHa3HauYeHHbIe U1 o0ecTiedeHus
aui,  OONBHBIX  TeMo(UiIMel, MYyKOBHCUUAO30M, Tunodu3apHbIM HaHU3MOM, Ooje3Hbto [ome,
37I0KaQYECTBEHHBIMH HOBOOOPa30BaHUSAMHU JTUM(OUIHONW, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEM,
paccestHHbIM CKJIEPO30M, JIMI[ IOCJI€ TPaHCIJIAaHTAllMM OpPraHoB M (MJM) TKaHel, mpousBedeHHble a0 31
nexkabpst 2019 roma, a Tak)Ke WHBIE JICKAPCTBEHHBIE NIpemaparbl IS MEAMIMHCKOTO TMPUMEHEHUS,
npousBeaeHHble 10 1 uronsg 2020 roga, moauekaT XpaHEHUIO, MEPEBO3Ke, OTIYCKY, pealu3alyy, rnepeaaye,
NPUMEHEHNIO 0€3 HAaHECEHUs CPEACTB UAECHTH(PHKALINY 10 UCTEUEHUS CPOKA UX TOAHOCTH.

(uactp 7.1 B pen. denepanbroro 3akoHa ot 27.12.2019 N 462-D3)

8. Opramms3amus WHOOPMANMOHHOTO  B3aWMOJICHCTBHSI ~ CUCTEMBbl  MOHUTOPWUHTA  JIBUKCHHS
JEKapCTBEHHBIX  MpEnapaTroB JUIi  MEAWIUHCKOTO TNPHUMEHEHWs C HWHBIMH  TOCYAapCTBEHHBIMU
WH(OPMALIMOHHBIMU ~ CUCTEMaMH  oOecredyuBaeTcs B TOM UHCJIE IOCPEACTBOM  HHQPACTPYKTYpHI,
oOecnieunBaromeld  MHOOPMALMOHHO-TEXHOJIOTUYECKOE  B3aUMOJEHCTBHE WHGOPMAIMOHHBIX  CHUCTEM,
UCTIONB3YEMBIX Ui TMPEAOCTaBICHHUS TOCYJApPCTBEHHBIX M MYHHUIMIANBHBIX YCIYT U HWCHOJHEHHS
rOCYJJapCTBEHHBIX U MyHHLIUIIAIBHBIX (QYHKLUI B 3JIEKTPOHHOU opMme.

(uactp 8 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-D3)
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9. ObmenoctynHas uHpOpMalLUs, cofepKallascs B CUCTEME MOHUTOPUHTA JBUKEHUS JIEKapCTBEHHbIX
MpenaparoB JUIsi MEIUIMHCKOTO MPHUMEHEHHs, pa3Melaercs B HWH(POPMAlMOHHO-TEIEKOMMYHUKAITMOHHON
cetu "Mureprer" (B TOM uncie B (hopMe OTKPBITHIX JAaHHBIX) B MOPSIKE, yCTAaHOBICHHOM [IpaBUTENHCTBOM
Poccuiickoit ®eneparumn.

(uactp 9 BBenena denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

10. TIpomsBoauTenu JEKAPCTBEHHBIX CPEACTB MONYYAIOT COAEPIKAIIYIOCS B CHUCTEME MOHHMTOPHHIA
JIBMDKCHUS JICKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHUSI HHPOPMAIIHIO O CEPUsX M MapTHsX
JIEKapCTBEHHBIX TPENaparoB, MPOU3BOAMMBIX UMU M HAXOASAILIMXCS B TPpakJIaHCKOM oOopore B Poccuiickoit
Deneparun, 6€3BO3ME3IHO.

(uactp 10 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

KoncynwsranTtlIoroc: mpuMedanue.
Y. 11 ct. 67 BcTynmaet B cuiy ¢ 01.07.2020.

11. 3a mpou3BOACTBO WIN MPOJAXKY JEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO MpUMEHEHUs 0e3
HAHECEHMs CPEJICTB MICHTU(UKALIUY, C HApyIIEHUEM YCTaHOBJIEHHOIO MOpPSAKAa UX HAaHECEHUs, a TaKke 3a
HECBOEBPEMEHHOE BHECEHHUE NAaHHBIX B CUCTEMY MOHUTOPMHIA ABW)KCHUS JIEKAPCTBEHHBIX MpENnaparoB IS
MEIMIMHCKOIO IIPUMEHEHHS WIM BHECEHHE B HEE HEIOCTOBEPHBIX [AHHBIX IOPUAWYECKME JIMLA U
MHAMBUAYAJIbHbBIE IPEANIPUHUMATENH, YKa3aHHbIE B 4acTsAX 4 U 7 HACTOSIIENH CTaTbU, HECYT OTBETCTBEHHOCTh
B COOTBETCTBUH C 3aKOHOATENILCTBOM Poccuiickoit deneparum.

(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IlpaButensctBo Poccuiickoit ®denepanuu BlpaBe YCTAHOBUTh OCOOEHHOCTH BHEJPEHMSI CHCTEMBbI
MOHMTOpPHHIA JBUKCHHS JICKAPCTBEHHBIX NPENAapaToB Ul MEAMLUHCKOIO NMPUMEHEHMs], BKIIIOYasi CPOKH €€
BHEJPEHUS, B OTHOLICHHWH JIEKAPCTBEHHBIX IPENApaTOB Ul MEAMIMHCKOIO MPUMEHEHUS, BKIIOUYEHHBIX B
NepevYeHb KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKapCTBEHHBIX MPENapaToB, JEKapCTBEHHBIX NpenapaTos,
NpeHa3HAYCHHBIX IS OO0ECleYeHus: JHI, OONBHBIX TeMO(HINEH, MYKOBHCUUAO30M, TUNO(U3apHBIM
HaHU3MOM, OoJe3Hbpi0 ['omre, 37I0KauYeCTBEHHBIMH HOBOOOPA30BAaHHUAMH JUMQOUIAHON, KPOBETBOPHOH W
POJICTBEHHBIX MM TKaHEW, PacCEeSHHBIM CKJIEPO30M, JIMI MOCJEe TPaHCIUIAHTAI[MM OpPraHoB U (WJIM) TKaHeM,
MHBIX JIEKAPCTBEHHBIX MPENapaToB AJIs MEAULUHCKOIO IPUMEHEHUS.

