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I'maa 1. O01mue moJioxeHus

Cratbs 1. [Ipeamer peryaupoBanusi HacTosinero ®enepajbLHOro 3aK0Ha

1. Hacrosmuii denepanbHblii 3aKOH PEryJIUPYET OTHOLICHHS, BOSHUKAIOIIUE B
CBSI3W C OOpaimeHweM - pa3pabOTKOW, MOKIMHHUYECKHMH  HCCIICIOBAHUSIMU,
KJIIMHUYECKUMH HUCCIIETOBAHUSIMU, SKCIIEPTU30M, TOCYIapCTBEHHOM perucTpanuei, co
CTaHJApPTU3ALMEN K C KOHTPOJIEM KadecTBa, IMPOU3BOJICTBOM, H3TOTOBJIEHUEM,
XpaHEHHEM, NIepeBO3KOM, BB030M B Poccuiickyro @ezaepannio, BBIBO30M H3
Poccuiickonn @enepaunu, pekiIaMou, OTIIYCKOM, peajiu3alueil, Nnepenayen,
NPUMEHEHHEM, YHUYTOKEHHEM  JIeKapCTBEHHBIX  cpeiactB. (B pemakuum
®denepanpHOro 3akoHa ot 06.12.2011 Ne 409-D3)

2. Hacrosmmii denepanbHbIi 3aKOH YCTaHABJIMBAET [IPUOPUTET
TOCYJIapCTBEHHOTO PETyJHUpOBaHUS O0€30macHOCTH, KadecTBa M 3(P(HEKTUBHOCTH

JIEKapCTBEHHBIX CPEJCTB Npu uX obpamieHuu. (B pemakinuun denepanbHOro 3akoHa
ot 25.06.2012 Ne 93-D3)

Cratbs 2. Chepa npumeHenust HacTosmero degepajbHOro 3aK0Ha

Hacrosmmit  ®denepaibHbli  3aKOH  IIPUMEHSAETCS K = OTHOLUCHMSM,
BO3HUKAIOUIUM TpU OOpalIeHUH JIEKAPCTBEHHBIX CPEACTB HAa TEPPUTOPHUU
Poccuiickoit @enepannu.

Cratb 3. 3aK0HOAATEJIBCTBO 00 00pallleHNH JIEKAPCTBEHHBIX CPEACTB



1. 3akoHo#aTENHCTBO 00 OOpaIIeHUU JIEKAPCTBEHHBIX CPEICTB COCTOUT W3
Hactosimero denepalbHOrO 3aKoHA, APYTHX (enepalbHBIX 3aKOHOB M HHBIX

HOPMAaTHBHBIX MTPABOBBIX aKTOB Poccuiickoit denepaunn.

1'. 3akoHOMATENECTBO 00 OOpAIEHNH JIEKAPCTBEHHBIX CPEICTB B OTHOLIEHHU
IOPUAMYECKUX JIMIl W WMHIWBUAYAIbHBIX MpEANPUHUMATENEH, OCYIIECTBISIOMINX
NEeSATENbHOCTh HAa TEPPUTOPUU  MEXKIYHAPOJHOTO MEIUIIMHCKOIO  KiacTepa,
NPUMEHSIETCS. C y4eTOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX DenepanbHBIM 3aKOHOM
"O MeXAyHapOIHOM MEAUIIMHCKOM KJIacTepe W BHECEHWU M3MEHEHUH B OTJE/bHbIC
3aKoHoAaTenbHbIe akThl Poccuiickoit ®denepauun". (Hacth BBeneHa - DeaepanibHbIi
3akoH oT 29.06.2015 Ne 160-D3)

2. lleiictBue Hactosmero deaepalbHOrO0 3aKkoHa paclpoCTpaHsAeTCs Ha
oOpalieHre  HAapKOTHMYECKHX  JIEKAPCTBEHHBIX CPEACTB U ICUXOTPOIHBIX
JEKapCTBEHHBIX  CPEACTB €  y4eTOM  OCOOEHHOCTEH,  YCTaHOBJIEHHBIX
3akoHOmarenbCcTBOM Poccumiickoin denepaumn 0 HAPKOTUYECKUX CPEACTBAX,

TICUXOTPOITHBIX BEIIECTBAX U 00 MX MPEKypcopax.

3. HetictBue Hacrosmero DeaepalibHOTO 3aKOHA PACIPOCTPAHSIETCS Ha
oOpaieHne  paauodapMaleBTHYECKUX  JICKAPCTBEHHBIX CPEICTB C  yYETOM
O0COOCHHOCTEM, YCTaHOBJIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®enepanuu B

obnacTu o0ecrieYeH s paualimOHHON O€30TaCHOCTH.

4. Eciim MeXayHapOaHBIM J0Tr0BOpoM Poccuiickoit deaepariuy yCcTaHOBIICHBI
VMHBIE TIpAaBUJIa, YEM T€, KOTOpPbIE NPEIyCMOTpPEHbl HactosmuMm DenepaabHbIM

3aKOHOM, IPUMEHSIOTCS MTpaBUiIa MEKIyHAPOAHOIO TOTOBOPA.

41, PenreHnss MEXrocyJapCTBEHHBIX OPraHOB, IIPHHATHIE HA OCHOBaHUM
MOJOKEHNA  MEKIYHApOIHBIX  10oroBopoB  Poccmiickor — @enepanuu B
UX UCTOJIKOBaHUHU, TpoTuBopedameM Konctutymuum Poccuiickoit ®denepaunn, He
nojuiexkar ucnoyiHeHnto B Poccuiickon @enepaunu. Takoe mpOTUBOPEYUE MOXKET
OBITh YCTAHOBJIEHO B TOPAJIKE, OMNpEeeIeHHOM (eaepalibHbIM KOHCTUTYLIHOHHBIM
3akoHOM. (YacTs BBeneHa - ®enepanpabiii 3ak0oH oT 08.12.2020 Ne 429-D3)

5.B Poccuiickoit ®enepanii B COOTBETCTBHH €  MEXKIYHAPOIHBIMU
noroBopamu Poccuiickoit denepanuu u (WJIM) Ha OCHOBE NMPHUHIMIIA B3aUMHOCTHU

MNPU3HAKOTCA PE3YyJIbTAaThl KIIMHUYCCKHUX I/ICCHGI[OBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIapaToB



U114  MEOULMHCKOIO INPUMEHEHUs, IPOBEICHHBIX 3a IpeleilaMu TEPPUTOPUHU

Poccuiickoint @enepannu.

CraTtba 4. OcHOBHBIE MOHATHUSA, HCITOJB3YEMbIC B HACTOAIIECM

DeepaibHOM 3aKOHE

Jns meneit Hactosimero deaepalibHOrO 3aKOHA HCTOIB3YIOTCS CIEAYIOIIUE

OCHOBHBIC ITOHATHUA:

1) nexapCTBEHHBIE CPEJICTBA - BEIICCTBA WIM MX KOMOWHAIIUY, BCTYMAIOIINE B
KOHTaKT C OPTraHU3MOM YeJIOBEKa WJIM KUBOTHOT'O, MTPOHUKAIOIIUE B OpraHbl, TKAaHU
OpraHM3Ma 4YeJloBeKa WJW JKMBOTHOTO, IIPUMEHSEMbIC Uil TPOPUIAKTHKH,
JTUArHOCTUKH (32 UCKITIOUCHHEM BEIIECTB WU UX KOMOMHAIIUN, HE KOHTAKTUPYIOITUX
C OPTaHU3MOM Y€JIOBEKA WJIN )KUBOTHOTO), JICUCHUS 3a00JIeBaHUs, peaOUITUTALIUH, IS
COXpaHEHUs, MPEAOTBPAIICHHUS WU MPEPHhIBaHUS OCPEMEHHOCTH U TIOJyYCHHBIE U3
KpPOBH, IJIa3Mbl KPOBH, M3 OPTaHOB, TKaHEH OpraHM3Ma YelIOBEKa WJIU >KUBOTHOTO,
pacTeHW, MUHEpAJOB METOJAMH CHHTE3a WM C IPUMEHCHHEM OHMOJIOTHYCCKUX
TexHojoruii. K  JekapcTBEHHBIM CpefcTBAM OTHOCATCS  (apMarieBTUICCKUE

CY6CTaHHI/II/I " JICKApCTBCHHBIC IIPCIIapPaThl;

2) dapmanieBTHYECKas CyOCTaHIIUSA - JISKAPCTBEHHOE CPEACTBO B BHUJIE OJIHOTO
WIM HECKOJBKHUX 00JIaaromux (papMaKkoJIorHYecKOl aKTHBHOCTHIO JIEHCTBYIOIINX
BEIIIECTB BHE 3aBHUCHUMOCTH OT MPHUPOIBI MPOUCXOKICHUS, KOTOPOE MpPeTHA3HAUYEHO
JUTSI TIPOM3BOJICTBA, M3TOTOBJICHUS JIEKAPCTBEHHBIX MPEMapaToOB M OMpPENEseT HX
s dextuBHOCTE; (B penakiun denepanpHoro 3akoHa ot 22.12.2014 Ne 429-D3)

3) BCIIOMOTI'aTCJIbHBIC BCHICCTBA - BCIICCTBA HCOPraHUYICCKOTO nim
OpPraHru4YCcCKOro IMpoOUCXOXICHUS, HUCIIOIb3YyCMbIC B IIPOUCCCEC IMPOU3BOJACTBA,
N3TOTOBJICHUS JICKAPCTBCHHBIX IPCIIAPAaTOB IJIA IMTPUJAHNA UM HGO6XOJII/IMI>IX (1)I/IBI/IKO-

XUMHYECKUX CBOMCTB;

4) nekapCTBEHHBIC  Tperaparhl -  JICKAPCTBEHHBIE  CPEICTBA B BUJIE
JIEKapCTBEHHBIX (HOPM, NMPUMEHSIEMbIE I MPO(PUIAKTUKU, AUATHOCTUKH, JICUYEHUS
3a0oneBaHusi, peaOuauTaluy, s COXPAaHEHHUs, MPEAOTBPALICHUS WIH MPephIBaHUS

OepeMEHHOCTH;



5) nexapctBeHHass  (¢opma -  COCTOSHME  JIGKAPCTBEHHOTO  Tpernapara,
COOTBETCTBYIOIIIEE CIOCOOAM €ro BBeIEHUS U TpPUMEHEHHs U obecreyuBaroliee

JOCTUKEHHE HEOOXOIMMOro JieueOHOro 3P deKra;

5') no3upoBKa - comepKaHuE OJHOTO MJIA HECKOJIBKHX JEHCTBYIONIMX BELIECTB
B KOJMYECTBEHHOM BBIPOXCHUW HA €IWHUILY JO3bl, WM CAUHUIYY O0BeMa, WIIH
CIMHUILY MAacChl B COOTBETCTBUHU C JICKAPCTBEHHOM (PopMoOi MO0 IS HEKOTOPHIX
BUJIOB JICKAPCTBEHHBIX (POPM KOJHUYESCTBO BBICBOOOXKIAEMOTO M3 JICKAPCTBEHHOM
dbopMBl EHCTBYIOIIETO BemecTBa 3a enuHuny BpemeHu; (IIyHKT BBeneH -
denepanbHbIi 3aKoH 0T 22.12.2014 Ne 429-D3)

6) mepeueHb KM3HCHHO HEOOXOJMMBIX W BaKHEHINIHUX JIEKAPCTBEHHBIX
npenapaToB - yTBepxkaaeMblil [IpaBurensctBom Poccuiickoit denepanuu rnepeyeHb
JIEKapCTBEHHBIX MPENapaToB Ui METUIIMHCKOTO MPUMEHEHHs, 00eCreYrBaroInX
IPUOPUTETHBIE TOTPEOHOCTH 3IPABOOXPAHEHUS B IENAX MPOPUIAKTUKN U JICUSHUS
3a00eBaHuii, B TOM 4YHUCJIE MPeo0IalalInX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit ®enepanun; (B penakiun denepanproro 3akona ot 13.07.2020 Ne 206-
®3)

6!) opdanHbIe NIEKAPCTBEHHBIE IIPEMApAThl - JIEKAPCTBEHHBIE IIPENAPATHI,
NpeIHa3HAYCHHbIE HCKIIOUUTENBHO JUIS JWArHOCTHUKU WM TaTOr€HEeTUYECKOro
JedeHus (JCUYCHHsI, HAPaBIEHHOTO HAa MEXaHU3M pPa3BUTHS 3a00JI€BaHUS) PEIKUX
(opdaHHBIX) 3a00JIeBaHMI; (ITynxkr BBEJICH - denepalibHbIN 3aKOH
o1 22.12.2014 Ne 429-D03)

6%) 6HOIOTUUYECKUE JIEKAPCTBEHHBIE MTPENAPaThl - JIEKAPCTBEHHEIE IIPENAPAaTHI,
JIEHUCTBYIOIIEE BEIIECTBO KOTOPBIX MPOU3BEICHO MJIH BBIJICICHO U3 OMOJIOTHYECKOTO
UCTOYHMKA W IS ONpENETCHUS CBOWCTB M KadecTBa KOTOPHIX HEOOXoamma
KOMOMHAIIMS OMOJIOTHUECKUX M (PU3UKO-XUMHUUECKHX MeTOo/0B. K Omojornveckum
JIEKapCTBEHHBIM TIperapaTaM OTHOCATCS WMMYHOOHOJIOTHYECKHE JICKapCTBCHHBIC
npernaparsl, JICKapCTBEHHBIC Ipenaparhl, MOJyYCHHBIC W3 KPOBH, IUIa3Mbl KPOBHU
YeJIOBEKa M KMBOTHBIX (32 MCKIIIOYCHUEM IIEIHbHOW KPOBH), OMOTEXHOJIOTHYECKHE
JICKapCTBEHHBIC TIpPemapaThl, TEHOTEPANeBTUYECKUE JICKAPCTBEHHBIC IIpenaparhl;
(ITyukT BBeneH - @enepanbHblil 3akoH oT 22.12.2014 Ne 429-D3)

7) IMMYHOOUOJIOTHYECKUE JICKAPCTBCHHBIC —TpenapaThl - JIEKAPCTBEHHBIC

npenapatsl, MpeAHa3HAYeHHbIE M1 (OPMHPOBAHUSA AKTUBHOTO WJIM IMACCHUBHOTO



UMMYyHUTETa JMOO0 JMAarHOCTUKM HAJU4Msi HMMYHUTETa WM JUArHOCTUKH
cnenu(puyeckoro MpuoOpPETEHHOr0 MU3MEHEHMsSI MMMYHOJOTMYECKOTO OTBETa Ha
alyeprusupyrome  BemectBa. K MMMYyHOOMOJIOTHYECKHM  JIEKApCTBEHHBIM
npenapataM — OTHOCATCS  BAaKIMHBI, AHATOKCHHBI, = TOKCHUHBI,  CBIBOPOTKH,
UMMYHOTJIO0yIUHBI U amneprensl; (B pemakmum  depepanbHOTO  3aKOHA
oT 22.12.2014 Ne 429-03)

71) GUOTEXHONOTUYECKHE  JIEKAPCTBEHHBIE  MPENApaThl -  JIEKAPCTBEHHBIE
npenaparel, IIPOU3BOJACTBO  KOTOPBIX  OCYIIECTBIIETCS C  HCIOJIb30BAaHUEM
OMOTEXHOJOTUYECKUX TpolieccoB B MeTonoB (B ToMm uncie JJHK-pekomOnHanTHOM
TEXHOJIOTUM, TEXHOJIOTUH KOHTPOJHUPYEMOM SKCIPECCUU TE€HOB, KOAUPYIOIINX
OMOJOTUYECKU aKTUBHBIE OCJIKHM B MPOKAPUOTAX U DYKapHOTaX, BKItOUas H3MEHEHHBIE
KJIETKH MJIEKONMTAIOMINX), THOPUAOMHOIO METOJa M METOJa MOHOKIJIOHAIbHBIX

antuteln; (Ilynkr BBeneH - @enepanbHblii 3aK0H oT 22.12.2014 No 429-D3)

7%) reHOTEpaneBTUYECKHE  JIEKAPCTBEHHBIE  NpENaparhl -  JIeKApCTBEHHbIE
npenapaTel, ¢apMameBTHYSCKasd CyOCTaHIIUS KOTOPBIX SIBJSETCS PEKOMOWHAHTHOM
HYKJIEMHOBOW KHCJOTOW WJIM BKJIIOYAET B Ce0sS PEKOMOMHAHTHYIO HYKJICHHOBYIO
KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIISATH PEryJMpPOBAaHHE, peIapanuio, 3aMeHy,
no0OaBIeHUEe WK yJajeHWe TeHeTHUecKol mnocienoaTenbHOCTH; (IIyHKT BBeseH -
®denepanbHbIi 3aK0H OT 22.12.2014 No 429-D3)

8) HapKOTHYECKHE JICKAPCTBCHHBIC CPEJICTBA - JICKAPCTBEHHBIC TpENaparhl U
dbapMaineBTHYCCKHE CyOCTaHIIMU, COJACpP)KAIAEC HAPKOTHYCCKHE CpPEICTBA U
BKJIIOUCHHBIE B [lepedueHbh HApKOTUYECKUX CPEACTB, NMCUXOTPOIHBIX BEIIECTB U UX
MPEKYPCOPOB, NOIEKAIMUX KOHTPOIIHO B Poccuiickon denepanun, B COOTBETCTBUU C
3aKkOoHOATeNnbCcTBOM Poccuiickoit ®Denepainuu, MeEXAYHAPOJHBIMU JIOrOBOPaMHU
Poccuiickoit @enepaunu, B TOM yucie EQWHOW KOHBEHIMEN O HAPKOTUYECKUX

cpeactBax 1961 roxa;

9) MCUXOTPOIHBIC JIEKAPCTBEHHBIC CPEJCTBA - JICKAPCTBCHHBIC MpernapaThl U
dapmaneBTHUECKHE CYOCTaHIMU, COJEp)KAllMe IICUXOTPOIHBIE BEIIeCTBA WU
BKJIFOYEHHBIE B llepedeHp HApKOTMYECKUX CPEACTB, NCUXOTPOIHBIX BEIIECTB M HMX
IIPEKYPCOPOB, MOUIeKAMNX KOHTpoIto B Poccniickont deneparuu, B COOTBETCTBUHU C

3akoHoAaTenbCcTBOM Poccuiickont @Penepanuu, MeEXIyHApOIHBIMUA JIOIrOBOPAMHU



Poccuiickoit @enepanuu, B ToM uncie KoHBeHIMEN O MCUXOTPOMHBIX BEIIECTBAX
1971 rona;