(uactp 12 BBeneHa deaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUUUN, OCYLLECTBIAIOWWMNE OAEATEJNIbHOCTb
NO OBPALLEHUIO JIEKAPCTBEHHbLIX CPEACTB
(BBenmena deaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratba 67.1. OrpaHnyYeHusa, Hanaraemble NpU OCYLUECTBNEeHUN feATeNibHOCTU B cdepe
obpalleHns nekapcTBEeHHbIX CPeaAcTB

1. Opranuzanuu, 3aHUMaloNIMecs: pa3paboTKOM, MPOU3BOJICTBOM U (MIJIM) peaau3anueil JIeKapCTBEHHBIX
npenapaToB A8 MEIULIMHCKOTO HMPHUMEHEHMs, OpraHu3aluu, oOJjajaroliyMe MpaBaMM Ha HCIOJIb30BAHUE
TOProBOr0 HAaMMEHOBAaHHUS JIEKapCTBEHHOIO Ipenapara s MEIULHUHCKOIO IPUMEHEHUs, OpraHu3aluu
ONTOBOM TOProBJK JICKAPCTBCHHBIMU CpCACTBAMH, AaAlTCYHBIC OpraHUu3alvun (I/IX MNpeaACTAaBUTCIIN, HWHBIC
¢u3nveckue U IOPUIMUECKUE JIUIA, OCYIIECTBISIONINE CBOIO JESITEIBHOCTh OT MMEHHU 3TUX OpraHHU3aluii) B
OTHOIIEHUU MEAUIIMHCKUX PAOOTHUKOB U PYKOBOAMTENECH METUIIMHCKUX OpraHu3aliii He BIpaBe:
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1) Bpy4aTh MOJapKH, BBIIUIAYMBATH JCHEXKHbBIE CPEACTBA (3a HUCKIIOYEHHEM BO3HArpaKICHUN IO
JIOTOBOPAaM IIpU MPOBEJECHUN KIUHUYECKUX HMCCIIECJOBAHUMN JICKAPCTBEHHBIX IPENAPATOB I MEAULMHCKOIO
MPUMEHEHHS, BO3HATPAXKICHHI, CBI3aHHBIX C OCYIIECTBICHHEM MEIUIIMHCKAM PabOTHUKOM MEIarornyecKon
U (MJIM) HAy4YHOM JEeSATENIbHOCTH), B TOM UYHMCIIE OIUIaYMBaTh Pa3BICUYEHUs, OTAbIX, IPOE3]l K MECTY OTAbIXa, a
TaK)Ke MPUBJIEKATh K YYaCTHIO B Pa3BJIEKATEIbHBIX MEPONPHUATHUAX, IPOBOJAUMBIX 3a CUET CBOMX CPEJNICTB;

2) 3aK/II04YaTh COIIalICHUSA O Ha3HAUYCHHUHN WJIM PEKOMCHIOALWH ITAIUCHTAM JICKAPCTBCHHBIX IIPpCIIapaToB
AJIE MEAULIUHCKOTO IIPUMCHCHUA (3a HCKIIFOYCHUEM OOr0OBOPOB O MPOBCACHUU KIIMHHUYCCKUX HCCIIeIOBaHUM
JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUTTUHCKOI'O HpI/IMeHeHI/IH);

3) mpemocTaBisATh 00pa3lbl JIEKAPCTBEHHBIX MPEMapaToB s MEIUIMHCKOTO NPUMEHEHUS B IEJSIX
BpPYUYEHHS MAlUEHTaM (3a UCKIIOUEHUEM CIIydaeB, CBA3AHHBIX C IMPOBEJCHUEM KIMHUYECKHUX HCCIIEeI0BAaHUIN
JIEKapCTBEHHBIX MTPENapaToB JUIsl MEIUIIUHCKOTO MPUMEHEHUS);

4) npeoCTaBISITh HEIOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMALIKIO O JIEKapCTBEHHBIX MpenapaTtax Jijis
MEAMIIMHCKOTO TPUMEHEHUS;

5) Inocemarb HMX B pa6oqee BpEMA Ha pa60‘-II/IX MCCTax, 3a HCKIIFOUCHUCM CJIy4acB, CBA3AHHBIX C
MIPOBCACHUCM KIIMHHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPCTBCHHBIX IPCIapaToB IS MCAUIUHCKOTIO IMPUMCHCHUA, C
ydqacTueM B TMOPAAKE, YCTAHOBJICHHOM PYKOBOIUTCIIEM MGI[I/IIII/IHCKOI\/JI opraHu3alvu, B co6paH1/1;1x
MEOAUITMHCKUX pa6OTHI/IKOB 1 MHBIX MCPOIPUATHAX, HAIIPABICHHBIX HA IMOBBIICHUC HUX HpO(l)eCCI/IOHaJ'IBHOFO
YPOBHA HUJIKM HaA IMPEAOCTABIICHHUC I/IH(bOpMaLII/II/I, CBSI3aHHOM C OCYHIECTBJICHUEM MOHHUTOPUHIA 0e30macHOCTH
JICKAPCTBCHHBIX IIPCIIapaTOB;

6) moOyxJIaTh K BBINMCHIBAHUIO JIGKAPCTBEHHBIX MpPENapaTroB I MEIUIIMHCKOTO MPUMEHEHHs Ha
OnaHKax, coaepKalx HH(MOPMALMIO PEKIAMHOIO XapakTepa, a TaKXKe Ha pPELEeNTypHbIX OJaHKax, Ha
KOTOpBIX 3apaHee HalleyaTaHO HaMMEHOBaHUE JIEKAPCTBEHHOIO MIpenapaTa Jisi MEIUIIUHCKOTO PUMEHEHHUSI.

2. Opranmzaiuu, yka3aHHbIE B a03arle MepBOM 4acTH | HACTOSIICH CTaThW, U WX MPEICTABUTEIN B
OTHOIICHUHU (hapMalleBTHUECKUX paOOTHUKOB U PYKOBOJIUTENEH aTeUHbIX OpraHU3alliil He BIIpaBe:

1) Bpy4aTh NOAAPKH, BBIIJIAYHUBATH ACHCKHBIC CPEACTBA, B TOM YHCJIC OIJIaYUBATh PAa3BJICUCHUSA, OTABIX,
Ipoe3a K MECTY OTAbIXa, U MPUBJICKATH K YUACTHUIO B PA3BJICKATCIIbHBIX MCPONIPUATUAX, TPOBOAUMBIX 3a CUCT
CBOHMX CPCACTB,

2) npenocTaBiATh 00pa3Libl JEKaPCTBEHHBIX MIPENapaToB sl MEAULMHCKOTO IPUMEHEHUS AJIsl BpYyUEHUS
HACEJICHHUIO;

3) 3aK/II04YaTh COTJIaICHUA O IMPEAIOKCHHUHN HACCIICHHIO OIPEACIICHHBIX JICKAPCTBCHHBLIX IIPEIIapaTOB
AJIL MEAUITUHCKOTO ITPUMCHCHU S,

4) mpeaoCTaBIATh HEJIOCTOBEPHYIO U (MJIM) HETIONIHYI0 HH(POPMAIIUIO O JISKapCTBEHHBIX Mpenaparax Jyls
MEJUIMHCKOTO NPUMEHEHHS, B TOM 4YHCIE MMEIOIIHUX OJMHAKOBOE MEXIYHAapOJHOE HEMATEHTOBAaHHOE
HauMEHOBaHMUE.

Cratbsa 67.2. TpeboBaHMA K opraHn3aLmm U NPoBeAeHUID Hay4YHbIX MEPONPUATUNA, UHBIX
MeponpuUATUNA, HanpaBrieHHbIX Ha NOBbIlWeHUe Npo¢eCcCUOHaNbLHOro YPOBHA MeAULIMHCKUX
paboOTHMKOB uNM Ha npeaoctaBrieHMe UHoOpMaLuKn, CBA3AHHOW C OCYLUECTBIIEHUEM
MOHUTOpPUHra 6e30MNacHOCTU NeKapCTBEHHbIX NpenapaToB
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1. Ilpy mpoBeneHUM HAYYHBIX MEPONPHUSATUN, WHBIX MEPOINPUSATUN, HAMPABICHHBIX Ha MOBBIIICHHUE
npoecCHOHATLHOTO  YPOBHS MEIMIIMHCKHX pPAa0OTHUKOB WJIM Ha TMPEIOCTABICHUE CBSI3aHHOW C
OCYIIIECTBJIEHHUEM MOHUTOPUHTa O€30MacHOCTH JIEKAPCTBEHHBIX MpErnapaToB WHGOPMAIUU, OPTaHU3yEeMBIX
OpraHu3aNysIMH, YKa3aHHBIMU B a03arie nepBoM dactu | crateu 67.1 Hactosmiero denepanbHOro 3aK0Ha, X
NpeICTaBUTENIAIMA U (UiIM) (PUHAHCHPYEMBIX 3a CUET CPEICTB ATUX OpraHu3aluid M HX MpeJCTaBUTENEH,
3ampelaeTcs MpeniaTcTBOBaTh YYAaCTUIO B YKAa3aHHBIX MEPOIPUATUAX HWHBIX OpraHu3aluid, KOTOpBIE
MPOU3BOAAT WA PEAIM3YIOT JIEKAPCTBEHHbIE MNpenaparbl JIsI MEIULMHCKOTO IMPUMEHEHUS CO CXOXKHUM
MEXaHU3MOM (PapMaKOJIOTHIECKOTO JIEHCTBUS, JIMOO CO3/aBaTh JUCKPHUMHHAIIMOHHBIC YCIIOBUS UIS OIHHX
YYaCTHUKOB I10 CPABHEHUIO C IPYTUMHU YYaCTHUKAMHU, & UMEHHO:

1) mpenocTaBisATh PAa3IUYHOE KOJIMYECTBO BPEMEHHU JJISl BBICTYIUIEHUH YYaCTHHMKOB, Pa3jM4YHBIE IO
pasmepy 3aHMMaeMol IUIOLAAM MecTa A JEMOHCTpaluu 00pa3loB JEKapCTBEHHBIX IpenapaToB Jis
MEULUHCKOrO IIPUMEHEHUs WIM PEKIAMHBIX MaTEPHUAJIOB O JICKAPCTBEHHBIX IIpenaparax s MEIULIMHCKOTO
IIPUMEHEHUs HA DKCIO3ULUAX, CTEHAAX, 3a MCKIIOYEHUEM CJIy4daeB, €CIM TaKUE YCJIOBHUS 3AaKPEIUICHBI B
COTJIAIICHUSIX 3TUX OpraHU3alMid, UX MpeJCTaBUTENCH O (UHAHCHPOBAHUHM YKAa3aHHBIX MEPONPUATHH U
00yCIIOBJIEHBI Pa3IMYHBIMU 3aTPaTaMU YYaCTHUKOB HAa UX OPraHU3alINIo;

2) ycrtaHaBIMBaTh pa3Mep B3HOCA JUIsl YYaCTHMKOB MEpPONpPUATHMN, yKa3aHHBIX B al3alle MepBOM
HACTOSIIIEN YacTH, NMPEBBIIIAIOIIMN CyMMy 3aTpaT Ha OPraHU3alUIi0 YKAa3aHHBIX MEPONPUATHUN U BEIYIIMM K
HEO0OOCHOBAaHHOMY OTPAHMUYEHUIO YHCIIA UX YYACTHUKOB.