10) pagnodapMalieBTHUECKHE JIEKAPCTBCHHBIC CPEJACTBA - JICKAPCTBEHHBIC
CpeJICTBa, KOTOpPHIC COJEpKaT B TOTOBOM JUI HCIOJB30BaHHS (GOpMe OIUH

PAIMOHYKIIU UIIK HECKOJIBKO PAIMOHYKIHIOB (PaIl0aKTUBHBIX H30TOIOB);

10%) opurvHanbHBINA JTEKAPCTBEHHBIM MpEnapar - JIEKapCTBEHHBIN TIpemnapar ¢
HOBBIM JICHCTBYIOIIMM BEIIECTBOM, KOTOPBIA MEpPBBIM 3aperHCTPUPOBAH B
Poccuiickonn ®enepauny WM B HMHOCTPAHHBIX TOCYJAapCTBaX HA OCHOBAaHUHU
pe3yJbTaTOB  JOKJIMHHYECKUX  HUCCICAOBAaHWUWA  JIEKAPCTBEHHBIX  CPEICTB U
KJIIMHUYECKUX HCCIIEIOBAHUI JIEKAPCTBEHHBIX MPENapaToB, MOATBEPKIAIOIIMNX €ro
KauecTBO, 3P (HekTUBHOCTh U Oe3onacHOCTh; (IIyHkT BBenen - denepanbHblii 3aKOH
ot 27.12.2019 No 475-D3)

11) pedpepeHTHBIN JIEKAPCTBEHHBIN TMpemapar - JICKApCTBEHHBIN Ipemapar,
KOTOPBIN HCMONB3YETCS ISl OLEHKH OMOIKBHUBAJIIEHTHOCTH WM TEpaneBTUYECKOM
SKBUBAJICHTHOCTH, KauecTBa, 3(p(PEKTUBHOCTU U OE30MaCHOCTH BOCIIPOU3BEICHHOTO
JIEKapCTBEHHOTO IMpernapaTa Ui OnoaHanoroBoro (6MOnoA00HOT0) JEKapCTBEHHOTO
npenapara (Ouoananora). B kauectBe pehepeHTHOro JIeKapCTBEHHOTO MpernapaTa Jijis
MEIUIMHCKOTO TNPUMEHEHUS HCHOJb3YETCSd OpPUTMHAJIBHBIA  JIEKapCTBEHHBIM
npenapar 100, eCJIM OPUTHHAILHBIN JIEKApCTBEHHBIN MpernapaT He 3aperuCTpUpPOBaH
WM HEe HaXxoauTcs B 00opoTe B Poccuiickoii depepaliny U HE HAXOIUTCS B 000pOTE B
WHOCTPAHHBIX TOCYJAapCTBaX, BOCIPOU3BEACHHBIA JIEKAPCTBEHHBIM MpernapaTr Wiu
OroaHanoroBelii (OMOMOMOOHBIN) JIEKAPCTBEHHBIN Mpenapar (OnoaHanor), KOTOPHIA
NEPBBIM 3apETUCTPUPOBAH U3 4YHUCIAa Haxondluxcs B obopore B Poccuiickoii
®denepanuy, OHMOAKBUBAJIEHTHOCTh WJIM  TEpPANEBTHUYECKAs] SKBHUBAJIEHTHOCTbD,
Ka4yecTBO, 3P PEKTUBHOCTH U O€30MACHOCTh KOTOPOr'O OLIEHUBAIKUCH 110 OTHOIIEHHIO K
OpUTHHAIBPHOMY JIEKAPCTBEHHOMY TIpernapary, a Takke KauecTBo, 3()pPEeKTUBHOCTh U
0e30MacHOCTh KOTOPOro MOJATBEPXKIAIOTCS pe3ysbTaTaMu  (papmMakoHaa3opa u
MPOBEPOK COOTBETCTBHSI JIEKAPCTBEHHBIX CPEACTB, HAXOMSIIMXCS B TPAKIAHCKOM
000poTe, YCTaHOBJICHHBIM TPEOOBAHMSIM K UX KauecTBy. B kauectBe pedepeHTHOro
JIEKapCTBEHHOTO TMperapaTa s BETEPUHAPHOIO NPUMEHEHHUS HCHOJIb3YyeTCs
JIEKapCTBEHHBIN Mpenapat /11 BETEpUHAPHOTIO IPUMEHEHUS, 3aPETUCTPUPOBAHHBIN B

Poccuiickont ®@enepaiun Ha OCHOBAaHUH PE3YJIbTATOB JTOKIMHUYECKUX UCCIEN0BAHUN



JIEKApPCTBEHHBIX CPEJICTB U KIIMHUYECKHUX UCCIIeIOBAaHHI JIEKAPCTBEHHBIX MPENapaToB,
TIOJTBEPXKIAIOIINX €ro KadecTBO, 3(pdekTuBHOCTE M Oe3omacHOCTh; (B penmakiuu
®denepanpHOro 3akoHa oT 27.12.2019 Ne 475-D3)

12) BoCIIpOM3BEACHHBIN JIEKAPCTBEHHBIH Mperapar - JeKapCTBCHHBIN penapaT
JUISI METUIIMHCKOTO TPUMEHEHHUS, KOTOPbI MMEEeT SKBUBAJIEHTHBIM pedepeHTHOMY
JIEKAPCTBEHHOMY IIpENapary KadyeCTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB
JNEHCTBYIOIIMX BEIIECTB B OSKBUBAJICHTHOW JIEKapCTBEHHOW Qopme, 10O
JIEKAPCTBEHHBIN IIpenapar s BETEPUHAPHOIO MPUMEHEHHUs, KOTOPBIM UMEET TaKHUe
Ke, 4TO W pedepeHTHBIN JeKapCTBEHHBIN MpernapaT, KaueCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIN COCTaB ACHCTBYIOMINX BEIIECTB B TAKOM e JIEKapCTBEHHOU (popme,
OMOPKBUBAJICHTHOCTh  WJIM  TEpalneBTHYECKash  SKBUBAJIEHTHOCTb  KOTOPBIX
COOTBETCTBYIOILIEMY pe(epeHTHOMY JIEeKapCTBEHHOMY IIpernapary MOATBEPKICHA
COOTBETCTBYIOIIMMU  uccaeAoBanusmy; (B pemaknuun  denepanbHOro 3akoHa
ot 27.12.2019 No 475-D3)

12%) TepameBTHYECKas  OKBUBAJIEHTHOCTh  JIEKAPCTBEHHBIX  IIPENAPATOB -
JOCTUKEHHUE KIMHUYECKU COMIOCTAaBUMBIX TEPANEBTUYECKOT0 AP (eKTa U mokaszarenei
3¢ PexTUBHOCTH U 6E30MaCHOCTH MPY MPUMEHEHUH JICKAPCTBEHHBIX MpenapaToB AJs
MEJMULMHCKOTO TMPUMEHEHMSI, UMEIOLIMX OJHO MEXIyHapOJHOE HENaTEHTOBAHHOE
(UM XUMHUYECKOE, WIM TpYNNUPOBOYHOE) HAMMEHOBAaHHE, B 3KBHUBAJIECHTHBIX
JIO3UPOBKAxX MO OJHHMM U TE€M K€ MOKa3aHUSAM K NMPUMEHEHHUIO U MPU OJUHAKOBOM
crocobe BBeleHUS y OAHOM M TOM ke rpynnbl OonbHbIX; (IIyHKT BBeneH -
®denepanbHbiid 3aKk0H 0T 22.12.2014 Ne 429-03; B penakiuun DeaepanbHOTO 3aKOHA
o1 27.12.2019 Ne 475-D3)

12?) 6roananorosslii (6nonom00HLIN) JEKapCTBEHHBII Tpemnapar (OuoaHaor) -
OMOJIOTMYECKUI JIEKApCTBEHHBIM IIpernapaTr, CXOXHHM [0 IMapaMeTrpamM KadecTBa,
3¢ deKTUBHOCTH U 0GE30MaCHOCTU ¢ peepeHTHBIM OMOIOIMYECKUM JIEKApCTBEHHBIM
IpernapaToM B TaKOH ke JIEKapCTBEHHOM (hopMe U MMEIOLIUI UACHTUYHBIN croco0
BBeneHus; ([lynkrt BBenen - @enepanbHbiii 3aK0H oT 22.12.2014 No 429-D3)

123) B3anMo3aMeHsIeMbI  JIEKAPCTBEHHBIM  TIpemapar -  JIEKapCTBEHHbIN
npenapar ¢ JOKa3aHHOM  TEpamneBTUYECKOW  SKBUBAJIEHTHOCTHIO WM
OMOAKBUBAJICHTHOCTbIO B OTHOIIEHUU pedEepeHTHOro JEeKapCTBEHHOTO Mperapara,

I/IMGIOHII/IfI OKBUBAJICHTHBIC CMY KaueCTBEHHBIM COCTaB M KOJHMYECTBEHHBLIA COCTaB



JEHCTBYIONIUX BEIIECTB, COCTaB BCIIOMOTATENIBHBIX BEIIECTB, JIGKAPCTBEHHYIO (hOpMY
u crioco0 BBeaeHwus; (ITyHKT BBeieH - denepanbHblii 3akoH oT 22.12.2014 No 429-D3)

12%) 6MOJKBMBAIEHTHOCTh  JIEKAPCTBEHHBIX  IIPEMApaToB -  JOCTHIKEHHE
COMOCTAaBUMBIX MMOKa3aTesield CKOPOCTH BCAChIBAHUS, CTEIIEHU MOCTYIUICHUS] K MECTY
JNEUCTBUS W CKOPOCTH BBIBEICHHUS OJHOTO WJIM HECKOJbKHX OO0JaJaromInX
(bapMakoIOruueckol AaKTUBHOCTBHIO JIEUCTBYIOLIMX BEUIECTB MpPU NPUMEHEHUU
JIEKapCTBEHHBIX IMpPErnapaToB Il MEAMLIMUHCKOTO IMPUMEHEHHUs, WUMEIOUINX OJHO
MEXIyHAPOJIHOE HEMAaTeHTOBAaHHOE (WM XUMHYECKOEe, WIH TPYIIUPOBOYHOE)
HAUMEHOBAaHWE, B OKBHUBAJICHTHBIX JIO3UPOBKAX W TPU OAMHAKOBOM CIOCO0OE

BBeneHus; ([lynkrt BBenen - @enepanbHbiii 3aK0H OT 27.12.2019 No 475-D3)

13) siekapcTBEHHOE PACTUTEIILHOE ChIPhE - CBEIKUE WM BHICYIIICHHBIC PACTCHUS
aMb0 WX YaCTHU, HCIOJb3YyEeMble [UIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
OpraHU3alUsAMM - IPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX CPEICTB WM H3TOTOBJIEHUS
JIEKapCTBEHHBIX  IIPEMAPATOB  ANTEYHBIMUA  OPraHU3aLMsIMH, BETEPHUHAPHBIMHU
alTeYHbIMU OPTaHU3ALMAIMU, UHIUBUAY AJIbHBIMY MPEANPUHUMATEIIMA, UMEIOIIUMHU

JUIEH3UIO Ha (PapMalleBTHUECKYIO I€ATeTbHOCTH;

14) nekapcTBEHHBIH PACTUTENILHBIA TIpernapar - JISKapCTBEHHBIN Ipernapar,
NPOW3BEACHHBIM WM  M3TOTOBJIEHHBIH M3 OJHOIO BHUAA JIEKAPCTBEHHOTO
PACTUTEIBLHOTO CHIPbS WJIM HECKOJBKUX BHJIOB TAKOTO CHIPbS U PEaIU3yEeMblid B

pacdacoBaHHOM BH/JI€ BO BTOPUYHOU (IOTPEOUTENLCKON) YITAaKOBKE;

15) romeonaTnyeckuii JIGKAPCTBEHHBIN Mpernapar - JISKapCTBEHHBIN Mpernapar,
NPOU3BEACHHBIA WM M3TOTOBJICHHBIH U3 (papManeBTUYECKONW CyOCTaHUMU WIH
(dapmaneBTHYeCKUX CyOCTaHIMH B COOTBETCTBUM C TPEOOBAHMSIMU OOLIUX
dbapmMakoneHHbIX CTaTel K TOMEOMATHYECKHM JICKApCTBEHHBIM MpernaparaMm WIA B
COOTBETCTBHM C TpeboBaHUSIMHU (apMakolen CTpaHbl TMPOU3BOIUTENS TaKOTO
JIEKAPCTBEHHOT O npemnapara; (B penakuuu denepabHOTO 3aKOHa
o1 22.12.2014 Ne 429-D03)

16) MeKAyHApOIHOE HEMATCHTOBAHHOC HAMMEHOBAHUE JICKAPCTBEHHOTO
CpelICTBa - HAaMMEHOBAaHME  JeHCTBYIOLIEro  BemlecTBa  (hapMaleBTUYECKOU
cyOcTaHIMM, peKoMeHJ0BaHHOe BcemupHoil opranmzanuen 3npaBooxpanenus; (B
penakuun PenepanbHOro 3akoHa oT 22.12.2014 Ne 429-D3)



17) ToproBoe HaMMEHOBaHHE JICKAPCTBEHHOTO CpPEJCTBA - HAMMEHOBAHHE
JIEKapCTBEHHOTO CPEJCTBA, TMPHUCBOCHHOE €r0o pa3palOTUMKOM, JACpKaTeIeM WU
BJIQJICNIBIIEM PETHCTPAIMOHHOTO YAOCTOBEPEHHS JIeKapCTBEHHOro mnpemnapara; (B
penaknuu denepanbHOro 3akoHa oT 22.12.2014 Ne 429-D3)

17') rpynnupoBOYHOE ~ HAMMEHOBAaHUE  JIEKAPCTBEHHOTO  MpenapaTta -
HAaUMEHOBAHUE JIEKAPCTBEHHOr'O IMpenapara, HE MMEIOIIer0o MEXIyHapOIHOTO
HEMaTeHTOBAaHHOT'O HAaWMEHOBAHMSI, UJIM KOMOHMHAILIUN JIEKAPCTBEHHBIX MPENapaTos,
UCTIOJb3yeMOe B IIENSAX OObEIUHEHHUS WX B TPYIIY IMOJ €IMHBIM HaUMEHOBaHHEM
UCXOJsl W3 OJWHAKOBOTO cocTaBa JeicTByrommx BemectB; (IIyHKT BBeneH -
denepanbHbIi 3aK0H OT 22.12.2014 Ne 429-D3)

18) obmast  ¢apmakomeiiHas ~ CTaThs -  JIOKYMEHT,  YTBEPXKICHHBIN
YIOJHOMOUYEHHBIM (e/IepaIbHBIM OPTraHOM MCTIONHUTEIHHON BIACTH U COJEPIKAIITUI
NepeUeHb MoKaszaTesield KauecTBa U (WJIM) METOJIOB KOHTPOJS KauyecTBa KOHKPETHOM
JCKApCTBEHHON  (OPMBI, JICKAPCTBEHHOTO PACTUTEIBLHOTO CHIPhS, OMHCAHUS
OMOJIOTHYECKNX, OMOXHMHUYCCKUX, MHKPOOHOJOTHUCCKUX, (PU3HKO-XUMUICCKHX,
bU3UIECKUX, XUMUYCCKUX U IPYTHX METOIOB aHAIM3a JICKAPCTBEHHOTO CPE/ICTBA, a
Takke TpeOOBaHUS K HWCIHOJB3yEeMbIM B IIENIIX MPOBEACHUS JTAHHOTO aHaau3a
peakTuBaM, TUTPOBAHHBIM pacTBOpaMm, MHAMKaTtopam; (B pemakiuu denepaibHOTO
3akoHa oT 22.12.2014 No 429-D3)

19) dhapmaxorieiiHasi cTaThs - JOKYMEHT, YTBEP)KJICHHBIH YIOJTHOMOYCHHBIM
dbenepanbHBIM  OPraHOM HCIIOJTHUTENBHOM BIACTH M COJEpXKAIIUKA TEepPEUYCHb
nokaszaTeJiell KauecTBa M METO/I0B KOHTPOJIS KauecTBa JIEKapCTBEHHOTro cpecTBa; (B
penakuun PenepanbHOro 3akona ot 22.12.2014 Ne 429-03)

19%) cranmapTHBIE 06pa3LbI - BEMIECTBA, OCPEACTBOM CPABHEHUS ¢ KOTOPHIMU
OCYUIECTBIISIETCA KOHTPOJb KadeCTBa MCCIENYEMbIX JIEKAPCTBEHHBIX CPEICTB C
MOMOIIBI0 (PU3UKO-XUMHUECKUX U OMOJIOTHYECKUX METO/I0B B IEJSIX MOATBEPKIACHUS
COOTBETCTBHSI JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUSIM HOPMATUBHOM JTIOKyMEHTAIUH,
YCTAHOBJIEHHBIM IIPU OCYIIECTBICHUU I'OCYJAAPCTBEHHOM PErucTpaluv, U KOTOPbIE
OPUMEHSIOTCA U1 KaJuOpOBKM  CTAaHAAPTHBIX  OOpa3loB  MPOU3BOJIUTEINS
JIEKAPCTBEHHBIX CPEJICTB, UCIIOJIb3YEMBIX JUJISI KOHTPOJIS KAY€CTBA U MHBIX LIEJIEN IpH
oOpaimenun JsekapcTBeHHbIX cpenctB; (IIynkr BBeaeH - @DenepalibHbIA 3aKOH
o1 22.12.2014 Ne 429-D3)



192) papmakonelHplii  CTaHAAPTHBIM  oOpasel - CTaHjapTHBIA  o0pasel,
MPOU3BEACHHBIM B COOTBETCTBUU C (hapmakomneriHoit crtatheil; (IIyHKT BBeneH -
denepanbHbii 3aK0H OT 22.12.2014 No 429-D3)

20) HopMaTUBHAs ~ JOKYMEHTAIlWsl - JOKYMCHT, COJEpIXKalluii TepeveHb
OIIPEAEIIAEMBIX 110 PE3YyJIbTATaAM COOTBETCTBYIOIIUX KCIIEPTU3 ITOKA3aTEIEH Ka4yeCTBa
JIEKapCTBEHHOI'O CPEICTBA JUIsI MEAULIMHCKOTO IIPUMEHEHUS, METOIOB KOHTPOJIS €T0