2. Opranuzanuu, yKa3aHHble B a03aiie nepBoM yactu 1 crateu 67.1 HacTosero deaepaabHOTO 3aK0Ha,
WX TPEACTABUTEIH, OCYIIECTRISIONINE OPTaHu3aIuio U (Win) ((UHAHCHPOBAHUE MEPONPHUITHHA, YKa3aHHBIX B
gactu | HacTosIIeW CcTaThU, O0s3aHBI OOEcIeYMBaTh JOCTYN K WH(OpMANWXA O JaTe, MECTe M BPEMEHU
MPOBEACHUS yKa3aHHBIX MEPONPHUSTHH, TUTAHAX, TPOrpaMMax MPOBEICHHs YKA3aHHBIX MEPONPUATHHA U TeMax,
IUTAHUPYEMBIX IS PAcCMOTPEHHUs, COCTaBe HUX YYACTHHKOB ITIyTEM pPa3MEIICHUS COOTBETCTBYIOMIEH
uHboOpMaIMu Ha CBOMX O(UIMANBHBIX caiiTax B cetd "MHTepHeT" He MO3/1HEe IBYX MECAIEeB 10 Hadala
MPOBEACHUS YKA3aHHBIX MEPOIIPUSTUH.

3. Uudopmanuss 0 NMpOBEACHUN MEPONPUATHH, yKa3aHHBIX B 4acTW | HACTOsIIEH CTaThbH, B CpPOK,
YCTQHOBJICHHBII YacTbl0O 2 HACTOANICH CTaThbW, JOJDKHA OBITh HampaBiieHa B (elepanbHbId  OpraH
WCIIOJIHUTEJIBHOM BJIACTH, OCYIIECTBISIIOMIMNA (QYHKIMU MO KOHTPOJIIO U HAA30py B chepe 3ApaBOOXpaHEHUS,
JUTS TIOCTIEAYFOIIETO pa3MelIeHus ee Ha OPHUITHaIbHOM CaiiTe 3TOTro opraHa B ceTu "MHTepHet".

Mmasa 15. OTBETCTBEHHOCTb 3A HAPYLWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIUM INMPU OBPALLUEHUN NEKAPCTBEHHbLIX CPEACTB
M BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 340POBbLIO NPAXAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbBIX MPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHoaaTenbcTBa Poccumnckoun
®Pepepaumm npm obpalieHUn neKapcTBeHHbIX CpeacTB

1. Hapymenue 3akoHonmarenbcTBa Poccuiickoit @enepanuu mpu oOpalieHuy JIEKapCTBEHHBIX CPEICTB
BJICUET 3a COO0M OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATENHCTBOM Poccuiickoit denepanun.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempeCTaBIEHHE UM HECBOEBPEMEHHOE NpeACTaBICHNEe HHPOPMALIUU U (MIIM) JOKYMEHTOB 100
NPEICTaBICHUE HEAOCTOBEPHBIX HHPOpPMAaLMU MU (WIM) JOKYMEHTOB, IPEIyCMOTPEHHBIX HACTOSIIUM
@denepanbHbBIM  3aKOHOM, CYOBEKTHI OOpalleHUs] JIEKAPCTBEHHBIX CPEICTB HECYT OTBETCTBEHHOCTh B
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COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoit denepaunu.
(uacte 2 BBegena denepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-@3; B pen. denepanbHOro 3aKOoHA OT
04.06.2018 N 140-®3)

Cratba 69. BoameweHune Bpeaa, NPUUYNHEHHOro 300POBLIO rpaxpaH BcerneacTBue
NPUMEeHeHUsA NeKapCTBEHHbIX NpenapaTos

1. HpOI/ISBO,Z[I/ITCJ'IL JICKAPCTBCHHOT'O IIpcIiapara 00s13aH BO3MECTHUTh BpcA, HpI/I‘-II/IHeHHHﬁ 310POBBIO
TpaxJaH BCJICACTBUC ITPUMCHCHUS JICKAPCTBCHHOI'O IIpcIiapara, €CJIn J0Ka3aHo, UYTO:

1) nexkapcTBeHHBIH mpenapar HPUMEHSJICS IO HA3HAYEHUI0 B COOTBETCTBUU C HHCTPYKIUEH IO
MPUMEHEHUIO JIEKAPCTBEHHOrO IpernapaTta M NPUYMHONW Bpeaa SBWICA BBOJ B TpakIaHCKUH 000poT
He100pOKaYeCTBEHHOIO JIEKAPCTBEHHOT O IIpernapara;

2) BpeA 3710pOBbIO MPUYMHEH BCIIEICTBHE HEJOCTOBEPHOM MH(pOpMALNH, COJlepKalleicsl B MHCTPYKIUH
10 MPUMEHEHMIO JIEKAPCTBEHHOTO NIpenapaTa, U3/1aHHOM MPOU3BOANUTENEM JIEKAPCTBEHHOTO TIperapara.

2. B cnyuae, ecnu Bpea 370pPOBbIO I'pa)J1aH NPUYMHEH BCJIEIACTBUE IPHUMEHEHUS JIEKapCTBEHHOI'O
npenapara, MpUIIEIIIET0 B HETOIHOCTh B pe3yJIbTaTe HapyIICHUs [IPaBUIJI XPAHEHUS JI€KapCTBEHHBIX CPENICTB,
MpaBWJI ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU IpernaparaMy, IMpaBUJ OTITyCKa JIEKAPCTBEHHBIX MpEnaparos,
IpaBUI M3TOTOBJICHUS M OTIyCKa JIEKApCTBEHHBIX IIPENaparoB, BO3MELICHHWE Bpela OCYIIECTBIISAETCS
COOTBETCTBEHHO OpraHHU3alMel ONTOBON TOPrOBIM JIEKAPCTBEHHBIMH CPEJICTBAMM, allTE€YHON OpraHu3alue,
WHIMBUYaIbHBIM TpeINpUHUMATEeM, UMEIOIIMMH JIMIEH3UI0 Ha (papMaleBTUYECKYIO JEATEIbHOCTh WU
JUIEH3UI0 Ha MEIULUHCKYI JAESITEIbHOCTh, MEAMLMHCKON OpraHu3alMel, UMEIOUIeH JUIEH3UI0 Ha
(hapMareBTHYECKYIO IeATeLHOCTh (€€ 000COOIIEHHBIM TOIpa3ieieHueM (aMOynaTopue, Gpeapamepckum u
(henmpaImepcKo-aKymepcKuM IMyHKTaMH, IEHTpoM (oTaeneHueM) oOmiel BpadyeOHOW (CeMeWHOM) MpPaKTHUKH),
pacIoJIOKEHHBIM B CEJIbCKOM HACEJIeHHOM IIyHKTE, B KOTOPOM OTCYTCTBYET allTeuHas OpraHM3aLus),
JIOMYCTUBIIMMU MPOJIAXKy MM OTITYCK TaKOI'o JIEKAPCTBEHHOI'O IpenapaTa.

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

3. Bo3menienue Bpeaa, MPUUUHEHHOTO 3J0POBbIO IPaKJaH BCIIEJCTBUE NPUMEHEHHS JIEKAPCTBEHHBIX
MIpenapaToB WKW COBEPILEHUS IPOTUBONPABHBIX JAEUCTBUN CyObEKTaMU OOpalleHHsl JIEKapCTBEHHBIX CPENICTB,
OCYILECTBIISIETCSA B COOTBETCTBUHU € 3aKOHOIATEIBCTBOM Poccuiickoit @enepannu.

Masa 16. 3AKIMIOYUTEJIbHBIE NMOJIOXXEHUA

Ctratba 70. O npu3HaHuUM YTPaATUBLUMMMU CUNy OTAESNIbHbIX 3aKOHOAATeNbHbIX AKTOB
(nonoxeHun 3akoHoAaTenbHbIX akToB) Poccunckon Penepauum

[Tpu3HaTh yTpaTUBIIUMU CHITY:

1) ®@enepanbhblit 3akoH oT 22 uroH 1998 roma N 86-03 "O nekapcrBeHHBIX cpenctBax” (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3ak0H OT 2 stHBaps 2000 roma N 5-®3 "O BHeceHUM W3MEHEHHS M JIONOJHEHUM B
®enepanbhblil 3akoH "O nekapcTBeHHBIX cpeacTBax" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit denepanuu,
2000, N 2, ct. 126);

3) crateio 40 denepanpHoro 3akoHa ot 10 suBaps 2003 roga N 15-®3 "O BHeceHUM MU3MEHEHHH H
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JIOTIOJTHEHUH B HEKOTOpPbIE 3aKOHOJATENIbHBIC akThl Poccuiickoit denepanuu B CBS3W C NPUHSATHEM
®enepanbHOro 3aKoHa "O MTUIEH3UPOBAHUN OTACIBHBIX BHIOB AesiTenbHOCTH" (CoOpaHue 3aKOHOAATEeIhCTBA
Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) crarpio 31 DepepanphHoro 3akoHa oT 30 wurons 2003 roma N 86-®3 "O BHeceHUM HU3MEHEHHU U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit denepanuu, MpU3HAHUM YTPATUBIIAMH CUITY
OTJENBHBIX 3aKOHOJATeNbHbIX akTOB Poccuiickoil ®exnepaunu, NperOCTaBICHUU OTAEIbHBIX TIapaHTUH
COTPYAHHUKAaM OpPraHOB BHYTPEHHHUX JI€JI, OPIaHOB IO KOHTPOJIIO 3a O0OOPOTOM HApKOTHUYECKUX CPEICTB U
NICUXOTPOITHBIX BEIIECTB M YIpa3JHSAEMBbIX (efepalbHbIX OpPraHOB HAJIOTOBOW TIOJMIUM B CBSI3U C
OCYIIECTBIICHHEM Mep TI0  COBEPLICHCTBOBaHMIO  TrocygapcTBeHHoro  ymnpasienus"  (CoOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 ®denepanbpHOro 3akoHa ot 22 aBrycra 2004 roma N 122-®3 "O BHeCEHHH M3MECHECHHUH B
3aKoHOJaTenbHble akThl Poccuiickoit ®depepauuu W NpU3HAHMM YTPATUBLIMMU CHJy HEKOTOPBIX
3aKOHOJATeIbHBIX akTOB Poccuiickoit deneparuu B cBsi3u ¢ npuHaTueM deaepaibHbIX 3aK0OHOB "O BHECEHUU
M3MEHEHUH U aonojHeHui B DenepanbHblif 3akoH "OO0 o0MIMX NMPUHIMIIAX OPraHMU3ALMU 3aKOHOAATEIbHBIX
(mpencTaBUTENBHBIX) M HCIOJHUTEIBHBIX OPraHOB TOCYNAapCTBEHHON BIACTH CyOBEeKTOB Poccuiickoit
@enepanuu” u "OO 00IIKMX IPUHLKIIAX OPTaHU3ALMKA MECTHOTO camoynpasieHus B Poccuiickoit ®enepauyn”
(Cobpanme 3axkonomarenbcTBa Poccniickoit deneparuu, 2004, N 35, ct. 3607);

6) crateio 28 denepanbHoro 3akona ot 18 mekadbps 2006 roma N 231-d3 "O BBeneHHM B JEHCTBHE
yactu ueTBeprod ['paxknmanckoro koaekca Poccuiickoii ®enepanun" (CoOpaHue 3aKOHOAATEIHCTBA
Poccwuiickoit @eneparuu, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny HacTtoswero PegepanbHOro 3akoHa
1. Hacrosmuit denepanbHbIil 3aKOH BeTymaeT B cuiy ¢ 1 cenTsiops 2010 rona.