KadycCTBa 1 YCTaHOBHeHHBIﬁ CTO IPOU3BOAUTCIICM,

21) HOpMATUBHBI ~ JOKYMEHT -  JIOKYMEHT,  COACpJKalluii  IepeucHb
OTIPEIEIIIEMBIX 110 PE3yJIbTaTaM COOTBETCTBYIOIIMX IKCIIEPTH3 MTOKa3aTeIeH KauyecTBa
U (WIM) METOAOB KOHTPOJS KayecTBa JIEKApCTBEHHOM (HOPMBI, OMHCAHUS
OMOJIOTUYECKUX, OMOXUMUUYECKUX, MHKPOOHOJOTHUECKUX, (PUHKO-XUMUYECKHX,
bu3HUECKNX, XUMUYECKUX U APYTHX METOJIOB aHaJIN3a JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUs, TPEOOBAHMS K HCIIOJNB3YEeMBbIM B IIEJSIX MPOBEACHUS
JAHHOTO aHaJM3a pPEaKkTHBaM, TUTPOBAHHBIM pacTBOpaM, HHAWKATOpaM W

YCTaHOBHeHHBIﬁ €TI0 IIPOU3BOAUTEIICM,

21%) 06umit TEXHMYECKHI TOKYMEHT - KOMILUIEKT JOKYMEHTOB U MATEPHAIIOB,
COCTOSAILIMN U3 HECKOJbKUX pa3/eNioB - JOKYMEHTAallUd aJIMUHUCTPATUBHOTO
XapakTepa, XUMHUYECKOM, (papManeBTUUEeCKOW M OHOJIOTMYECKOW JTOKyMEHTaluH,
dbapMaKoIOTrHIeCKOMH, TOKCUKOJIOTUYECKON JIOKYMEHTALIUU, KIIMHUYECKOUN
JIOKYMEHTAIINH U PECTABIISIEMBIA OTHOBPEMEHHO C 3asIBJICHHEM O TOCYAapCTBEHHON
perucTpanuy JEKapCTBEHHOTO Tpemapara JUisi MEAWIIMHCKOTO TPUMEHEHHUS B
dopmare,  yCTaHOBIEHHOM  YIOJHOMOYEHHBIM  (heepaibHbIM  OpraHOM

VICTIOJIHUTEIIbHON BJIACTH; (ITynkt BBEJICH - DenepanbHbI 3aKOH

ot 22.12.2014 Ne 429-D3)

22) KauecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JICKAPCTBEHHOTO
cpeacTBa TpeboBaHUSAM (DapMaKONEHHONW CTaThU JMOO B ClIydae €€ OTCYTCTBHS

HOpMaTHBHOﬁ JAOKYMCHTAIMU UJIX HOPMATUBHOI'O JOKYMCHTA,

23) 6e30macHOCTh JIEKapCTBEHHOTO CpeJcTBa - XapaKTepUCTUKA
JEeKapCTBEHHOTO  CPEJICTBA, OCHOBAaHHAs Ha CpPaBHUTEIBHOM aHAJM3€ €ero

3¢ (dEeKTUBHOCTH U pUCKA IPUUMHEHUS Bpe/a 310POBbIO;

24) > PeKTUBHOCTD JICKAPCTBCHHOTO Iperapara - XapaKTePUCTHKA CTCICHU

IIOJIOXKHUTECIBHOT'O BIIMSIHUA JICKAaPCTBCHHOI'O npcemapara Ha TCUYCHUC,



MMPOAOJDKUTCIIBHOCTD 3a00JIEBaHHST WJIM €r0 npcaOoTBpAIICHUC, pea6I/IJII/ITa]_[I/IIO, Ha

COXpaHCHUC, ITPCAOTBPANICHNC NI ITPCPBIBAHUC 6epeMeHHOCTI/I;

25) cepusi JIEKapCTBEHHOT'O CPEJICTBA - KOJIWYECTBO JICKAPCTBEHHOTO CPEJICTBA,
NPOM3BEIEHHOE B  pe3yiabTare  OJHOTO  TEXHOJIOTMYECKOTO  IUKJIAa  €ro

MMPOU3BOJUTCIICM,

26) perucTpamoHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Mperapara - TOKyMEHT,
MOATBEPXKAAOMINK  (aKT  TOCYNapCTBEHHOM  PETUCTpallil  JIEKapCTBEHHOTO

npernapara;

26') nepxkarenb MM BHAAENENl  PETUCTPALMOHHOIO  YAOCTOBEPEHMS
JIEKapCTBEHHOTO  Mpemapara -  pa3padOTYUK  JIGKQPCTBEHHOIO  CPEJNCTBA,
IIPOU3BOAMUTENH JIEKAPCTBEHHBIX CPEJICTB WIH HHOE FOPUAMYECKOE JIULIO, 00JIaatomiee
paBOM  BIIQJIEHUST  PETUCTPAIIMOHHBIM  YJOCTOBEpEHHEM, KOTOphIE  HECyT
OTBETCTBEHHOCTh 32 KayeCTBO, 3(PQPEKTUBHOCTb U OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara; (ITynkr BBenen - denepanbubiit 3akoH 0T 22.12.2014 Ne 429-D3)

27) perUCTPAallMOHHBI ~ HOMEp -  KOJIOBOE 0003HAYEHWE, IMPUCBOCHHOE

JIEKapCTBEHHOMY IIpenapary IpH €ro rocyJapcTBEHHOM perucTpanuu;

28) oOpalieHre JICKAPCTBEHHBIX CPEJCTB - pa3paboTKa, JOKIMHUYCCKUC
UCCIICJIOBAHUS, KIMHUYECKHE WCCIICOBAHUS, OKCIIEPTH3a, TOCYJAapCTBCHHAS
perucTpanus, CTaHAapTU3AIUSI U KOHTPOJIb Ka4eCTBa, MPOU3BOACTBO, U3TOTOBJICHHUE,
XpaHeHHe, IepeBo3Ka, BBO3 B Poccuiickyro dDepnepaunnro, BeiB03 u3 Poccuiickon
denepanuu, pexkiiama, OTIYCK, peanu3aius, nepeaada, IpUMEeHEHUE, YHUUTOXKEHHE
JeKapCcTBEHHBIX cpencTB; (B pempakiun denepanpuoro 3akona ot 06.12.2011 Ne 409-
D3)

29) cyOBeKThI 0OpalleHus! JIEKAPCTBEHHBIX CPEICTB - (PU3NYCCKHE JINIIA, B TOM
Yuclie  WHAUBUAYalbHbIE  NpeANpUHUMATENH, U  IOpUAMYECKUE  JIUIIA,

OCYHICCTBIIAIOIHNEC ACATCIIBHOCTD ITPpU O6paHIeHI/II/I JICKAPCTBCHHLIX CPCIACTB,

30) pa3paboTUMK JIEKApCTBEHHOTO CPEJICTBA - OpraHu3alus, o0Jjamaromas
IpaBaMH Ha Pe3yJIbTaThl TOKIMHHYECKUX WCCIICIOBAHMIA JICKAPCTBEHHOTO CPEJICTBRA,
KJIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHOTO Tperapara U (Wiau) Ha TEXHOJOTHIO

IIPOU3BOJICTBA JIEKAPCTBEHHOTO cpeacTtBa; (B pemakunn PepepanbHOTO 3aKoHA
ot 22.12.2014 No 429-D3)



31) mpou3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB - JEATCIBHOCTD MO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEACTB OPraHU3aLMsIMU - IPOU3BOJMUTEISAMHU  JIEKAPCTBEHHBIX
CPEACTB Ha OJHOM CTaJWH, HECKOJBKMX WM BCEX CTaIUAX TEXHOJIOTMYECKOIO
Ipouecca, a Takke MO0 XPAaHCHUI0 W Peajv3aldyd NPOU3BEACHHBIX JIEKAPCTBEHHBIX

CPEIICTB;

31') mpousBoACTBEHHAS — IUIOMIAAKA -  TEPPUTOPUAILHO  000COOIEHHBIH
KOMIUIEKC TPOU3BOIUTENSI JIEKAPCTBEHHBIX CPEICTB, MpEAHA3HAUEHHBIA JUIs
BBITMIOJTHEHUSI BCEro TMpollecca MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB WU €ro
onpenenennon craauu; (ITyHkT BBemeH - @enepanbhbiid 3aK0H oT 22.12.2014 Ne 429-
®3)

32) mpou3BOIUTEIH JIEKapCTBEHHBIX CPEACTB - opraHu3anus,
OCYIIECTBISIONIAs] TMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUH C

Tpe6OBaHI/ISIMI/I HaCTOAIICTO q)eIIepaJIBHOI‘O 3aKOHa,

33) papmareBTHUECKAs AEATEIBHOCTD - IEATCIBHOCTh, BKJIIOYAONIAs B ce0s
OINITOBYIO TOPTOBJIIO JICKAPCTBCHHBIMH CPEICTBAMH, HX XpaHECHHE, TICPEBO3KY H (HJIH)
PO3HUYHYIO  TOPTOBIIO  JICKAPCTBEHHBIMH  IperapaTamMu, B TOM  YHCIIC
JUCTAaHITMOHHBIM CIIOCOOOM, HMX OTIYCK, XpaHEHHE, IEPEBO3KY, H3TOTOBJICHHE
JICKapCTBEHHBIX npermnapartos; (B penaKkiuu denepanbHOro 3aKOHa
ot 03.04.2020 Ne 105-D3)

34) opraHuzaisi  ONTOBOW  TOPrOBIM  JICKAPCTBCHHBIMH  CPEIACTBAMM -
Opra”u3anys, OCyIECTBISIONIAs ONTOBYO TOPTOBIIIO JEKAPCTBEHHBIMU CPEACTBAMMU,
UX XpaHEHHE, TIEPEeBO3KY B COOTBETCTBUM C TpeOOBAaHUAMHU HACTOSIIETO

CDCI[epaJ'IBHOI‘O 3aKOHAa,

35) anTedHasi OpraHW3allMs - OpPTraHU3AlMs, CTPYKTYPHOE MOJpa3IcicHUe
MEIUIIMHCKONW  OpraHM3allid,  OCYIIECTBISIONINE  PO3HUYHYIO  TOPTOBIIIO
JIEKapCTBEHHBIMHU IMpenapaTamMmu, B TOM YUCJI€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE,
NEePEeBO3KY, U3rOTOBJIECHUE U OTITYCK JEKAPCTBEHHBIX MPENapaToB IJisi MEIULIUHCKOTO
IpPUMEHEHUs] B COOTBETCTBUUM ¢ TpeOoBaHMsIMH Hactosimero denepambHOTO
3akoHa; (B pemakmum  denmepanpHbIx  3ak0HOB 0T 25.11.2013 Ne 317-@3,
ot 03.04.2020 Ne 105-®3)

36) BeTepuHapHasi anTeyHash OPTraHU3aIlUs - OpraHu3alus, CTPYKTYpHOE

noJipa3/ieJieHue BETEPUHAPHOM OpraHM3allud, OCYIIECTBIAIONINE POZHUYHYIO



TOPTOBJIIO JICKAPCTBCHHBIMH TTpENIapaTaMu, B TOM YHCJIE JUCTAHIIMOHHBIM CTIOCOOOM,
XpaHEHUE, U3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX TPENapaToB I BETEPUHAPHOTO
NPUMEHEHUSI B COOTBETCTBUM C TpeOoBaHMsAMH Hacrtosiiero ®denepaabHOro
3akoHa; (B pemakiun @enepanpHoro 3akoHa ot 03.04.2020 Ne 105-D3)

37) panbcuduIUpoOBaHHOEe  JIEKAPCTBEHHOE  CPEICTBO -  JIEKAPCTBCHHOE
CPEICTBO, COIMPOBOXKIAEMOE JIOKHOM HMHpoOpMalnue o ero coctaBe U (WJM)

IMPOU3BOJUTCIIC,

38) HemOOpOKaUEeCTBEHHOE  JICKAPCTBEHHOE  CPEACTBO -  JICKAPCTBEHHOE
CpPEACTBO, HE COOTBETCTBYIOIIEE TpeOOBaHMAM (papMakonmelHOW cTaThu JIMOO B
clydyae €€ OTCYTCTBHS TpeOOBaHHMSIM HOPMATHBHOM  JIOKYMEHTAIlUU  WJIU

HOPMAaTUBHOI'O JOKYMCHTA,

39) koHTpadakTHOE JIECKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEJICTBO,

HaxoJAIIeeCs B o60p0Te C HAPYIICHUCM I'PpaXIaHCKOT'0 3aKOHOJAaTCIbCTBA,

40) DOKIMHUYECKOE UCCIIEZIOBAaHNE JIEKapCTBEHHOTO CpelICTBa -
OMOJIOTHYECKUE, MUKPOOMOJIOIMYECKNE, UMMYHOJOTHYECKHE, TOKCHKOJIOTUYECKHE,
(dapmakonoruueckue, (pu3MUeCKHe, XUMHUYECKME€ U Jpyrue  HCCIEeI0BAHUS
JIEKapCTBEHHOT'0 CPE/ICTBA MyTEM NPUMEHEHUS HAayYHBIX METOJIOB OLIEHOK B IEJISX
NOJyYyeHUs]  JTOKa3aTeNbCTB  Oe30MacHOCTH, KadectBa M 3((PEKTUBHOCTH

JICKAaPCTBCHHOT'O CPCACTBA,

41) KIMHUYECKOE WCCIICIOBAHNE JICKAPCTBEHHOTO Iperapara - U3ydeHHe
JMArHOCTUYECKUX, JIEUEOHBIX, MPOPUIAKTHUECKUX, (HapMaKOJIOTHUYECKUX CBOMCTB
JIEKapCTBEHHOTO TIperapara B IpoIecce ero NpUMEHEHUs y YeJ0BeKa, >)KUBOTHOTO, B
TOM YHCJIC TPOIIECCOB BCACBIBAHHMS, PACTIPE/ICIICHUS, H3MCHCHHUS U BBIBEICHHUS, TTyTEM
NPUMEHEHUS HAYYHBIX METOJIOB OIICHOK B IENSIX TOJYYCHHS J[OKA3aTeIbCTB
0e30macHOCTH, KauecTBa M 3P(HEKTUBHOCTH JICKAPCTBEHHOT'O Tpemapara, JaHHBIX O
HEXKETIATeNbHBIX PEaKIUsAX OpraHu3Ma 4YelIOBeKa, >XUBOTHOTO Ha TMPUMEHEHHE
JIEKapCTBEHHOTO Tmpemnapara u 00 »¢dexre ero B3aMMOJEHCTBUA C JIPYTUMU

JICKapCTBCHHBIMMU IIpCIIapaTaMu U (I/IJII/I) MUIICBBIMU ITPOAYKTAMH, KOPMaAMMH,

42) MHOTOLIEHTPOBOE KIIMHUYECKOE MCCIICIOBAHUE JIEKAPCTBEHHOTO TIpernapara
TUIT MEIUIMHCKOTO TMPUMEHEHUS - KIMHUYECKOE HWCCIICIOBAHHUE JICKAPCTBEHHOTO

npemapara ajdd MCIAUMOUMHCKOIO IIPHUMCHCHHSA, IMIPOBOAMMOC p33pa6OTIH/IKOM



JICKAPCTBCHHOTO IIpCIIaparTa B ABYX U Ooiee MCOUIHUHCKUX OpraHu3aluiax 110 CAMHOMY

MMPOTOKOITY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTO IIPCIIaparTa,

43) MeKIyHAPOIHOE MHOTOILIEHTPOBOE KJIIMHUYECKOE HCCIIeIOBaHUE
JEKApCTBEHHOTO Tpemapara Il MEAUIIMHCKOTO TMPUMEHEHUS - KIWHUYECKOe
WCCIEIOBAaHNE JICKAPCTBCHHOTO TIpermapara jisi MEIUIIMHCKOTO TMPUMEHEHUS,
MPOBOIMMOE Pa3pabOTUYUKOM JIEKAPCTBEHHOT'O IMperapara B pa3IMUHbIX CTpaHaX IO

CAMHOMY IMPOTOKOJIY KIIMHUYCCKOI'O UCCIICIOBAHUS JICKAPCTBCHHOTO IIPCIIapaTa,

44) moCTpEerucTpalliOHHOEe KIMHUYECKOE HCCICAOBAaHUE JICKAPCTBEHHOTO
npenapara s MEAUIUHCKOTO MPUMEHEHHUS - KJIMHUYECKOE UCCIIEIOBaHUE
JIEKapCTBEHHOI'O0 Mpemnapara Uil MEIMUIMHCKOTO TPUMEHEHHUs, MPOBOJUMOE
MPOU3BOJIUTENIEM JICKAPCTBEHHOTO TIpernapara, TpPaXIaHCKUM O00OpOT KOTOPOTO
OCYILIECTBIISIETCSI TIOCJIE TOCYNAPCTBEHHON pETrUCTpallii, B LESAX JAOMOTHUTEILHOTO
cOopa aHHBIX O ero 0e30omacHOCTH U d(PPEKTUBHOCTH, PACIIUPEHUS MOKAa3aHUH K
MPUMEHEHUIO JIAaHHOTO JIEKapCTBEHHOI'O TMpernapara, a TakKXXe BBISBICHUS

HEXXEJIATEJIbHBIX PEAKIIMH MAIUEHTOB Ha €T0 JICVCTBUE;

45) uccrnenoBanue OWMOAKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO TNpernapara - BUj
KJIMHIUYECKOTO HCCIIEOBAaHUS JIKAPCTBEHHOT'O Mperapara, MpOoBEACHHE KOTOPOTO
OCYIIECTBIISIETCS IJIs1 OTIPEACTICHUS] CKOPOCTH BCACHIBAHUS U BHIBEICHUS OJHOTO WIN
HECKOJIBKUX OONamaronmx ¢GapMaKoJIOTHUYEeCKOW aKTUBHOCTBIO JICHCTBYIOIINUX
BEIICCTB, KOJMYECTBA JICKAPCTBCHHOTO TIperapara, JOCTHTaIONIero CHCTEMHOTO
KPOBOTOKA, ¥  PE3yJbTaThl  KOTOPOTO  TO3BOJISIFOT ~ CJAENaTh  BBIBOJ O
OMOAKBUBAJICHTHOCTH  BOCIIPOM3BEJCHHOTO  JIGKAPCTBEHHOTO  Mpemapara B
OTIPE/ICTICHHBIX JIEKAPCTBEHHON (opMe M JT03UPOBKE, COOTBETCTBYIOIIUX (POpMe H
T03UPOBKE pedepeHTHOTO JIeKapCcTBeHHOTro npenapara; (B penakuuu denepanbHOro
3akoHa oT 22.12.2014 No 429-D3)