2. JlekapCTBEHHbIE CpEJCTBA, 3apETUCTPUPOBAHHbIE JIO JHS BCTYIUIGHHS B CHIy HAaCTOSLIETO
@denepalIbHOTO 3aKOHA, MOJJIEKAT BKIIOUYEHUIO B TOCYJIApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEACTB C
BHECEHUEM YKa3aHHBIX B yacTu | crateu 33 Hacrosiuero denepaibHOro 3aKOHa CBEACHHUH 00 3THUX
JEKapCTBEHHBIX CpPEACTBaX 0€3 TMPOXOXIEHUS BHOBb IMPOIEAYPhl TOCYJapCTBEHHOW pPETHUCTpAIUd
JIEKapCTBEHHBIX MTPETapaToB.

3. TocynapcTBeHHass perucrpanusi JICKapCTBEHHBIX NPEMaparoB, 3a HCKIIOYCHHUEM JIEKAPCTBEHHBIX
IpernapaTroB JUIi MEAMIUHCKOTO TPHUMEHEHHUs, TPEICTABICHHBIX Ha YKa3aHHYI0 PETUCTPALHUI0 A0 IHS
BCTYIUICHUSI B CHJy Hacrtosimero ®enepaabHOro 3aKOHA, OCYIIECTBIISETCS B COOTBETCTBHM C HACTOSILUM
CDCZ[epaJIBHLIM 3aKOHOM Ha OCHOBAHUHW JOKYMCHTOB U JAHHBIX, MIPCACTABJICHHBIX OO AHA BCTYIIJICHUSA B CUITY
Hacrosmuiero dexepaabHOro 3aKOHA.

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

3.1. T'ocynapcTBeHHas perucTpaius JeKapCTBEHHBIX MpEenaparoB UIsi MEAUIIMHCKOIO MPUMEHEHUS,
MPEJICTaBICHHBIX Ha TOCYAapCTBEHHYIO PErHCTPAIINIO A0 JHS BCTYIJICHHS B CHIIy HacTosulero denepanbHoro
3aKOHA, UM TOCYJapCTBEHHasi PErucTpanus JIEKapCTBEHHBIX IMpenapaToB I MEAUIMHCKOTO MPUMEHEHUS,
NpCACTABJICHHBIX Ha OJKCIICPTHU3Y JICKAPCTBCHHLBIX CPCACTB A0 [JHA BCTYIUICHUSA B CHIY HACTOALICTO
@enepa’dbHOrO0 3aKOHAa B LEMAX HMX MOCIEAYIONIEH TOCYIapCTBEHHOW PETHUCTPAlMM, OCYIIECTBISIOTCA Ha
OCHOBAaHMU NOKYMCHTOB M JaHHBIX, IIPEACTABIICHHBIX 10 AHA BCTYIIJICHUA B CHITY HACTOAIICTO CDeJIepanLHoro
3aKOHA, a TaK)Ke 3asBJICHUSI O FOCYAAPCTBEHHON perucTpaiuy JeKapcTBEHHOTO Mpenapara, IpeICTaBIeHHOTO
POU3BOJUTENEM JIEKAPCTBEHHBIX TPENaparoB WM YIMOTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C
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HacTosAnMM DeepalbHBIM 3aKOHOM B YIIOIHOMOYEHHBIN (peiepanbHblii OpraH UCIIOIHUTEIBHON BIACTH A0 1
mapra 2011 roma, ©Oe3 TpeboBaHMsS YIJIAThl TOCYAapCTBEHHOW TMONIUIMHBI, MPEAYCMOTPEHHON
3aKoHO1aTenbCcTBOM Poccuiickoit denepanuu o Hajgorax u cOopax.
(dactp 3.1 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. IloaTBepkaeHre rocyJapCTBEHHON pEerucTpaluy JeKapCTBEHHBIX MPEnapaToB AJIs MEIUIIMTHCKOTO
NPUMEHEHUS, MPEJICTABIECHHBIX IS MMOATBEPKICHUS TOCYAApPCTBEHHOW PErHCTpaluu 0 JHS BCTYIUICHUS B
cuiy Hactosero deaepanbHOrO 3aKOHA, U TOJATBEPKIACHUE FOCYJaPCTBEHHON PErucTpaluy JIEKapCTBEHHBIX
MIPENapaToB sl MEAUIMHCKOTO NMPUMEHEHMS, MPEACTABIEHHBIX HA AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10
JHS BCTYIUIEHUS B CUIy HacTosuero denepanbHOro 3aKOHa B LIENAX MOCIEIYIOLIET0 MOATBEPKACHUS HX
rOCy/IapCTBEHHOW pEerucTpalnum, OCyIIEeCTBISIOTCS Ha OCHOBaHMM JOKYMEHTOB U JaHHBIX, MPECTaBIECHHBIX
70 JHS BCTYIUIEHMsI B cuiy Hactosmero denepanbHOro 3akoHa, a TAaKKe 3asBICHUS O IMOATBEPXKICHUU
FOCYJAapCTBEHHON  pPErucTpaluy  JIEKQpCTBEHHOIO  Ipernapara, MPEICTaBIECHHOIO  IPOU3BOAUTENIEM
JIEKapCTBEHHBIX MTPENapaToB WIK YIOJHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHM C HacTosuuM DenepanbHbIM
3aKOHOM B YIIOJHOMOYEHHBIN (heepaibHbIi OpraH MCHOJIHUTENbHOM Bractu 1o 1 mapra 2011 roma, Ge3
TpeOOBaHUS YIIAThl TOCYAAPCTBEHHOW MONLIMHBI, MPEIyCMOTPEHHON 3aKOHOJATENLCTBOM Poccuiickoi
®enepanuu o Hajorax u coopax.