46) uccneoBaHUE  TEPANEBTUYECKOW  OKBHBAJIEHTHOCTH  JICKAPCTBEHHBIX
IpernaparoB - BHJ KIMHHYECKOIO HCCIICIOBAaHUS JICKAPCTBEHHBIX IIPEraparos,
IPOBEJICHHE KOTOPOT'O OCYIIECTBISETCS JUISI BBISIBJICHHS OJWHAKOBBIX CBOWMCTB
JICKApCTBEHHBIX TPENapaToB OMNPEICIICHHON JIeKapCTBEHHOW (OPMBI, a TakkKe
HAJIMYHS OJIMHAKOBBIX MMOKa3aTeNel 0€30macHOCTH U 3 ()EKTUBHOCTH JIEKAPCTBECHHBIX

IpernapaTroB, OJUHAKOBBIX KIMHUYECKUX 3P (EKTOB MpU UX MPUMEHEHUH;



47) MpOTOKOJI KJIMHUYECKOTO HCCIICIOBAHUSI JICKAPCTBEHHOTO Iperapara -
JOKYMEHT, B KOTOPOM OMpEIeINAIoTCsa 1eiH, (OpMbl OpraHU3allMi U METOJOJIOTHUS
NPOBEJCHUS KIMHUYECKOTO HCCIEI0BAaHUS, CTAaTUCTUYECKHE METOJbl 00paboTKH
pEe3yNbTaTOB TAKOTO MCCIENOBAaHUS W MEpbl MO OOecrnedeHnro Oe30MacHOCTH
(U3NYIECKUX JIMI, YYACTBYIOIIMX B KIMHHYECKOM HCCIICIOBAaHHH JICKAPCTBEHHOTO

npernapara;

48) Opomrtopa  WCCIENOBATENs -  CBOJAHOEC  M3JIOKEHHUE  PE3YJIbTaTOB
JOKJIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO CPEACTBA U KIMHUYECKOTO

HCCIICOJOBAHUA JICKAPCTBCHHOT'O IIpfriapaTta A MCOAUITUHCKOT'O ITPUMCHCHMUA

49) uH(pOpPMAIIMOHHBIH JIUCTOK MAIlMEHTA - TOKYMEHT, B KOTOPOM COJICPIKATCS
B JOCTynHOM (opme cBeAeHHs, Kacaloluecs MIPOBOJUMOrO KIMHUYECKOTO
UCCIIEJIOBAHUS JIEKApPCTBEHHOTO TpernapaTta, U B MUCbMEHHON (opMe H0OpOBOIBHOE
corjiacue TalHeHTa Ha ydacThe B KIMHHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npernapara Mnocjie 03HaKOMJIEHUSI ¢ OCOOCHHOCTSIMH KJIMHUYECKOTO HCCIIeI0BaHUS,

HMCIOIIMMMH 3HAYCHUC JJIA BBIPAXKCHUA TAKOT'O COTJIaCHsd,

50) moOouyHOE JCWCTBUE - pEaKlus OpPraHW3Ma, BO3HHKIIAS B CBSI3U C
NPUMEHEHHEM JIEKapCTBEHHOTO IMpernapara B 103aX, pEKOMEHYEMbIX B UHCTPYKIIMH
10 ero MPUMEHEHUIO, ISl TPO(MUIAKTHKY, JUATHOCTUKH, JICYCHHSI 3a00JI€BaHUS WITH
JUTSI peaOMITUTAIINH,

50%) HexxenarenbHas peakiys - HelPpeAHaMePEHHAs HEOIAaronpUATHAS PEAKIIHS
OopraHu3Ma, KOTOpas MOXET ObITb CBs3aHA C MPUMEHEHUEM JIEKapCTBEHHOTO

npenapara; (ITynkr BBenen - @enepanbubiii 3akoH 0T 22.12.2014 Ne 429-03)

51) cepbesHas He)KenaTeNbHas peaKIs - HeXKenaTeIbHas peakius OpraHu3ma,
CBS3aHHAs C MPUMEHEHHEM JICKapCTBEHHOTO IMperapara, NMPHUBEANIas K CMEpTH,
BPOXKJIEHHBIM aHOMAJIMSIM WJIM MOPOKaM Pa3BUTHs JUOO MPEACTaBISAIONmas COOOi
yrpo3y JKHU3HH, TpeOyrommas TOCIUTANIM3AINA WIA TPUBEIIIAas K CTOWKON yTpate
TPYJIOCIOCOOHOCTH U (WJI) UHBAIUIHOCTH;

52) HenipenBUICHHAS HEKENaTeIbHAsl PEaKIus - HEXeJaTelbHas PeaKIus
OpraHM3Ma, KOTopas CBsi3aHa C IIPUMEHEHMEM JICKapCTBEHHOI'O IIpernapara B 103aX,
PEKOMEHIyeMbIX B MPOTOKOJE €ro KIMHUYECKOr0 HCCIEN0OBaHMs, Opolope
uccienoBaTens, WIA C IPUMEHEHHEM JIEKapCTBEHHOI'O Ipenapara B 033X,

PEKOMEHJyeMbIX B HWHCTPYKIIMM IO €ro MNPUMEHEHHUIO i NPOPUIAKTUKH,



JUArHOCTUKH, JICUCHHS 3a00JIeBaHUS WJIM MEJUIIMHCKON peaduInTaluy NalueHTa, u
CYIIHOCTh, TSDKECTh WM HCXOJl KOTOPOM HE COOTBETCTBYEeT HWH(GOPMAIMH O
JIEKapCTBEHHOM IIPENapare, COJAEPKAIIEHCS B NPOTOKOJE €ro KIMHUYECKOTO
HCCICIOBAHUS, OpOIIIOpe KCCIECNOBATENIS WIM B HWHCTPYKIHH II0 TPUMCHCHHIO
JIEKapCTBEHHOTO npermnapara; (B penaKkuu ®denepalibHOTO 3aKOHAa
o1 22.12.2014 Ne 429-D3)

521) hapmakoHaa30p - BUJ AEATENLHOCTH 110 MOHUTOPHHTY 3()(PEKTUBHOCTU U
0€30MaCHOCTH JIEKAPCTBEHHBIX [IPENApaTOB, HAIIPABJICHHBIN HA BBISIBJICHUE, OLICHKY U
MPENOTBpAIICHHE HEXKENATeNbHBIX TMOCIEACTBUNA TNPUMEHEHUS JIEKApCTBEHHBIX

npenapatoB; (IIyHkT BBeneH - denepanbhblii 3akoH 0T 22.12.2014 Ne 429-03)

52%) maH ympaBJIeHUs PHUCKAMH - TOAPOOHOE ONMMCAHUE MEPONPHATHH IO
(dapmMakoHaA30py, HANPABICHHBIX Ha BBIABICHUE, OLICHKY U IPEIOTBpAICHUE WU
MUHHMMH3ALMUI0 PUCKOB, CBA3AaHHBIX C JIEKAPCTBEHHBIMHM IIpenapaTaMi, BKIKOYas
orleHKy 3¢ dekTuBHOCTH AaHHbIX Mepornpusatuii; (I[IyHkt BBeaeH - denepaibHbIN
3aKk0H oT 22.12.2014 No 429-D3)

53) peenT Ha JIEKAPCTBEHHBIA Mpemapar - MEIUIIMHCKAN  JOKYMEHT
YCTaHOBJIEHHON (OPMBI, COJEPKAIUMi HA3HAYEHUE JIEKaPCTBEHHOTO MpernapaTa ajis
MEIUIMHCKOTO TPUMEHEHHMSI, BBIAAHHBIA MEAUIIMHCKAM pPAOOTHUKOM B LEJSAX
OTITyCKa JIEKAPCTBEHHOT'O MpernapaTa Uik ero U3roTOBJIEHHS U OTIycKa Ha OyMaKHOM
HOCHUTEJIE WJIM C COTJIacHsl MalueHTa WIM €ro 3aKOHHOTO MpeicTaBUTENs B (opme
JJIEKTPOHHOTO  JOKyMEHTa, TOJIUCAHHOTO C  HCIOJI30BAHUEM  YCWJICHHOMU
KBAJTM(UIUPOBAHHONW 3JIEKTPOHHOW MOJNMCH MEAULUHCKOTO paboTHHKA, JHOO
JIOKYMEHT yCTaHOBJIEHHOM (DOpPMBI, CoJepKallluii Ha3HAYEHUE JIEKapCTBEHHOTO
npenapara Jjsi BETEpUHAPHOTO NMPUMEHEHUs, BbIJAHHBIN CHEMAINCTOM B 00JaCTH
BETEPUHAPUHU B 1IEJIAX OTIYCKa JIEKAPCTBEHHOTO MpEenapaTa Uil €ro U3roTOBJIECHUS U
oTrmycka Ha OymaxHoM Hocutene; (B pemakuum — QenepanbHbIX  3aKOHOB
ot 29.07.2017 Ne 242-®3, ot 02.08.2019 Ne 297-D3)

54) TpeboBaHNEe MEAMIIMHCKOW OpTraHU3allui, BETEPUHAPHOW OpPTaHU3AIUH -
JOKYMEHT YCTaHOBJIEHHOW ()OPMBI, KOTOPBIM BBINIUCAH MEIULUHCKUM PaOOTHUKOM
WIH CIIEUAIACTOM B 00J1aCTH BETEPUHAPUH, UMEIOIIMMU Ha 3TO IIPABO, U COAEPIKUT
B MHCbMEHHOW ¢opMe yKa3aHHMe anTeyHOW OpraHu3aluy WIK BETepUHAPHOM

anTeyHoOn OpraHu3anunmn 00 OTIIYCKC JICKAPCTBCHHOI'O IIpCliapara WJIM O Cro



M3TOTOBJICHUHU U 00 OTIYCKE JIsi 00ecTieueHus Ie4eOHOro mpoiecca B MEIUIIMHCKON
opraHu3aluy, BeTepuHapHOW opranuzanuu; (B pemakinun denepanbHOro 3akoHa
ot 02.08.2019 Ne 297-D3)

55) xomrIuieKcHast OLICHKa  JIEKAPCTBEHHOTO npenapara - OIICHKA
3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOIO IpernapaTa, BKJIIOYalollas B ceds aHamu3
uH(pOpPMAIM O CPaBHUTENBHOW KIMHUYECKONW 3(()EKTUBHOCTH M O€30MaCHOCTH
JIEKapCTBEHHOTO IperapaTa, OlleHKY KOHOMHUYECKUX MOCJIEICTBUI ero MpuMeHeHMs,
U3y4eHUE JOTOIHUTEIBHBIX TOCIEICTBUI IPUMEHEHNUS JIEKAPCTBEHHOTO Mpenapara B
TEJISAX MPUHATHS PEIICHU 0 BO3MOKHOCTH BKITFOUEHUS JICKAPCTBEHHOTO Mpernapara B
NIEPEUYCHb KM3HCHHO HEOOXOIUMBIX W BAKHEHIIMX JICKAPCTBCHHBIX IPENapaToB,
HOPMaTHBHBIC TIPABOBbIC AKTHI M WHBIC JIOKYMEHTBHI, OIPEICISIIONINE MOPSIOK
OKa3aHUsl MEJUIIMHCKOW IMOMOIIM, WJIM HUCKIIOYEHHS €ro W3 YKa3aHHBIX TepedHs,

akToB U J0KyMeHTOB; (IlyHkT BBeaeH - DenepanbHblil 3akoH 0T 22.12.2014 Ne 429-
D3)

56) cucteMa MOHHWTOPHMHTA JBUXCHHS JICKQPCTBEHHBIX MPENApaToB IS
MEIUIIMHCKOTO TMPUMEHEHHUs - (QeaepanbHas TrocyJapcTBeHHash HH(OpMalMOHHAs
CHACTEMAa MOHHUTOPHHIA JBWXKEHUsI JIEKAPCTBEHHBIX INPENapaToB ISl MEAULMHCKOTO
NPUMEHEHHUS OT MPOU3BOJIUTENS O KOHEYHOTO MOTPEOUTENs] ¢ UCIOJIb30BAaHUEM B
OTHOILIEHUH JIEKAPCTBEHHBIX IPENapaToB JUIsi MEIUIIMHCKOIO IIPUMEHEHHs CPEICTB

uneHtudukanuu. (ITyHkT BBeneH - denepanbhbiii 3akoH oT 28.12.2017 Ne 425-D3)

I'naga 2. IloxHOMO4YHA (pe1epaTbHBIX OPraHOB UCIIOJIHUTEIBLHOM BJIACTH,
OPraHoOB MCIOJHUTEIbHOI BJACTU CyObeKTOB Poccuiickoi

denepanyu Npu 00palIeHNH JIeKAPCTBEHHBIX CPEACTB

Crartbs 5. IloaHoOMouns q)e)lepaJIBHbIX opraHoB HMCIIOJITHUTEJIHbHOM BJIACTH

nmpu Oﬁpamemm JEKAPCTBCHHLIX CPEACTB

K mnomHomMouunsm (I)ellepaJIBHBIX OpTraHOB HCITIOJTHUTEILHOM BJIACTH pu

O6paIHeHI/II/I JICKAPCTBCHHLIX CPCACTB OTHOCATCH:



1) nposenenue B Poccuiickoit denepanyu e1MHOM rocy1apCTBEHHOM MOTUTHKH
B oOyiactu obecrieueHusl JIEKapCTBEHHBIMH IpernapaTamMu rpaxaaH B Poccuiickoii
®denepanuy; (B penakiun denepanpHoro 3akoHa ot 22.12.2014 Ne 429-D3)

2) yTBepxkaeHHe oOmmx (apmakoneiHbx crarei, (hapMaKONCHHBIX CTaTeH,
U3JaHhe TOCYJIapCTBEHHOM (apmakonen, co3JaHHMEe U BEIEHUE peecTpa
(dapmakoneiHbpIX CTaHIApTHBIX 00pa3nos; (B penakium PenepanbHOro 3akoHa
o1 22.12.2014 Ne 429-D3)

3) ocyIliecTBICHHE TOCYNAapCTBEHHOTO KOHTpoJds (Ham3opa) B cdepe
oOpaieHusi JIGKapCTBEHHBIX cpeacTB; (B pemaknun denmepanbHOro 3aKoHA
oT 25.06.2012 Ne 93-®3)

4) JIMOCH3UPOBAHHUC IMPOU3BOACTBA JICKAaPCTBCHHBIX CpCacTB 151
(bapMaHeBTHqCCKOfI ACATCIBHOCTH B  COOTBCTCTBHM C  3aKOHOJATCIIHLCTBOM

Poccuiickon ®enepannu;

5) opranuzanus SKCIEPTU3bI JICKAPCTBEHHBIX CPEJCTB, ATHYCCKON IKCIICPTH3BI
BO3MOKHOCTH MPOBEICHUS KIIMHUYECKOTO UCCIIEA0BAHNUS JIEKAPCTBEHHOTO IperapaTa
JUTST. MEAWIIMHCKOTO MPUMEHEHUS, IKCIEePTU3bl JOKYMEHTOB, MPEACTABICHHBIX IS
OTpeJIeICHHs] BO3MOXKHOCTH  pacCMaTpUBaTh JICKAPCTBEHHBIM Ipemapar i
MEMIIMHCKOTO TIPUMEHEHHUS TPU TOCYJapCTBEHHOW PETUCTPAllMd B KA4eCTBE
opannoro nexapctBeHHoro mnpemnapara; (B pemakuum @DenepanrbHOro 3aKoHa
ot 22.12.2014 No 429-D3)

5!) opranuzanus mMpoBeNEHUS  KOMIUIEKCHOM — OIEHKH  JIEKAPCTBEHHOTO
npenapara B LeJISIX IPUHATHS PELIEHUN O BO3MOKHOCTH BKJIFOUEHHUS JIEKAPCTBEHHOTO
npernapara B TMepedYeHb >XKHU3HEHHO HEOOXOIWMBIX M BAKHEWIIUX JIEKApPCTBEHHBIX
IIPENapaToB, HOPMATUBHBIE MPABOBBIE AKThl U MHBIE JTOKYMEHTBI, ONPEACISIONINE
MOPSAOK OKAa3aHMWsI MEIMIMHCKOM IOMOIIM WM HCKIIOYEHUsS €ro M3 YKa3aHHBIX
nepeuHs, axkTtoB U JokyMeHTOB; (Ilynkr BBenen - DenepaibHblii 3aKOH
o1 22.12.2014 Ne 429-03)

6) BeIJaua paspelicHuid Ha TPOBEJACHHE KIMHUYCCKUX HCCIICIOBAHUMA
JIEKapCTBEHHBIX IIPENaparoB, BEICHUE peecTpa BBIJAHHBIX pa3pPEUICHUM Ha

MNPOBCACHUC KIIMHUYCCKUX HCCHeHOBaHI/Iﬁ JICKAPCTBCHHLIX ITPECIIapaToOB;



7) rocynapcTBEHHasl PETHCTpaldsl JICKApCTBEHHBIX TpPENapaToB, BEICHUE

rocyaapCTBCHHOI'O peeCTpa JICKAPCTBCHHBIX CPCACTB,

8) opranuzanus u (MIH) IPOBEAEHNE HHCIIEKTUPOBAHUS CYObEKTOB O0PAIICHHS
JIEKapCTBEHHBIX CPEACTB HAa COOTBETCTBUE MpPAaBWJIAM Ha/Jexalie J1abopaTopHOU
MPaKTHKH, TTPaBUJIaM HaJIe)KaIed KIIMHUISCKON MPAKTUKHU, TTPaBHJIaM HaJICKAIIeH
NPaKTUKA XPaHEHWs] W TEPEeBO3KH JICKAPCTBEHHBIX MpemnapaTroB, IpaBUiaM
HaJJIekKAIIeH TUCTPUOBIOTOPCKON TMPaKTHKH, TpaBUiaM HaJJIeKaleld amnTedHon

npaktuky; (B penakuun @enepanbHoro 3akona ot 22.12.2014 Ne 429-03)

8!) opranmzamms u  (MaAM) TPOBEJCHUE MHCIEKTUPOBAHHS  CyOBEKTOB
oOpallieHnsI JIEKapCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHMSIM IPABIII
HaJIJIEXKaIEe MPOU3BOJACTBEHHON MPAKTUKH, BblJaya 3aKJIFOYEHUN O COOTBETCTBUU
MPOU3BOJUTENSL JICKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM TMpaBWI HaJIeKaIIeH

npou3BojcTBeHHON — mpakTuku;  (IIlyHkT  BBegeH -  DeaepalibHBI  3aKOH
oT 22.12.2014 Ne 429-D03)

82) ycTaHOBJIEHHE TOPAAKA BEACHUS M BEICHHE TOCYIAPCTBEHHOTO PEECTpa
3aKJIFOYEHHUM O COOTBETCTBUU MTPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
IpaBWJI HaJUIexXalel mpousBoacTBeHHOM npakTuky; (IIyHkT BBeneH - denepanbHblit
3aK0H OT 22.12.2014 No 429-D3)

9) rocynapcTBeHHas perucTpanus npeneabHbIX OTITyCKHBIX LEH
IIPOU3BOJUTENEHN Ha JIEKAPCTBEHHBIE ITPENapaThl, BKIFOUEHHBIE B IEPEUYEHD )KU3HEHHO
HEOOXOAMMBIX M  B@KHEHWIIMX  JIEKAPCTBEHHBIX  IPENapaToB, U  BEJCHUE
roCyJapCTBEHHOI'O peecTpa IPENEIbHBIX OTIYCKHBIX LIEH IPOM3BOJIUTENCH Ha
JIEKapCTBEHHBIE IIPENaparhl, BKIIOUYEHHBIE B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX U
BAXHEHIINX JIEKApCTBEHHBIX Ipenaparos; (B penakuum PenepanbHOro 3akoHa
ot 06.06.2019 Ne 134-D3)

91) cormacoBaHue TPOEKTOB pEINEHUH OPTraHOB MCIIOJHUTEIBHOM BIIACTH
cyovektoB Poccuiickoit ®enepanuu 00 ycTaHOBIEHMUH U (WIM) HW3MEHEHUH
NpEeEeNbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MpeNeibHBIX Pa3MEpOB PO3HUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJIECHHBIM MPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX TMpenapaTroB, Ha JIEKAPCTBEHHBIE TMpemaparhl, BKIIOUYEHHBIC B
NepeueHb >KM3HEHHO HEOOXOJMMBIX W BAXKHEWIINX JIEKAPCTBEHHBIX IPENapaTos;

(ITlyukT BBeneH - @enepanbublii 3akoH oT 13.07.2015 Ne 241-D3)



10) BeIaua, ycTaHOBIICHHE TIOPSIIKA BBIJIAYM Pa3pPEIICHHs HAa BBO3 KOHKPETHON
NapTHUH JIEKapCTBEHHOTo cpenactBa B Poccuiickyto @enepanyio; (B penakiuu
®denepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

10%) Bemaua, yCcTaHOBJIEHHE MOPAAKA BhLIAYM M (POPMBI JOKYMEHTa, KOTOPHIH
MOJATBEPKAAET, UTO MPOU3BOJICTBO JEKAPCTBEHHOTO IMpenapara A MEAUIIMHCKOTO
NPUMEHEHHS OCYILECTBIEHO B COOTBETCTBUM C TPEOOBAaHUSIMU MPABUII HaAJIEKAIIEH
IPOU3BOICTBEHHOM MPAKTUKYU WJIU YTO JIEKAPCTBEHHBIN Npenapar AJisi BETEpUHAPHOTO
NpUMEHEHUs JomylleH K oOpamenuto B Poccuiickoil ®enepaunu, M MOIIECKUT
NPEICTABICHUI0 MO TPeOOBaHHUIO YIOJHOMOYEHHOIO OpraHa CTpPaHbl, B KOTOPYIO
BBO3UTCA JeKkapcTBeHHbIM mnpenapar; ([IlyHkt BBeneH - denepanbHbli  3aKOH
oT 22.12.2014 Ne 429-D3; B penaxuuu OeaepansHoro 3akoHa ot 02.08.2019 Ne 297-
D3)

10%) Beigaya, YCTAaHOBIEHME MOPAAKA BbAaYd U (OPMBI  JTOKYMEHTA,
COIEPKALIETO CBEACHUA O CTaAuAX TEXHOJIOTMUYECKOIO IIPOILECca MPOU3BOJICTBA
JIEKAPCTBEHHOTO CPEJICTBA ISl MEIULIMHCKOTO MPUMEHEHHUS, OCYLIECTBIAEMBIX Ha
tepputopun EBpaszuiickoro sxkoHomMudeckoro coro3a; (IIyHkT BBeneH - DeaepanbHbIi
3akoH  oT 22.12.2014 No 429-®3; B  pemakuuu  DenepanbHOro - 3akoHa
ot 13.07.2015 Ne 241-®3)

11) co3maHMe COBETOB IO  BOMPOCAM, CBSI3aHHBIM C  OOpalIeHUEM

JICKApPCTBEHHBIX CPEJICTB;
12) aTTectanus U cepTU(PHUKAIUS CIICIHATHUCTOB;
13) (ITynkT yrpatmn cuiy - ®enepanbhsiii 3akoH oT 02.07.2013 Ne 185-D3)

14) ocymectBnenue ¢apmakonaazopa; (B pemakiun denepaabHOro 3aKoHa
ot 22.12.2014 No 429-D3)

15) yyactue B MEXIyHapOJIHOM COTPYTHHUYECTBE;

16) momyueHue IO 3ampocaM yIOJIHOMOYEHHOro (eaepaabHOro oOpraHa
UCTIOJIHUTEIPHOM BJACTH OT OPraHOB HCIIOJTHUTEIBHONW BIACTH CYOBEKTOB
Poccuiickoit deneparuy, a Takxke oT CyObeKTOB 00OpaIieH sl JIEKapCTBEHHBIX CPEJICTB
JUISL MEIULMHCKOIO MPUMEHEHUS HHQPOPMAalUM IO BOIPOCAM YCTAHOBJIECHUSA U

IMPUMCHCHH: ICH Ha JICKAPCTBCHHLIC IIPCIIApAThI U Ha,[[6aBOK K HUM;



17) npuMeHeHne Mep OTBETCTBEHHOCTH 3a HApYIICHHE 3aKOHOJATENIbCTBA

Poccuiickoit @enepannu;

18) yTBepiKaeHHEe TpaBWII HaJISKaIIeH J1abOopaTOPHOW MPAKTHKH, MPABHII
HAJUIC)KAIIE KIMHUYECKOM ITPAKTUKHU, IPAaBWJ HAIJIEKAIIEW IPOU3BOACTBEHHOMN
MPAKTUKH, NMPABWI HAJJICKAIEH MNPAKTUKU XPAHEHUS U MEPEBO3KHU JIEKAPCTBEHHBIX
npernapaTroB, TMpaBUI HaAJEXalled JAUCTPUOBIOTOPCKON MPAKTUKH, IPABUI
Ha/JIeKAIEH anTevyHoN MpaKTUKH, IPaBUII HaJJIexkallel nNpakTuku (papmakoHaazopa
JIEKapCTBEHHBIX NpenapaTtoB A MeAuIUHCKOro npumeHenus; (IIyHKT BBejeH -
denepanbHbIi 3aKoH 0T 22.12.2014 Ne 429-D3)

19) ycraHoBIeHHE TMOpsaKa (OPMHUPOBAHUS PETUCTPAIIMIOHHOTO JIOChE Ha
JEKapCTBEHHBIM mpenapar u TpeOOBaHMNW K JOKYMEHTaM B €ro COCTaBe;

(Ilyakt BBexaeH - PenepanbHbIii 3aK0H OT 22.12.2014 No 429-D3)

20) yTBepKI€HHE  MpaBHJ  PAIMOHAJILHOrO  BhIOOpPAa  HAMMEHOBAHMMA
JIEKApCTBEHHBIX TMpENapaTroB sl MeauinHckoro mnpumeHenws; (ITyHkT BBeneH -
denepanbHbIid 3aK0H 0T 22.12.2014 No 429-D3)

21) yTBepXKACHHE TIEpEeYHs HAaMMEHOBaHHWH JiekapcTBeHHBIX (opm; (ITyHKT
BBeJieH - DenepanbHblii 3aK0H OT 22.12.2014 No 429-D3)

22) (ITyukt BBeneH - MenepanbHblii 3ak0H OT 22.12.2014 Ne 429-D3; yTpaTii
cuity - Genepanbubiit 3akoH 0T 27.12.2019 Ne 475-D3)

23) yTBepkacHUE TPeOOBaHUN K HHCTPYKITHH IO METUITHHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHBIX MpPENapaToB M K HMHCTPYKUHUHU IO BETEPUHAPHOMY IPHUMEHEHHIO
nekapctBeHHbIX — mpenapatoB;  (IIlynkt  BBenmen -  denpepanbHbli  3aKOH
o1 22.12.2014 Ne 429-D03)

24) npuHATHE PEIICHHN, SBISIFOIIUXCS OCHOBAHMSMHU JUIS  BKIFOUYCHUS
JOMEHHBIX MMEH M (MJM) YyKa3areJeil CTpaHull CalTOB B HWH(POPMAIMOHHO-
TEJIEKOMMYHHUKAMOHHOW ceTH "MHTepHeT", a TakKe CETEBBIX aJPECOB B EIUHYIO
aBTOMATHU3MPOBAHHYIO HH(GOPMalMOHHYIO cucTeMy "ENuHBIA peecTp ITOMEHHBIX
UMEH, yKa3aTeJeW CTpaHHuI] CaToB B HH(GOPMAIMOHHO-TEIEKOMMYHUKAIIHOHHON
cetu "MHTEepHET" M ceTeBbIX aJAPECcOB, MO3BOJISIONIUX UACHTUPUIIMPOBATH CANTHI B
UH(OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON ~ cetn  "WuTepher",  coaepkaiue

uH(popMalnio, pacrpocTpaHeHue kKotopoil B Poccuiickoit denepanuu 3amnperieHo", B



OTHOUIEHUM HH(OpMAIUU, COJAEpKaled MNPEUIOKEHUE O PO3HUYHON TOPromie
JIeKapCTBEHHBIMHU MpenapaTaMu, B TOM YHCIIE JUCTAHIMOHHBIM CIIOCOOOM, PO3HUYHAS
TOProOBJISl KOTOPHIMH OTpPaHUYEHa WM 3alpelieHa B COOTBETCTBUU C HACTOSLIUM
deneparbHBIM 3aKOHOM, W (MJIM) WHGOPMAIUM, COACPKAIICH TMPEII0KCHHE O
PO3HUYHON TOPTOBJIC JIEKAPCTBEHHBIMU TIpemapaTaMu, B TOM YHCIIE JUCTAHIIHOHHBIM
croco0oMm, JMIIaMU, HE MMEIOMIMMH JIMIIEH3UU U pa3pelieHHs] Ha OCYIIECTBICHHE
TaKOW NEATENbHOCTH, €CJIM MOJIyYeHHE JHIEH3UU M pa3pelieHHs] MpeaycCMOTPEHO
3aKOHOJATEILCTBOM 00 oOpallleHuu JeKkapcTBeHHbIX cpencts; (IIyHKT BBeneH -

®enepanbHbiid 3aK0H 0T 22.12.2014 Ne 429-03; B pemakiuun DeaepanbHOTO 3aKOHA
ot 03.04.2020 Ne 105-D3)

25) Bbimaua ~ paspemieHMid  HAa  BBOA B TPaXJaHCKUHL  00OpoT
UMMYHOOUOJIOTUYECKUX  JIeKapcTBeHHbIX  mpenaparoB.  (IIlyHkTr  BBeneH -
®enepanbhbiii 3ak0oH oT 28.11.2018 No 449-D3)

Cratbs 5. Ilepenaua ocymecTBieHus: MOJIHOMOYHIE (peepaibHbIX
OPraHOB MCIOJTHUTEJIbHOI BJIACTH NIPH 00palleHNH
JIEKAPCTBEHHBIX CPEJACTB OPraHaM UCIOJHUTEIbHON BJIACTH

cyobexToB Poccuiickoii @enepannu

[TonHoMouus ¢enepanbHbIX OPraHOB UCTIOTHUTENBHON BJIACTH MPU 0OpaIIEHUU
JIEKAPCTBEHHBIX CPEJCTB, IPEAYCMOTPEHHbBIE HACTOAINUM PDenepalbHbIM 3aKOHOM,
MOTYT TIEPEeNaBaTbCs JUIsl OCYIIECTBIEHUS OpraHaM HCIIOJIHUTEIBHOM BIIACTH
cyobekToB Poccuiickoii denepannu noctanoBiaeHusamu [IpaBurensctBa Poccuiickoi
®enepanuu B mopsake, ycraHoBieHHOM denepanbHbIM 3aKOHOM OT 6 OKTAOpS
1999 ronga Ne 184-®3 "OO6 o0mMX NPUHIUIIAX OPTaHU3AIMHA 3aKOHOAATEIbHBIX
(mpencTaBUTENbHBIX) W MCIOJIHUTENBHBIX OpPraHOB TOCYJAapCTBEHHOW BJACTH

cyowektoB Poccuiickoii ®enepauun". (CtaThsi BBeneHa - DepepaibHbIi 3aKOH
ot 13.07.2015 Ne 233-D3)



Cratbs 6. IloiTHOMOYHSI OPraHOB UCHOJHUTEIBLHOM BJIACTH Cy0ObeKTa
Poccuiickoit @enepauuu npu o0pameHnu JeKapCcTBEeHHbIX

CpelIcTB

K nonmHomouunsiM OpraHoB HMCIOJIHUTENBHON BiacTU cyObekTa Poccuiickoit

CDCI[epaHI/II/I pu O6paIHeHI/II/I JICKAPCTBCHHBIX CPCIACTB OTHOCATCA:

1) pazpaboTka W peaju3alMs PETHOHAIBHBIX MPOrpaMM  OOECIeUYCeHUs

HACCJICHM: JICKAPCTBCHHBIMU IIPCIIapaTaAMM,

2) YCTAHOBJICHUC IIPCACIBbHBIX PAa3sMCPOB OIITOBBIX Ha,[[6aBOK U IpCACIbHBIX
pasMCpPOB PO3SHUIHBIX Ha,[[6aBOK K (I)aKTI/I‘-IeCKI/IM OTIIYCKHBIM IICHAM, YCTAHOBJICHHBIM
MNPOU3ZBOJUTCIIIMA JICKAPCTBCHHLBIX IIPEIapaToB, Ha JICKAPCTBCHHLIC IIPCIIapaThl,
BKJIFTOUCHHBIC B IICPCUYCHb KM3HCHHO HCO6XO,Z[I/IMLIX U BaXXKHEUIIINX JICKAaPCTBCHHLBIX

IpernapaTos;

3) OCyIIECTBIICHHE  PETHOHAIBHOTO  TOCYJapCTBEHHOTO  KOHTPOJIS 32
NpUMEHEHUEM IIeH Ha JIEKapCTBEHHBbIE IpernapaThl, BKIIOUYEHHBIE B IIEpEUYCHb
KU3HEHHO  HEOOXOAMMBIX M  BAXHEHIIMX  JIGKAPCTBEHHBIX  MPETapaTroB,
OpraHu3allUsIMH OINTOBOW TOPTOBJIM JICKAPCTBEHHBIMU CPEACTBAMH, AaNTEUHBIMU
OpraHu3alUsIMH, UHANBUAYAIbHBIMHU MPEANPUHAMATEISIMU, UMCIOIIUMH JTUICH3UIO
Ha (apMaleBTUUYECKYIO AeSATEIbHOCTh, MEAUIIMHCKUMH OpPraHu3alisIMu, UMEIOLITUMU
JUIEH3UI0O Ha  (apMaleBTHYECKYI0 JEATEIbHOCTh, M HUX 000COOJCHHBIMU
noApazaeieHussMu  (amOysatopusiMu,  QeabIIIepCKUMU U (PestbalIepcKo-
aKyIIEPCKUMU MYHKTaMHU, IIEHTpaMu (OTAeJIeHUsIMU) o011iei BpaueOHOM (CeMeHOMN)
MIPAKTUKH), PACIOJIOKCHHBIMA B CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT amnTeuHble opranmzaiuu, (B pemakummu ¢denepaibHBIX 3aKOHOB
oT 25.06.2012 Ne 93-®3, ot 27.12.2019 Neo 475-D3)

4) npuHATHE pelIeHUS 00 WCIONb30BAHUM HA TEPPUTOPHH CyOBeKTa
Poccuiickoit ®enepanmu Hapsy € perenTtaMd Ha JIGKapCTBEHHBIE Ipenaparsl,
o(OopMIICHHBIMHA Ha OyMa)>XHOM HOCHTEJIE, PEIIENTOB Ha JIEKAPCTBEHHBIE MpEnaparhl,
chopMupoBaHHBIX B (opMe dSIeKTpOHHBIX JoKyMeHTOB. (IIyHKT BBendeH -
®enepanbbiii 3aK0H OT 29.07.2017 No 242-D3)



I'nasa 3. I'ocynapcrBennast gapmakones

Crartbs 7. PazpaboTka u n31aHue rocyaapcrBeHHoi ¢gpapmakoneu,

pa3MelleHne JaHHbIX 0 Heil

1.Tloq rocymapcTBeHHOW (apMakomeeli TOHHUMAETCS CBOJA  OOIIHMX

(dapmakoneiHpIX cTaTeil U (papMaKoNneHbIX CTaTeu.