(uactp 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. IlpunsTtue pemieHuss 0 BHECEHUM MU3MEHEHUHM B JOKYMEHTBI, COAEPMKAIIUECS B PETUCTPALUOHHOM
JIOCBE Ha 3aperHUCTPUPOBAHHBIM  JIGKAPCTBEHHBIM Ipenapar g MEAUIUHCKOIO NPUMEHEHUs W
MpeACTaBICHHbIE O JHS BCTYIUIEHHMS] B CUITy Hactosiumero deaepanbHOrO 3aKOHA, U MPUHITHE PEUICHUS O
BHECEHUHM W3MEHEHHUI B JIOKYMEHTBI, COJAEPIKAIIEeCss B PErUCTPAMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIM TIpemapar Jisi MEIUWIMUHCKOTO TPUMEHEHHS ¢ TPEJCTaBICHHBIE Ha HKCIEPTU3Y
JIEKapCTBEHHBIX CPEJICTB JI0 JHS BCTYIUICHUS B CHITy HacTosiero deaepaibHOro 3aKOHa, OCYIIECTBISIOTCS Ha
OCHOBaHUU JOKYMEHTOB U JJAHHBIX, PEJCTABICHHBIX /10 JHS BCTYIUICHUS B CHUIIy HacTosmero denepaabHOro
3aKOHA, a TAK)KE 3asBJICHUS O BHECEHUMM HM3MEHEHHUU B JOKYMEHTBI, COAEpXKAIIUECS B PETUCTPALUOHHOM
JIOCE Ha  3apErUCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  mIpenapar i  MEIUIUHCKOTO  MPUMEHEHUS,
MPEACTaBICHHOTO MPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENapaToB WIM YIOJIHOMOYEHHbIM WM JIMIIOM B
COOTBETCTBUM ¢ HactosimuM DenepadbHBIM 3aKOHOM B YIOJTHOMOYCHHBIM — (efepanbHBId  OpraH
ucnosHuTeNbHON Biactu a0 1 mapra 2011 roga, 6e3 TpeGoBaHMS YIUIaThl TOCYJApCTBEHHOM MOIIIUHBI,
PeTyCMOTPEHHOM 3aKOHO1aTeILCcTBOM Poccuiickoii Denepanuu o Hajgorax u coopax.

(uacts 3.3 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Brinaua pa3peleHuil Ha IPOBEICHNE KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MIPENAPATOB [
MCIUIIUHCKOI'0 TIMPUMCHCHUA II0 3adBJICHHUAM, IMNOAAHHBIM J0 JHA BCTYIUICHHUA B CHIIY HACTOALICTO
@CHCp&J’IBHOFO 3dKOHA4, a TAaKXEC I10 3asgABJICHUAM, IIOAAHHBIM IIOCJIC OHA BCTYINUICHHA B CHUJIIY HACTOALICTO
GbenepaHLHoro 3daKOHa Ha OCHOBAHUH OKCIICPTU3, MPOBCACHHBIX MO0 JHA BCTYIIJICHHA B CHUJIIY HACTOALICTO
®denepanbHOr0 3aKOHA, OCYLIECTBISIETCS B COOTBETCTBUM C HacrosmuMm @DenepaibHbIM 3aKOHOM Ha
OCHOBAHHMU JOKYMEHTOB W [JaHHBIX, NPEJCTABICHHBIX WM IOJYYEHHBIX A0 IHS BCTYIUIEHUS B CUIY
HacTosmero ®denepanpHOro 3akoHAa, a TaKK€ HA OCHOBAHMU KONMMM IIPEIBAPUTEIBHOTO JOroBOpa
00513aTEILHOTO CTpaxOBaHUA KXKU3HU, 300POBbA MMAIUCHTOB, YUACTBYIHOIIHUX B KIIMHUYCCKOM HCCIICAOBAHUHA
JICKAPCTBCHHOI'O Impfcrnapara Ajdd MCEAUIMUHCKOrO IMNPpUMCHCHHA, WM KOIIMK JOroBopa 00513aTEIILHOTO
CTpaxOBaHHA XU3HU, 3J0POBbS MAOUCHTOB, YUHACTBYIOIIHUX B KIMHUYCCKOM MCCJICIOBAHUU JICKAPCTBECHHOI'O
npenaparta JUisi MEAMLMHCKOTO IpPUMEHEHMs, JU0O0 IPEICTaBICHHON KOIMHU J0roBopa 0053aTelbHOTO
CTpaxOBaHMs, 3aKIIOUEHHOIO B COOTBETCTBHUM C THUIIOBBIMM MpPAaBMIAMHU 00s3aTEIbHOTO CTPAaXOBaHUS, C
YKa3aHWEM MPEAEIbHOM YHCICHHOCTH MAIMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM MCCIEAOBAHUU
JIEKapCTBEHHOTO Mperapara JUis MEeIUIMHCKOrO NMpUMEHEHUs, 0e3 TpeOOBaHUsS YIUIAThl rOCYAapCTBEHHOU
MOILIMHBI, IPEIYyCMOTPEHHOM 3aKoHOAaTenbcTBOM Poccuiickoit denepannu o Hanorax u coopax.
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(uacts 3.4 B pen. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHON BaJIOTE [JO [JHSA BCTYIUIEHHUS B CHIIy HacTOSLIETO
CDe;[epaJIbHoro 3aKOHa NPCACIbHBIC OTIIYCKHBIC HCHBI MHOCTPAHHBIX HpOI/ISBOI[I/ITeJIef/'I Ha JICKAPCTBCHHELIC
npenaparbl, BKIFOYCHHBIC B IICPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMI>IX 1 Ba)KHEHUIITHX JICKApCTBCHHBIX IIPCIIapaToB,
MmojyIeKaT mepecuery B pyomu mo kypcy LlentpansHoro Oanka Poccuiickoit ®eneparuu Ha 1aTty,
ycranoBieHHyto [IpaButenbctBoM Poccuiickoit ®@enepanuu, 0e3 mpeAcTaBieHUs 3asBICHUS O Iepecdere
IIEHBI C BHECEHHEM COOTBETCTBYIOIUX M3MEHEHUH B TOCYAAPCTBEHHBIN peecTp MpeneiabHbIX OTMYCKHBIX IIEH
MPOU3BOJIUTENICH Ha JIEKapCTBEHHbIC NpenapaThl, BKIIOYEHHBIE B MEPEUYECHb >KU3HEHHO HEOOXOAMMBIX MU
BAKHEMIINX JICKAPCTBEHHBIX MPENApaToB.