2. Pa3pabotka o0mux (apMakonelHbIX cTaTedl U papMaKoNeHBIX CTaTeH, B
TOM 4YHcie dapMaKkONEHHbIX cTaTeld Ha (apMaKoNelHbIe CTaHAApTHBIE 00pa3libl, U
BKJIIOUCHHE WX B TOCYJApCTBEHHYIO (hapMaKOIEI0 OCYIICCTBISIIOTCS B MOPSJKE,
YCTAaHOBJICHHOM  yIOJHOMOYEHHBIM (eJepaTbHbIM OpPraHOM HCIOJHUTEIbHOU

BiacTu. (B penakunu ®@enepanpHoro 3akona ot 22.12.2014 Ne 429-03)

3. Pa3paboTka dapmakoneiiHoii craThi Ha pedepeHTHBIA JEKapCTBEHHBIN
mpernapar W BKJIIOYCHHE €€ B TOCYJapCTBEHHYIO (apMakomlel0 B TEUEHHE CpOKa
JNEUCTBUS 3alllUThl HMCKIIOYUTEIBHOTO TIpaBa, YAOCTOBEPEHHOTO MATEHTOM Ha
pedepeHTHBIN JIEKApCTBEHHBINM TMpenapar, OCYIIECTBISIOTCS C COTJacusi €ro
paszpabotunka. (B pemakiun denepanpHoro 3akoHa ot 22.12.2014 Ne 429-D3)

4. T'ocynapctBeHHast (papmakorest U3/1aeTcsl YIIOJIHOMOYEHHBIM (hefiepaibHbIM
OpPraHOM HCIIOJIHUTENIBHOM BIIACTH 3a CYET CpeACTB (enepanbHOro OromkeTa U
MOJJISKUT TIEPEU3TaHUSIM HE PEeKe 4YeM OJMH Pa3 B MATH JIET, B MEPUOI MEXKIY
KOTOPBIMHU M3JAIOTCS MPUIIOKEHUS K TOCYJAapCTBEHHOU (apmakonee, CoAepIKaIine
oOmue (apmakoneiHple cTatbl U (Uiau) dapMakoNeilHble CTaThU, YTBEPKICHHBIC

1oCJIe U3/IaHUs WU MePen3aaHus TOCyIapCTBEHHOM papMaKorneH.

5. YHoaHOMOYEHHBIH  ¢efepanbHblii  OpraH  UCHOJIHUTEIBHOW  BJIACTH
pa3MelIaeT JaHHbIe O TOCYIapCTBEHHOH (hapMakoree 1 MPUI0oKEHHUIX K Hel Ha CBOeM

oduimanbHOM caiite B ceTu "MHTepHeT" B yCTaHOBJICHHOM UM TOPSIIKE.

I'naBa 4. I'ocy1apcTBEeHHBbI KOHTPOJIb NPU 00PAILEHUH JIEKAPCTBEHHbIX
CpeacTB



Cratb4 8. JIulleH3upoBaHNe POU3BOICTBA JIEKAPCTBEHHBIX CPEACTB H

(])apMaueBaneCKoﬁ JEATCJIBbHOCTH

1. JIuuensupoBanue IIPOU3BOJACTBA JIEKapCTBEHHBIX CpEICTB u
(dapmalneBTUYECKO  JESATENbHOCTH  OCYIIECTBISETCS B COOTBETCTBHM  C

3aKOHOIaTeNnbCTBOM Poccuiickoit denepanuu.

2. O0s13aTeNbHBIM YCIIOBUEM TMPEAOCTABICHUS JIMIICH3UU Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB SIBIISETCA MPUIIOKEHUE K 3aIBICHUIO COMCKATEIS JIMIICH3UU
nepeyuHs JEKApCTBEHHbIX (GopM U (Win) BUIOB (apMaleBTUYECKUX CyOCTaHIUMH,

KOTOPBIC ITPOU3BOAUTEIIb JICKAPCTBCHHLIX CPEACTB HAMCPCH IIPOU3BOAUTD.

3. B cayuae HEOOXOAMMOCTH pACIIMPEHUS TMPOU3BOICTBA JIEKAPCTBEHHBIX
CPEICTB 3a CUET HOBBIX JIEKAPCTBEHHBIX (OPM U BHIOB (HapMaIeBTHUECKUX
cyOcTaHIHit IPOU3BOUTET JICKapPCTBEHHBIX CpeICTB
JIOJHKEH TiepeoOPMUTH JIMIIEH3UI0 Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CpencTB. (B
penakuun PenepansHoro 3akona ot 02.08.2019 Ne 297-03)

4. JlutieH3usi Ha TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMareBTUIECKOM
cyOCTaHIIMM CcOUpTa STUIOBOTO (3TaHOJA) BBIAAETCS MPU YCIOBHUM HAIWU4us Y
OpraHu3alliy Ha MpaBe COOCTBEHHOCTH, XO35MCTBEHHOTO BEICHHUSI MU ONIEPATUBHOTO
YOPAaBJICHUSI OCHOBHOTO TEXHOJOTUYECKOro OO0OpYyJOBaHUS MJisi TMPOU3BOJACTBA
STHJIOBOTO CIMPTA, 3APETUCTPHMPOBAHHOIO B COOTBETCTBMHM CO cTaTheit 141
denepanpHoro 3akoHa ot 22 HOsIOps 1995 roga Ne 171-®3 "O rocyagapcTBeHHOM
pEeryJaupoOBaHUM MPOU3BOJACTBA M 000pPOTa ATWIOBOIO CIHPTA, AJIKOTOJIbHOW U
CIIUPTOCOACPXKAIICH TPOAYKIIMU W 00 OrpaHMYeHHH TOTpeOseHus (pacmuTus)
AJIKOTOJIbHOU npoaykiuu'". (Yacts BBEJCHA - ®denepanbHbIN 3aKOH
ot 27.12.2019 Ne 481-®3)

Crartbs 8. Oco0eHHOCTH JUIEH3MPOBAHMS NIPOU3BOACTBA
JIEKAPCTBEHHBIX CPeACTB ((apManeBTHYECKOH CYOCTAHIIUM

CIIUPTA 3TUJIOBOIO (3TAHOJIA)



1. JleiicTBe JIMIIEH3UM HA  [POU3BOACTBO  JIEKAPCTBEHHBIX  CPEJICTB
(papmanieBTHUECKOM CYOCTaHIIMM CIIMPTA 3TUIIOBOTO (3TaHOJIA) IPUOCTAHABIMBACTCSA
B YaCTH IpaBa Ha MPOU3BOJCTBO (papMalieBTHUECKON CyOCTaHIIUN CIIUPTA ATHIOBOTO
(7TaHONA) IMIEH3UPYIOIIMM OPTaHOM B CIy4asxX, OMpEeIeNeHHBIX cTaTher 20
®enepanpHoro 3akoHa oT4mas 2011 roma Ne 99-®3 "O nuueH3upOBaHUH
OTJICTIbHBIX BHUJOB JIEATENBHOCTH", a TaKXKe€ HA CPOK MPUOCTAHOBICHUS JEUCTBUS
JUIEH3UM  Ha  MPOM3BOACTBO  OSTWUJIOBOrO  COHMpTa  JAJiA  NPOU3BOJICTBA
dapmaneBTHYECKOl CyOCTaHIIMM CHOUpPTAa STUIOBOrO (3TaHOJNA), BBIJAHHOM B
cootBercTBHM ¢ DenepanbHbIM 3aKOHOM OT 22 HOsIOpst 1995 roma Ne 171-®3
"O rocy1apcTBEHHOM PETYJIMPOBAHUU MPOU3BOACTBA U 000pOTa STHUIIOBOTO CIUPTA,
QIKOTOJILHOW W CHUPTOCOAEPIKAIICH MPOAYKIMH U 00 OTpaHUYEHUU MOTPEOICHUS

(pacmuTusl) aNKOTOJIBHON MPOIYKIIUN".

2. JleiicTBUe  JMIIEH3UM Ha TPOU3BOACTBO  JIEKAPCTBEHHBIX  CPEJNICTB
(papmanieBTHUECKON CYOCTaHIIMM CIIMPTA STUJIOBOTO (3TAaHONA) B YacTU MpaBa Ha
POU3BOACTBO (hapMaleBTUYECKOW CYOCTaHIIMM CHOUpPTAa STUJIOBOTO (3TaHOJA)
MpeKpaaeTcs JUIEH3UPYIONMM OPraHOM B CIIy4asiX, OMpeaeNieHHbIX cTaTtbeir 20
®enepanpHoro 3akoHa oT4mas 2011 roma Ne 99-®3 "O nuueH3upOBaHUH
OTIETBHBIX BHUAOB JEATENBHOCTU", a TakkKe C JaThl MpEeKpalleHus WiIu
AQHHYJIMPOBAHUS JCHCTBUS JUIEH3MM Ha TPOU3BOJICTBO STUJIOBOTO CIHMPTA JUIS
NpOU3BOJACTBA (hapMalEBTUYECKON CYOCTaHIIMM CHOUPTa ATHIOBOrO (dTaHOIIA),
BBIAHHOW B COOTBETCTBHHM C DepepanbHBIM 3aKOHOM OT 22 HOsiOps 1995 rona
Ne 171-®3 "O rocynapcTBEHHOM peryJMpOBaHUM MPOU3BOACTBA U 000poTa
STHJIOBOTO CIHPTA, aJKOTOJBHOM U CIHMPTOCOJAEpKAIEH MPOAYKIMH U 00

OTpaHUYCHUH MOTPeOIeHUS (PaCUTHA) ATKOTOIBHOM MPOayKIIUU'".

(Cratbs BBeneHa - Genepanbublit 3akoH oT 27.12.2019 Ne 481-D3)

Crartbs 9. I'ocynapcTBeHHBIH KOHTPOJIb (HAA30p) B cepe oOpaleHus
JIEKAPCTBEHHBIX CPEACTB

1. T'ocynapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpalieHus JeKapCTBEHHBIX

CPEACTB BKJIFOYAET B CEOs:



1) NUIIEH3UOHHBII KOHTPOJIb B chepe MpOU3BOJICTBA JICKAPCTBEHHBIX CPEIICTB U

B cdepe (hapMaleBTUUECKOMN NesSTeIbHOCTH;

2) benepanbHbIii  TOCYJapCTBEHHBIH  Hag30p B cdepe  oOpamicHHs

JICKAPCTBCHHLIX CPCIACTB,

3) BBIOOPOYHBII KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX cpecTB. ([IyHKT BBEIEH -
®denepanbHbIi 3aK0H OT 22.12.2014 No 429-D3)

2. JINIeH3NOHHBIM KOHTPOJIb B cepe MPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB
B chepe (papmareBTHUECKON IEATEIbHOCTH OCYIIECTBISICTCS YITOJTHOMOUYCHHBIMH
denepanbHBIM OPTaHOM HCIIOJHUTEIBHOW BJIACTH W OpraHaMH HWCIOJHUTEILHOM
BJIAcCTH CyOBekTOB Poccuiickoii denepannn COTiiacHO WX KOMIIETCHIIUU B MOPSJIKE,
ycTaHoBlIeHHOM ®DenepanbHbIM 3aKOHOM OT 26 nexabpst 2008 roma  Ne 294-D3
"O 3ammTe MpaB OPUINYCCKUX JUIl U WHIUBUAYATBHBIX MPEANPUHUMATEICH MpU
OCYIICCTBJICHUH TOCYJAAPCTBEHHOTO KOHTpOJIS (HAA30pa) W MYHHIIMITAIBLHOTO
KOHTPOJIA", C Y4YEeTOM OCOOCHHOCTEH OpraHu3alMi W TIPOBEICHUS IIPOBEPOK,
ycTaHoBlIeHHbIX ~ @DenepanbHbiM  3akoHOM oT 4 mas 2011 roma  Ne 99-@3

"O NHUIEH3UPOBAHUU OTAECIbHBIX BUJIOB JACSATEIBHOCTH" .

3. @enepalbHbli  TOCYIApPCTBEHHBIM  Ham30p B cdepe  oOpaimieHus
JICKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS YIMOTHOMOYCHHBIMU (heepabHBIMU
opraHaMu HCIIOJIHUTENBbHON BIACTH (Jajiee - OpraHbl TOCYAapCTBEHHOTO HA/I30pa)
COTJJacCHO WX KOMIIETEHIIMM B TIOpsAJKe, YycTaHOBIeHHOM [IpaBuTenncTBOM

Poccuiickon ®@enepanumu.

4. @enepanbHbIl  TOCYJApCTBEHHBIM  Haa3op B chepe  oOparieHus

JIEKapCTBEHHBIX CPEJICTB BKIIOYAET B CEOS:

1) opraHM3anuo0 W TPOBEICHHE MPOBEPOK COOJIOACHUS CyObEeKTaMu
oOpallieHus JICKAPCTBEHHBIX CPEJCTB YCTAHOBJICHHBIX HacTosmuM DdenepanbHbIM
3aKOHOM U TPUHSTHIMU B COOTBETCTBUM C HUM MHBIMU HOPMATHUBHBIMU MPABOBBIMU
aktamu Poccuiickoit denepannu TpeOOBaHUN K JOKIMHUYECKUM HCCIIEI0BaHUSAM
JIEKAPCTBEHHBIX  CPEACTB,  KIMHUYECKUM  MCCJIEJAOBAHUSAM  JIEKAPCTBEHHBIX
MpenaparoB, XpaHECHUIO, MEPEBO3Ke, BBO3Yy B Pocculickyro denepanuro, OTIIYCKY,
pean3aiuu JEKApCTBEHHBIX CPEJICTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaTos,
VHUUYTOXKEHUIO  JIEKAPCTBEHHBIX  CPEJICTB, YCTAHOBJIICHUIO  MPOU3BOJIUTEIISIMU

JICKAPCTBCHHLIX IIPCIIaApaTOB ILCH Ha JICKAPCTBCHHLIC IMPCIIapaThbl, BKIIOYCHHLIC B



NepPEeUeHb KU3HEHHO HEOOXOJMMBIX U BaKHEWIIMX JIEKAPCTBEHHBIX IMPENaparos, a
TaKKe COOJIOACHHUS YIOJHOMOYEHHBIMU OpraHaMH HCIIOJIHUTEIbHON BIACTH
cyonekToB Poccuiickoit denepaniuu METOIUKH yCTaHOBIICHUS MPEEIbHBIX pa3MepOB
ONTOBBIX HAT0ABOK M MPEACIbHBIX Pa3MEpPOB POZHUYHBIX HAT0ABOK K (PaKTUUECKUM
OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM ITPOM3BOIUTEIISIMU JIEKAPCTBEHHBIX TIPETAapaToOB,
Ha JIEKApCTBEHHBIE MIPETapaThl, BKIIOUEHHBIC B IEPEUCHB KU3HEHHO HEOOXOIUMBIX U
BaKHEHIINX JIEKAPCTBEHHBIX IpemnaparoB (naiee - oOsi3arenbHble TpeboBaHus); (B

penakiuu OeaepanbHOro 3akona ot 27.12.2019 No 475-03)

2) OpTaHU3allMi0 M TPOBEACHUE MPOBEPOK COOTBETCTBHUS JICKAPCTBEHHBIX
CPENICTB, HAXOISAIINXCA B TPaXKIaHCKOM 000pOTE, YCTAHOBJICHHBIM TPEOOBAHUSAM K MX

KaueCTBY;

2') mpoBeieHME KOHTPONBHBIX 3aKYIOK B LENAX IPOBEPKU COOJIOIECHHS
cyObeKkTamMu 0OpaleHus JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOMUMHA PO3HUIHYIO
TOPTOBITIO JICKAPCTBECHHBIMH TIPENapaTaMy I MEAUIIMHCKOTO MPUMEHEHUS, TPaBHIT
OTIyCKa JIEKAPCTBEHHBIX MpPENapaTtoB I MEIUIIMHCKOTO MPUMEHEHUS U (W)
3ampeTa poAaxu (hambcupuUIUPOBAHHBIX JIEKapPCTBEHHBIX CpEICTB,
HEJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB U KOHTPA(aAKTHBIX JEKAPCTBEHHBIX

cpencts; (Ilynkr BBeneH - @enepanbHblii 3akoH OT 27.12.2018 Ne 511-D3)

22) npoBeZicHHE KOHTPOJIBHBIX 3aKyNOK B LENSX IPOBEPKU COOIIOJCHHS
cyOBeKkTamMu 0OpaleHus JIeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOMUMHA PO3HUIHYIO
TOPTOBJIIO JICKAPCTBEHHBIMU TTpENapaTaMu Jisl BETEPUHAPHOTO TPUMEHEHHSI, PABUIT
HaJJIeXkKAIIeH anTeuyHON MPaKTHKU JEKAPCTBEHHBIX MPENapaToB AJI BETEPUHAPHOTO
npuMeHeHuss u (WiM) 3amnpera NpoAaku (aabCU(UIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEIOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTpadaKTHBIX

JIEKapCTBEHHBIX cpencts; (ITyHkT BBEJICH - ®denepanbHbIN 3aKOH
ot 02.08.2019 Ne 297-D03)

3) opranuzaiuio u nposeacHue hapMaKkoHa130pa;

4) npuMEHEHUE B MOPSIKE, YCTAHOBICHHOM 3aKOHO/ATEILCTBOM Poccuiickoii
deneparuu, Mep IO TMPECEYCHUIO BBISIBICHHBIX HAPYIIEHUH 00sS3aTeNbHBIX
TpeOoBaHMi W (WJIM) yCTPAHEHUIO TIOCIEJCTBUN TaKMX HAPYIICHWN, B TOM YUCTE

NPUHATHC PCIICHUA O HAXOXIACHHUU JICKAPCTBCHHBLIX CPCACTB B O6paI]_[eHI/II/I, BbIaavy



npeanucanuii 00 yCTpaHEHUH BBISIBJICHHBIX HAPYIICHUN 00s3aTENbHBIX TPEOOBAHUI

Y TMPUBJICUYEHUE K OTBETCTBEHHOCTH JIMII, COBEPILUBIINX TaKWe HAPYyIICHUSI.
(Hacts B penakuuu denepanbHoro 3akoHa oT 22.12.2014 Ne 429-D3)

5. @enepanbHblii  rocyJapcTBEHHBIM  Hag3op B chepe  oOpaileHus
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIIAECTCS B MOPsAKE, ycTaHOBIEeHHOM DenepanbHbIM
3aK0HOM OT 26 nexadps 2008 roma Ne 294-d3 "O 3amuTe npaB ROPUINYECKUX JTUI] U
WHANBUAYATbHBIX TPEANPUHUMATENIEH TPH OCYIIECTBICHUM TOCYJApPCTBEHHOTO
KOHTpOJIsI (Hag3opa) W MYHHITUIIAILHOTO KOHTPOJIA', ¢ y4eTOM OCOOEHHOCTEH,
YCTaHOBIIEHHBIX HacToslIel cTaTheil. [IpenBapuTenbHOE coriiacoBaHrue ¢ OpraHaMu
MPOKYpaTyphbl CPOKOB MPOBEICHUS BHEIJIAHOBOW MPOBEPKH CyOBEKTOB OOpallleHUs
JIEKapCTBEHHBIX CPEJCTB, a TAKXKE IMPEABAPUTEIHLHOE YBEIOMIICHUE HOPUINYECKUX
JIML, UHIMBUIyJIbHBIX MPEAIPUHUMATENICH O Hayase MPOBEACHMS 3TON MPOBEPKU HE
TpeOyerca. OpraHbl MPOKYypaTypbl H3BEIIAIOTCS O TPOBEACHUM BHEIUIAHOBOM
IMPOBEPKH  CYOBEKTOB  OOpalleHHs] JIEKAPCTBEHHBIX CPEIACTB  MOCPEICTBOM
HAIPaBJICHUsS] COOTBETCTBYIOIIUX TOKYMEHTOB B TEUEHHE TpexX pabodymx JHEH C
MOMEHTa OKOHYAHMSI MTPOBEICHUS YKAa3aHHOW BHEIUIAHOBOM mpoBepku. (B pemaxiuun
denepanbHOro 3akoHa OT 22.12.2014 No 429-D3)