(uactsp 3.5 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIC JIO JTHS BCTYIUICHHS B CHUTy HacTtosiero denepalbHOTO 3aKOHA TIPE/ICITbHBIC
OTITYCKHBIC IICHBI POCCHUHCKHX MPOM3BOAMTEICH Ha JIGKAPCTBEHHBIC IMPEHapaThl, BKIFOYCHHbBIC B IIEpPEUCHb
KU3HCHHO HEOOXOIMMBIX W Ba)KHEHINMX JICKAPCTBEHHBIX MPENaparoB, MOJUICkKAT MHACKCAMU C 1 HOAOps
2010 roma ucxojs U3 MPOTHO3UPYEMOTO YPOBHSI MH(MISIUU, YCTAaHOBICHHOTO DenepalbHbIM 3aKOHOM OT 2
nexadps 2009 roma N 308-03 "O denepanpaom Oromxere Ha 2010 rox u Ha turanoBbIi nepuoa 2011 u 2012
ronos" Ha 2011 rox.

(dactp 3.6 BBeneHa denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Tlocne 1 mapra 2011 roma He JOMyCKarOTCA MPOM3BOJCTBO M BBO3 B Poccuiickyto dexneparuio
JIEKapCTBEHHBIX MpPENapaToB B YMAaKOBKaX C MapKUPOBKOMW, KOTOpasi Obljla HaHeceHa OO AHsS BCTYIUICHHUS B
cuny Hacrosimero ®enepanbHoro 3akoHa. [lo McTeueHHMHM yKa3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHbIC
npenaparsl MOTYT OTITYCKaThCsl, P€alu30BbIBATHCS, MEPEIABATHCS U MPUMEHSTHCS J0 UCTEUCHHUS UX CpPOKa
TOJHOCTH.

(B pen. ®enepanbHbix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co gHs BCTyIUIeHMST B cuily Hacrosmero PenepanbHoro 3akoHa u no 30 ampens 2011 roma
BKJIFOUUTENILHO JIOMYCKAeTCs MPOBEACHHE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB IKCIEPTaMU JKCHEPTHOTO
YUPEKICHUST 10 TMPOXOXKACHHS HMHU aTTeCTallMM B TOPSAJKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM UCTIOTHUTEIHLHOM BIACTH.

5. Co mus BcTymieHus B cwiy Hacrosimero ®denepanpHoro 3axkoHa u mo 31 mexabpst 2013 roma
BKJIIOYUTEIFHO OCYIIECTBIISIETCSI TIEPEXOJ K TMPOM3BOJACTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBWJIAMU OPraHU3alMU TPOU3BOJICTBA U KOHTPOJISI KaUu€CTBA JICKAPCTBEHHBIX CPECTB, YKA3aHHBIMU B YaCTH
1 crateu 45 nHacrosimero denepanbHOro 3aKoHa, B MOJHOM o0Obeme. Cpoku mepexoja MpPOU3BOACTBA
JICKApPCTBEHHBIX CPEJCTB K HX MPOU3BOJICTBY B COOTBETCTBUU C KOHKPETHBHIMH TPEOOBAaHUSMHU JTaHHBIX
HpaBI/IJI, BKJIFO4Yas CpOKI/I arrecraguu yHOHHOMO‘IeHHHX JIMII, yKa3aHHBIX B 4YaCTAX 6 158 7 cTatbu 45
Hacrosuero denepanbHOro 3aKkoHa, ycranasinubarorces [IpaBurtensctBoMm Poccutickoit @enepanuu.

6. JInneH3un Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BbIIaHHbIE 10 1 auBaps 2014 roxa, 1elcTBYOT
nocie 1 suBaps 2014 roma g0 UCTEYEHHUs] CpoKa WX JACHCTBHUS MPU YCJIOBUU COOTBETCTBHUA JIMIICH3MATa
npaBujIaM OpraHu3aluy MPOU3BOJCTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B yacTu |
ctaThu 45 Hactosiero MeepaabHOTO 3aKOHA.

7. dopmupoBaHUEe TOCYAapCTBEHHOTO 3aJlaHUsI Ha MPOBEJACHHUE IKCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB
(deneparbHOMY TOCYIaPCTBEHHOMY OFO/PKETHOMY YUPEKIICHHUIO 110 MTPOBEICHUIO SKCIIEPTHU3BI JIEKAPCTBEHHBIX
cpenctB W (QuUHAHCOBOE OOECIEUEHHE BBIMOJHEHUS DJTOTO 3aJaHUsl OCYIICCTBISIIOTCA B TMOPSIKE,
ycTtaHoBlieHHOM ®DenepanbHbiM 3akoHOM OT 12 suBaps 1996 roga N 7-®3 "O HEKOMMEpPUYECKUX
opraHuzanusax".
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®depnepanbHbiii 3akoH 0T 12.04.2010 N 61-03
(pen. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 25.02.2020
06 obpalleHn nekapCTBeHHbIX CPeaCTB

(uacts 7 BBenena denepanbHbiM 3aKk0HOM 0T 29.11.2010 N 313-03)

IIpe3unent
Poccuiickoit ®enepanun
JAMEJIBEJEB
Mocksa, Kpemib
12 anpens 2010 roga
N 61-®3
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