6. I[OJDKHOCTHBIG JiMmga oOpraHa TOCYAAapCTBCHHOI'O Ha/A30pa B IIOPAOKCE,

YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoint denepannu, UMEIOT MPaBo:

1) mosmyyaTh Ha OCHOBAaHWM MOTHBHUPOBAHHBIX IMUCHMEHHBIX 3allPOCOB OT
cyOBEKTOB 0OpallleHus! JeKapCTBEHHBIX CPEICTB, OPTaHOB MCIIOJIHUTEIBLHOMN BIACTH
cyOopektoB Poccuiickoit ®enepanuu U OpPraHOB MECTHOTO CAMOYIIPABJICHHUS

JAOKYMCHTEI 1 I/IH(bOpMaHI/IIO 110 BOIIpOCaMm O6paH_leHI/I}I JICKAPCTBCHHBIX CPCICTB,

2) GecrpernsITCTBEHHO TI0 MPEABIBICHUHN CIYKEOHOTO yIOCTOBEPEHHS U KOTIUU
npukaza (pacnopsbkKeHHsl) OpraHa TOCYJapCTBEHHOIO HaJ30pa O Ha3HAYeHWUU
MPOBEPKH MMOCEIIAaTh UCIOJb3yEeMble IOPHUINYECKUMH JIMIIAMH, WHIANBUIYaIbHBIMU
IpeANpPUHUMATENSIMY, SBJSIOIIMMUCA CyObEeKTaMu OOpaIleHus] JIeKapCTBEHHBIX
CPEICTB, PU OCYIIECTBICHUH CBOCH JIEATEIBLHOCTH TEPPUTOPUH, 3TAHUS, TOMEIICHUS
U COOPYI)KEHUS B LIETSAX MPOBEIACHUS MEPOIIPUSATUI TI0O KOHTPOJTIO;

3) npoBOAUTE OTOOP 00OPA3IOB JEKAPCTBEHHBIX CPEACTB, MPEAHA3HAUYCHHBIX
JUTSL peali3aliii | pealin3yeMbIX CyObeKTaMU OOpaIleHHUs JICKaPCTBEHHBIX CPEJICTB,

JJI1 IPOBCPKHU UX Ka4CCTBA, ITPOBCACHU A HCCJIGI[OBaHI/II;'I, HUCHBITAHUN B COOTBETCTBUM



C mpaBuiamMu 0TOOpa 00pa3LOB, YCTAHOBIEHHBIMH YIIOJHOMOYEHHBIM (eZiepaabHbIM

Oopranom HUCITOJTHUTEIbHOM BJIACTH,

3') IpoBOAUTL KOHTPOJBHBIE 3aKYIKH JIEKAPCTBEHHBIX MPENApaToB s
MEIUIIMHCKOTO TPUMEHEHUS B LEIIX TMPOBEPKH COONIOACHUS CyObEeKTaMu
oOparieHusi JIEKApCTBEHHBIX CPEJCTB, OCYIIECTBIISIIOIIMMHU PO3HUYHYIO TOPTOBIIIO
JIEKAPCTBEHHBIMU TIpernaparamMu Uil MEIULMHCKOIO MPUMEHEHHUS, PAaBUJI OTITyCKa
JIEKapCTBEHHBIX MpEenapaTroB JUisi MEAMIIMHCKOTO NPUMEHEHWs U (WIK) 3ampera
npoaaxu ¢Ganbcu(PUIUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, HEJOOPOKAYECTBEHHBIX
JICKapCTBEHHBIX CPEJICTB M KOHTpa(aKTHBIX JieKapCcTBeHHBIX cpeacts; (IIyHkT
BBezeH - DenepanbHblii 3aKk0H 0T 27.12.2018 Ne 511-D3)

3%) npoBOAUTL KOHTPOIBHBIE 3aKyIKU JIEKAPCTBEHHBIX MPENApaToB IJis
BETEPUHAPHOTO TPUMEHEHUS B LEJISIX MPOBEPKU COONIOJIEHUS CYObEeKTaMu
oOpalleHusi JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIMMUA PO3ZHUYHYIO TOPTOBIIO
JICKapCTBEHHBIMH  TpenapatamMu JUIsl BETEPUHAPHOTO TMPUMEHEHHUs, TMPaBUII
HaJJIeXKAIICH anTeuyHON MPaKTUKU JEKAPCTBEHHBIX MPENapaToB AJI BETEPUHAPHOTO
npuMeHeHuss u (WiM) 3amnpera NpoAaku (aabCU(UIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJACTB U KOHTpa(aKTHBIX

JIEKAPCTBEHHBIX cpencts; (ITyHkT BBEJICH - denepanbHbIN 3aKOH
ot 02.08.2019 Ne 297-D3)

4) BbI1aBaTh CyOBEKTaM OOpaIICHUS JICKApPCTBEHHBIX CPECTB MPEANUCAHUS O
MpPEKpalIeHU HAPYIICHWH 00S3aTeNbHBIX TpeOOBaHMM W 00 yCTpaHEHUHU

BBISIBIICHHBIX HAPYIICHUHN 00s3aTeNIbHBIX TPEOOBAHMUIA;

5) HanpaBIATP B YHOJHOMOYCHHBIE OpPraHbl MaTepUallbl, CBS3aHHBIE C
HapyIICHUSMHU 00s13aTeNIbHBIX TPeOOBaHUI, AJIsl PEIIEHUsI BOIIPOCOB O BO30YKACHUU

YTOJIOBHBIX J€JI IO NpHU3HAKaAM HpCCTynHeHHﬁ.

7. BbIOOpOUHBII KOHTPOJIb Ka4€CTBA JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIIAECTCS
YHOJHOMOYEHHBIM  (efiepallbHbIM  OpraHOM  HCIOJIHUTENIbHOM  BJIAacTH B

YCTAHOBJICHHOM UM IIOPSAAKE U BKIIFOYACT B ceost:

1) 00paboTKy CBeleHuii, B 00S3aTEIBHOM TOPSAKE IPEAOCTABIIEMbIX
cyObekTamu  oOpalieHusl JIEKapCTBEHHBIX  CPEACTB, O CEpHsX, MapPTUAX
JIEKAPCTBEHHBIX CPEACTB, MOCTYIMAIINX B TPaXXJaHCKUK 000poT B Poccuiickoii

Oenepanuu;



2) oTOOp 00pa3IoB JIEKAPCTBEHHBIX CPEACTB Yy CYOBEKTOB OOpaIieHus
JIEKapCTBEHHBIX CPEACTB B IIETSAX IMPOBEACHUS HUCIBITAHUHA HAa WX COOTBETCTBHUE

Tpe6OBaHI/IHM HOpMaTHBHOﬁ JOKYMCHTAIIMU WJIX HOPMATUBHBIX TOKYMCHTOB,

3) mpuHsATHE TO pe3ysbTaTaM TMPOBEICHHBIX HCIBITAHUN PEIICHUS O

JATbHEHTIIEM TPaXXTAHCKOM 000pOTE COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CPEJICTBA;

4) npuHATHE YMOJHOMOYCHHBIM (enepalbHbBIM OpPraHOM HCIOJTHHUTEIBHOM
BIACTH pEIIEHWS O TepeBOJe JIEKapCTBEHHOTO CpEICTBAa HA ITOCEPUITHBIN
BBIOOPOYHBIN KOHTPOJIb Ka4yecTBa JICKAPCTBCHHBIX CPEJCTB B Clydae MOBTOPHOTO
BBISIBJICHUST HECOOTBETCTBUSI KAa4eCTBA JIEKAPCTBEHHOTO CPEACTBA YCTAHOBICHHBIM
TpeOboBaHUSIM U (TMpU HEOOXOJUMOCTH) O TIPOBEpKE CyObeKTa OOpaleHus
JIEKApCTBEHHBIX CPEACTB. PacxXoipl, CBA3aHHBIE C TPOBEACHUEM IMOCEPUUHOTO
BBIOOPOYHOTO KOHTPOJSI KAdecTBa JIGKAPCTBEHHBIX CPEACTB, OILIAUYMUBAIOTCS
IIPOM3BOUTEIEM JICKAPCTBEHHOTO CpEACTBa JHOO JepKaTeleM WM BIAACIbIeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOTO Tpemapara.

(Uacts BBeneHa - DenepanbHblil 3akoH 0T 22.12.2014 No 429-D3)

(Cratps B penakiuu enepanpHoro 3akoHa oT 25.06.2012 Ne 93-D3)

I'maBa 5. Pazpa6orka, 1OKJIMHHYECKHE HCCJIEI0BAHUSA JIEKAPCTBEHHBIX
CPEACTB, a TAKKe KIMHUYECKHE HCCIeJ0BAHUA

JICKAPCTBCHHLIX IIpenapaToB JJisi BETCPUHAPHOI'0 IPUMEHCHUA

Cratbs 10. PazpaboTka jieKapCTBEHHbIX CPEACTB

1. Pa3paboTka JE€KapCTBEHHBIX CPEACTB BKJIIOYAaeT B ce0s MOMCK HOBBIX
(dbapmMaKoIOrnuecky aKTUBHBIX BEILIECTB, MOCIEAYIONIEe U3yUEeHNE X JIEKAPCTBEHHBIX
CBOMCTB, NOKIMHUYECKUE HCCIIEIOBAHUS, Pa3pabOTKy TEXHOJOTUH MPOU3BOICTBA
dapmarieBTHYeCKiX CyOCTaHIIMA, pa3pabOTKy COCTABOB U TEXHOJIOTUN TIPOU3BOICTBA
JIEKapCTBEHHBIX MPENapaToB.

2. ®unaHcoBoe  o0ecrieyeHre  pa3pabOTKU  JIGKAPCTBEHHBIX  CPEJICTB
OCYIIECTBIISIETCS 3a CUET:



1) cpenctB deaepaabHOro OrOKETA;
2) cpeACTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEICTB;

3) cpeacTB MPOHM3BOAMTEICH JIEKAPCTBEHHBIX CPEACTB IPH BBHIMOJIHEHUU
HAy4YHO-UCCIICIOBATEILCKUX ~ pabOT IO  JIOTOBOPY MEXIYy  pa3paboTYuKOM

JICKAPCTBCHHLIX CPCACTB U ITPOU3BOJUTCIICM JICKAPCTBCHHBIX CPCIACTB,

4) MHBIX HE 3alpeIleHHBIX 3aKOHOJATENbCTBOM Poccuiickoii deneparuun

HUCTOYHUKOB.

3. [IpaBa pa3zpaboTunka JIEKapCTBEHHOI'O CPEJICTBA OXPAHSIOTCS IPAKIAHCKUM

3aKOHOJaTCIbCTBOM.

Crarbs 11. JlokIMHIYeCKOe UCCJIeIOBAHUE JIEKAPCTBEHHOT0 CPeICTBA

AJA MEAUITNHCKOI'0 IPUMEHCHU A

1. JIoKIMHUYECKOEe  HUCCIAEOBAaHHWE  JICKAPCTBEHHOTO cpeacTBa A
MEJUIIMHCKOTO MPUMEHEHHUS MPOBOJIUTCS MyTeM IPUMEHEHHS HAay4YHBIX METOJIOB
OIICHOK B IEJSIX TOJYYEHUs] JOKa3aTeIbCTB OE30MAaCHOCTHU, KauyecTBa U

3¢ (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPENICTBA.

2. JIOKIIMHUYECKOe  HCCIEOBaHUE  JICKAPCTBEHHOTO  CpeACTBa IS
MEIULIUHCKOTO TPUMEHEHHS IPOBOJUTCSA B COOTBETCTBUU C IPABWIIAMH HaJIEKAILIEH
7a00paTOPHOM MPAKTHKH, YTBEP>KICHHBIMH YIIOJHOMOYEHHBIM (hellepaibHbIM

OpraHOM HCIOJIHUTENbHON Biacth. (B pemakiuum  ®epepanbHOro  3akoHa
o1 22.12.2014 Ne 429-D3)

3. lmss  opraHW3anMd W TPOBEJACHHUS JOKIMHUYECKOTO  HCCIICTOBAHUS
JEKapCTBEHHOTO CpPEACTBA JUISI MEIUIMHCKOTO TPUMEHEHHUS pa3pabOTUHKU
JEKapCTBEHHBIX  CPEACTB  MOTYT  MPUBJICKATh  HAYYHO-UCCIIECIOBATEIHCKUE
opraHu3aiyy, 00pa3oBaTEIbHBIC OPraHW3allMU BBICIIErO OOpA30BaHUsS, MMEIOIIHE
HEOOXOJIMMYI0 ~ MaTepHaJbHO-TEXHHYECKYI0O  0a3y ¥ KBaJIU(PHUIIMPOBAHHBIX
CTHENUAINCTOB B COOTBETCTBYIOIIEH oOnactu wuccnenoBanus. (B pemakium
®enepanpHoro 3akoHa ot 02.07.2013 Ne 185-D3)

4, JIOKIMHUYECKOE  WCCJIEIOBAaHUE  JICKAPCTBEHHOTO cpeacTBa A

MEIUIMHCKOTO MPUMEHEHUS MPOBOJUTCS MO YTBEPKACHHOMY pa3pabOTUUKOM



JICKApCTBCHHOI'O CPCACTBA INNIAHY C BCACHHCM IIPOTOKOJIA OTOTO HMCCICAOBAHUS U
COCTABJICHUCM OTHYCTA, B KOTOPOM COACPIKATCA PE3YJIbTATBI 3TOTO HUCCICOAOBAHUA U
3aKJIKOYCHHUC (6] BO3MOXHOCTHU MMPOBCACHUA KIIMHUYCCKOI'O HNCCICOOBAHUA

JICKAPCTBCHHOT'O IIperapara A1 MCAUITHUHCKOIO IPUMCHCHMUA.

5. [IpoBenenne TPOBEPOK COONIOACHUS MPABWI HaJJIeKalIer 1abopaToOpHOM
NPAaKTHKH © TPABOBBIX HOPM HCIIOJIb30BAHUSI KMBOTHBIX TIPU IPOBEICHHUH
JTOKITMHUYECKUX HCCICIOBAaHUN JIEKAPCTBEHHBIX CPEACTB I  MEAUIIMHCKOTO
NPUMEHEHHUS  OCYIIECTBIISICTCS  YIOJHOMOYECHHBIM  (pefepadbHBIM  OpraHOM
UCTIONHUTEIbHOM BiacTu. (B penakiuu denepanbHoro 3akona ot 22.12.2014 Ne 429-
®3)

6. Pe3ynbTaThl NOKIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEIUIUHCKOTO TPUMEHEHUSI MOTYT OBITh MPEICTABICHbI B YIOJTHOMOUYCHHBIN
dbenepanbHbIil OpraH UCMOJIHUTEIHHON BJIACTU B YCTAHOBIICHHOM TOPSIAKE B LIEIAX

roCy/IapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO Mpenapara.

Cratbs 12. I[OKJII/IHI/I‘ICCKOC HCCJICA0BaAHUE JICKAPCTBEHHOI'O CPeaACTBaA M
KIIMHAYE€CKO€ UCCJICA0OBAHUC JICKAPCTBCHHOI'O IMpenmapara JaJis

BETCPUHAPHOI'O MIPUMCHCHUA

1. JIokIMHUYECKOEe  HUCCIEJOBaHME  JIGKAPCTBEHHOrO  CpelIcTBa IS
BETEPUHAPHOTO MPUMEHEHHUS TMPOBOAMUTCS MyTEM MPUMEHEHHUS HAyYHBIX METOOB
OIICHOK B IEeNAX TMOJYy4YeHHUs JIOKa3aTelbCTB O€30MacHOCTH, KadecTBa U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHUCJE OIpPEACNICHUs CPOKa €ro
BBIBEJICHHSI W3 OpraHu3Ma >KHBOTHOTO, B IIeJIsIX oOecreueHus Oe30MacHOCTU
MPOAYKIIUU JKUBOTHOTO TPOUCXOXKICHUS TOCJIE MPUMEHEHHS COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Tpernapara.

2. I[OKJ'II/IHI/I‘-IeCKOC HCCIICAOBAHUEC JICKAPCTBEHHOI'O CPCACTBA U KIIMHUYCCKOC
HCCIICAOBAHUE JICKAPCTBCHHOI'O IIpfriapara A4 BCETCPHHAPHOIO IIPHUMCHCHUA,
HCCIICIJOBAHHUC OMOPKBUBAJICHTHOCTH YKa3aHHOI'o JICKApCTBCHHOI'O IIpcriapara
NpoOBOAATCA B COOTBCTCTBHM C IIpaBWIaAMH, YTBCPIKIACHHBIMH YIIOJTHOMOYCHHBIM

dbenepaibHBIM OPraHOM UCIIOTHUTEIBLHOMN BIACTH.



3. I[OKJII/IHI/I‘-ICCKOC HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA U KIIMHHUYCCKOC
HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCriapara Jid BCTCPUHAPHOIO TIPUMCHCHUA
MMPOBOIATCS IO YTBCPKIACHHOMY p3.3pa6OT‘-II/IKOM JICKAPCTBCHHOT'O CPCACTBA IVIAHY C
BCIACHHUCM IIPOTOKOJIOB 3THUX I/ICCJ'IGI[OBaHI/Iﬁ N COCTAaBJICHHEM OTYCTOB, B KOTOPBIX

coziepKaTcs pe3yabTaThl STUX UCCIIEOBaHUM.

4. ]lns  opraHu3allii W TMPOBEJACHUS JIOKJIMHUYECKOTO HCCIEIOBaHUS
JIEKAPCTBEHHOTO CpEACTBA M  KIMHUYECKOTO MCCIENOBAHUSA JIEKAPCTBEHHOIO
npernapara JJisi BETEpUHAPHOTO IPUMEHEHUs pa3pabOoTUHK JIEKAPCTBEHHOTO CPEJICTBA
MOXXET TPUBIEKATh OpraHU3alMH, WMEIOIINE HEOOXOIUMYI0 MaTepHaIbHO-
TEXHUYECKYI0 0a3y W KBaTu(UIUPOBAHHBIX CIEIHATNCTOB B COOTBETCTBYIOIIEH

00J1aCTH UCCIIEIOBAHMS.

5. Knuanueckue HUCCICOJOBAaHHUA JICKapCTBCHHLIX nperapaToB JUISL
BCTCPUHAPHOT'O IMPUMCHCHUA TIIPOBOAATCA B BCTCPHUHAPHBIX OpraHU3allugX MW B
opraHusanusax, OCYHCCTBIIAOIMHNUX Pa3BCIACHNUE, BbIpalllUBAHUC W COJACPIKAHUC

JKHUBOTHBIX, B IICJIAX:

1) ycTaHOBIIEHHSI TIEPEHOCUMOCTH JICKAPCTBEHHBIX IPEIapaToB 3JI0POBBIMHU

KUBOTHBIMH,

2) moadopa ONTUMANIBHBIX JIO3UPOBOK JICKAPCTBEHHBIX MPENaparoB U Kypca

JICYeHUSI HA KOHKPETHOM TPYTIIE JKUBOTHBIX C OMPE/ICTICHHBIM 3a00JI€BaHUEM;

3) ycraHoBienus  OezomacHOCTH U 3(PPEKTHBHOCTH  JIEKAPCTBEHHOT'O
npernapara, IpeAHAa3HAUYEHHOTO JJIsi  JICYCHHUs OIpENeJeHHbIX 3a00JeBaHMi
KUBOTHBIX, WU 3((HEKTUBHOCTH JEKApPCTBEHHOTO IperapaTa i NpOPUIaKTUKH

3a00J1€BaHUI 3/I0POBBIX KUBOTHBIX;

4) u3yueHuss BO3MOXKHOCTEH pPACHIMPCHHS T[OKa3aHUH K MPUMCHCHHIO
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIPEIapara v BhISIBIICHUS PaHEE€ HEU3BECTHBIX

MOOOYHBIX JIEHUCTBUIA.

6. Knuanyeckoe  uccinefoBaHWE — JIGKAPCTBEHHOTO npenapara s
BETEPUHAPHOIO TPUMEHEHUs OCYILECTBISIETCd 3a CYET CPEeACTB pa3paboTdyHKa

JICKAPCTBCHHOTI'O CPpCACTBA.

7. OTyeTnl O pe3yiibTaTax HOOKIIMHHYCCKOI'O HCCICAOBAHUS JICKAPCTBCHHOI'O

CpeACTBa MW KIIMHHUYCCKOIO HCCICHNOBAHUA JICKAPCTBCHHOTO IIpCliapaTra JIA



BETEPUHAPHOIO TPUMEHEHHUS COCTaBISIOTCS Pa3pabOTUMKOM  JIEKapCTBEHHOTO
CpelcTBa C YYETOM 3aKJIIOUYEHMM OpraHu3aluid, NPUHUMABIIMX YYacTHUE B

OpraHu3anu 1 MMpoBCACHUHU 3TUX HCCJICIOBAHU.

8. KonTpoas 3a mpoBeneHneM NOKIMHUYSCKUX MCCIIEIOBAHUHN JIEKAPCTBEHHBIX
CPEICTB W KIMHUYECKUX HCCICIOBAHUM JIEKAPCTBEHHBIX [MPENApaToB IS
BETEPUHAPHOTO TPUMEHEHHUS OCYIIECTBISETCS YIIOJTHOMOUYECHHBIM (PeaepaibHbIM

Oopranom HUCITIOJTHUTEIbHOM BJIACTH.

I'naBa 6. OcymecTB/IeHHe TOCYIaPCTBEHHON perucTpamumn

JIEKAPCTBEHHBIX MPeNnapaTon

Crartbs 13. 'ocynapcTBeHHasi perucTpanms JeKapCTBEHHbIX NPenapaTon

1. B Poccuiickoit denepanmu JOMYCKAIOTCS MPOU3BOACTBO, HU3TOTOBJICHHUE,
XpaHEeHHE, NepeBo3Ka, BBO3 B Poccuiickyro denepannro, BbIBO3 HU3 Poccuiickon
depepanuu, pekiaMa, OTIYCK, peain3alus, nepenada, IPUMEHEHUE, YHUUTOKECHUE
JIEKAPCTBEHHBIX IIPENapaToB, €CJIA OHHM 3apEerHCTPUPOBAHBI COOTBETCTBYIOIINM

YIOJIHOMOUYEHHBIM (pe/IepalIbHBIM OPraHOM HCIOJHUTENbHOUN BiacTtu. (B penakiuun
®denepanpHOro 3akoHa ot 13.07.2015 Ne 241-D3)

2. 'ocymapCcTBEHHOM pEeTUCTPAINH MTOJICKAT:
1) Bce JlekapcTBEHHBIE MPEMapaThl, BIEPBhIC MOUICKAIIIE BBOIY B 00paleHIe
B Poccuiickon @enepanuu;

2) NeKapCTBEHHBIC Mpenaparsl, 3apEruCTPUPOBAHHBIE  paHeEe, HO
NpOU3BEACHHbIE B APYIHX JICKAPCTBEHHBIX (POpMax B COOTBETCTBUU C IEPEUHEM
HAaUMEHOBAHUM JIEKapCTBEHHBIX (OPM, B HOBOM JO3UPOBKE MPH J0KA3ATEIHCTBE €€

KJIWHUYECKOM 3HAUMMOCTH U 3(1)(1)6KTI/IBHOCTI/I;

3) HOBbIE ~ KOMOWHAIIMM  3aperHMCTPUPOBAaHHBIX  paHee  JIEKapCTBEHHBIX

IpenapaToB.

3. l'ocynapctBenHas perucrpanus JIEKapCTBEHHBIX npenaparoB

OCYHICCTBIIACTCA IO pPE3yJibTaTaM OKCICPTU3bI JICKAPCTBCHHBLIX CPCACTB, a



roCyJapCTBEHHAsl ~ perucTpauus  OppaHHBIX  JIEKAPCTBEHHBIX  IpernapaToB
OCYILECTBIISIETCS 10 Pe3yJbTaTaM 3KCIEPTU3bl JTOKYMEHTOB, IPEACTABICHHBIX IS
ONPENENICHUs] BO3MOYKHOCTH pacCMaTpuUBaTh JIEKAPCTBEHHBIM Ipenapar i
MEIMIUHCKOTO TPUMEHEHHSI TPU OCYILIECTBICHUU IOCYIapCTBEHHON pErucTpanuy B
KauecTBe Op(aHHOTO JICKAPCTBEHHOTO TMperapaTta, M MO pe3yibTaTaM KCIEPTHU3bI

JICKAPCTBCHHLIX CPCACTB.

4. T'ocynapcTBeHHast perucrpanus JIEKAPCTBEHHOI'O npenapara
OCYIIECTBIISIETCSI COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (eiepalibHbIM OPraHOM
UCTIOJIHUTEILHOM BIIACTH B CPOK, HE MIPEBBIMIAIONINN CTa MECTUACCATH paboUuX JHEH
CO JHSI MPUHATHS COOTBETCTBYIOIIETO 3asIBIICHHSI O TOCYJApPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO Tpenapara. B yka3aHHbBIN CPOK BKIIOYAETCS Bpemsi, HEOOX0AUMOe
JUISl IOBTOPHOTI'O ITPOBEAEHUS DKCIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUH
co crarbeii 25 Hacrosuero ®denepanpHoro 3akoHa. CpoK ToOCyIapCTBEHHOU
pErucCTpaluy JEKAPCTBEHHOTO IIpernapara HCUYUCIAETCS CO  JHS  IPUHATHS
COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (peiepalibHbIM OPraHOM HCIOJHUTEIHHON
BJIACTU  COOTBETCTBYIOLIEIO  3asBJICHUS O TOCYJApPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO Tperapara ¢ MPUIOKEHHEM HEOOXOAMMBIX JOKYMEHTOB IO JEHb
BBIJJAYM PETUCTPALMOHHOTO YJAOCTOBEPEHHs JIEKApCTBEHHOIO Ipemnapara. Bpewms,
HEoOXoUMOe JUIsl HAmpaBlICHUS YIOJHOMOYEHHBIM (elepaibHbIM  OpraHOM
UCIIOJIHUTEIBHOM BIJIACTH 3ampoca O MPeACTaBIEHUH HEOOXOAMMBIX MaTepUajoB U
IIPEACTABIICHUS 3asIBUTEIIEM OTBETA HA JAHHBIN 3aIIPOC B COOTBETCTBUU CO CTAThSIMU
16, 19 u 23 nHactosiero denepanibHOrO 3aKOHA, HE YYUTHIBAETCA MPU UCUUCICHUU

CpPOKa roCyJJapCTBEHHOW PErucTpanuu JEKapCTBEHHOT O IIpenapara.
5. 'ocynapcTBEHHOM perucTpalvy He MOAJIexkaT:

1) nexapCTBEHHBIC TpENapaThl, M3TOTOBJICHHBIC ANTEYHBIMU OPraHHU3AIUIMHU,
BETEPUHAPHBIMU anTe4YHbIMU OpraHu3alusIMH, VHAUBUY AJIbHBIMU
OpeINpUHAMATENIIMUA, KOTOphlE MMEIOT JIMIEH3UWI0 Ha (apManeBTHYECKYIO
NeSTeNIbHOCTh, IO pELENTaM Ha JEeKapCTBEHHbIE IpernapaTbl M TpeOOBaHUSAM

MEIMLIHUHCKUX OpTraHU3alnii, BETEPUHAPHBIX OpraHu3alui;

2) NeKapCTBEHHBIC TIpernapaThl, MPUOOPETCHHbIC (DU3MYECKHUMH JHIIAMU 32
npenenamu  Poccuiickorn @enepanvu M NpEeIHA3HAYEHHbBIE ISl  JIMYHOTO

HCIIOJIb30BaHUA,



3) lekapcTBEHHBIE TIpenapaThl, BBO3UMbIC B Poccuiickyro ®Denepanuio uis
OKa3aHMsI MEIUIMHCKOM IOMOIIM MO JKU3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
naryeHTa Ha OCHOBAaHUU Pa3pEeUIeHHUs], BBIIAHHOTO YIIOJHOMOUYEHHBIM (e/iepaibHbIM

Oopranom HUCIIOJTHUTEIbHOM BJIaCTH,

4) nexapcTBEHHBIE CpEICTBa, BBO3MMBIC B Poccuiickyto denepanuio Ha
OCHOBAHUHU BBIIAHHOTO YTMOJIHOMOYEHHBIM (heiepaaIbHbIM OPTaHOM MCTIOJIHUTEIIbHOU
BJIACTU pa3pelieHus] M NpeAHa3HAUYCHHBbIC IS TPOBEACHUS KIMHUYECKHUX
UCCIIEIOBAaHUN JIEKAPCTBEHHBIX IIpenapaToB W (WMJM) MPOBEACHUS DKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB IS OCYIIECTBJICHHUS TOCYJAapCTBEHHOM perucTparuu

JICKapCTBEHHBIX MMPEIIapaToB;
5) dbapmareBTHYECKUE CYOCTAHIINY;

6) pagrodapmMalieBTUYCCKHUE JIEKAPCTBEHHBIC IIperaparhl, H3rOTOBJICHHBIC
HEMOCPEJCTBEHHO B MEIWIMHCKUX OPTaHM3aIUsAX B TMOPSAKE, YCTaHOBIECHHOM

YIOJHOMOYEHHBIM (peiepaIbHbIM OPTaHOM UCIOJHUTEIHHOM BIIACTH;
7) nexapCcTBEHHBIC MPEMapaThl, MPOU3BOIUMBIE JUISI SKCIIOPTA.
6. He nomyckaercs rocyapcTBeHHAs! perUCTPAIINS:

1) nekapCTBEHHBIX MPENapaToOB, OTIMYAOIIUXCS APYT OT APyra Ka4eCTBEHHBIM

COCTaBOM I[efICTBYIOIHPIX BCHICCTB, IO OAMHAKOBBIM TOPIOBBIM HAUMCHOBAHUCM,

2) OHOTO JIEKapCTBEHHOT O npenapara, IIPEICTABIEHHOT O Ha
rOCYJIapCTBEHHYIO PETUCTPALMIO B OTHOIIEHUU OJTHOTO M TOTO K€ JIepXKaTessl WIH
BJIQJICNIbLIa PETUCTPALMOHHOIO yJOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpernapara B BUIE
IByX W 0Oojee JEKApCTBEHHBIX IMPENapaTtoB TMOJA Pa3jIUYHBIMH  TOPTOBBIMU

HauMeHoBaHusMU. (B penakinuu ®enepanbHoro 3akoHa ot 04.06.2018 Ne 140-D3)

7. ITo 3ampocy (B 271eKTpoHHOU (popme i Ha OyMa)kHOM HOCHUTEIE) CyOBheKTa
oOpaleHusi  JICKAPCTBEHHBIX ~ CPEJICTB  COOTBETCTBYIOIIUM  YIOJHOMOYCHHBIM
denepasbHBIM ~ OpPTaHOM  HCIIOJIHUTEIBHOM ~ BJIACTH,  OCYIIECTBIISIFOIINM
rOCYIapCTBCHHYIO PETUCTPAIINIO JIKAPCTBECHHBIX TPENApaToB, B YCTAHOBICHHOM UM
MOPSIIKE OCYIIECTBISIETCS HAyYHOE KOHCYJIHTUPOBAHUE 110 BOMPOCAM, CBS3aHHBIM C
NPOBEICHUEM  JIOKJIMHUYECKHX HCCIICJOBAHUM, KIMHUYECKHX  HCCIICIOBAHUM
JIEKapCTBEHHBIX IPENaparoB, O3KCIEPTU3bl KadyecTBa JICKAPCTBEHHBIX CPEJICTB,

spdexkTuBHOCTH U  0€30MacCHOCTH, C  OCYIIECTBICHHEM TOCYJapCTBEHHOM



perucTpanuu JeKapcTBEHHbIX mnpenapartoB. KoHCylIbTHpOBaHUE OCYILIECTBISAETCS C
npuBiiedeHreM  (elepa’bHbIX TOCYAApCTBEHHBIX  OIOJDKETHBIX  YUPEXKIEHUH,
[10/IBEIOMCTBEHHBIX JAHHOMY (peiepanbHOMY OpraHy UCIIOJIHUTEIbHOMN BIACTU U HE
YYaCTBYIOIIUX B OpPraHU3AIMU MPOBEACHUS SKCIEPTU3bl KAaueCTBA JIEKAPCTBEHHBIX
CPEACTB B LEJAX OCYUIECTBICHUS UX TOCYJAPCTBEHHOW PErUCTPAIIMU B COOTBETCTBUH
co cratbedl 16 Hacrosmero denepalbHOTO 3aKOHA, B BUAE OTBETa B MHUCHMEHHOM
dbopMe YIOIHOMOYEHHOTO (eepaIbHOrO oOpraHa HCIHOJHUTEIBLHOM BIACTH Ha
3anpoc. PazMmep B3uMaeMoll ¢ 3asBUTENs IUIaThl ONPENENSETCs B COOTBETCTBUU C
3aKoHOJaTenbCTBOM Poccuiickoit @enepaunu 00 OpraHu3alvi MPeIOCTaBICHUS
rOCYJIapCTBEHHBIX M MYHUIMNANBHBIX yciyr. MHbopmamus o6 ocyliecTBiIeHUN
HAyYHOTO KOHCYJTBTUPOBAHMS, B TOM YHCIIE€ CTaThH, 0030PbI, CIPABOYHBIC MAaTEPHAIIBI
U nHas nHpopMalus 00 OCYIIECTBICHUN HAYYHOTO KOHCYJIbTUPOBAHUS, Pa3MEIIaeTCs
Ha 0(UIIMATHFHOM CalTe YIOJIHOMOUYEHHOTO (peiepanibHOro opraHa UCHOJIHUTEIBLHOM
Bractd B cetu "HHTepHer" ¢ cOONIOACHHEM OrpaHUYEHHUM, YCTAaHOBJIEHHBIX
3aKOHOJATEIIbCTBOM O  MEPCOHAJIBHBIX JAHHBIX, KOMMEpYECKO u  (WUin)

roCyJIapCTBEHHOW TalHE.

8. 'ocymapcTBeHHass perucTpanus JEKapCTBEHHBIX TIPErmapaToB, KOTOPHIC
NpeIHa3HA4YeHbI ISl IPUMEHEHHUsI B YCJIOBHSIX BOCHHBIX JEHCTBUM, YPE3BBIYANHBIX
CUTYyaIlud, TPEeAYNPERKACHUS YPE3BbIYAWHBIX CUTYallUi, TPOPUIAKTUKN U JICUCHUS
3a00JIeBaHMM, MPEICTABISAIONIMX OMACHOCTh JUISI OKPY’KaIOIIUX, 3a00JIeBaHUN U
MOpPAKEHUH, TOJIYYEHHBIX B  pe3yjbTaTe BO3JCUCTBUS  HEOJArOmpHUSTHBIX
XUMUYECKUX, OMOJIOTUYECKUX, PAIUAIIMOHHBIX (PaKTOPOB, U KOTOPhIE pa3paboTaHbI B
TOM 4YHUCJI€ TIO0 3aJaHuio (eaepalibHbIX OpPraHOB HCIOJHUTEIBLHON BIIACTH,
YIIOJTHOMOYEHHBIX B 00JJAaCTH OOOpPOHBI CTpaHbl M 0€30MacCHOCTH TOCYAapCTBa,
OCYILECTBISIETCSI B MOPSJKE, YCTaHOBICHHOM IIpaBurensctBOM Poccuiickon
®enepanuu. (B penakunu @enepansuoro 3akona ot 01.04.2020 Ne 98-D3)

(Crates B penakmuu denepanbHoro 3akoHa ot 22.12.2014 No 429-D3)

Crartbs 14. HpI/IHIII/Il'[bI IKCIICPTHU3LI JICKAPCTBCHHLIX CPEACTB

1. 9KCHepTI/I33 JCKApCTBCHHLIX CPCACTB OCHOBBIBACTCA HaA IIPHUHIMIIAX

3aKOHHOCTH, CO6JHO,Z[€HI/I$I npaB H CBO6OI[ YCJIOBCKAa MW TIpaXIaHHWHA, IIPaB



HOPUIANYICCKOTO JIMId, HC3aBUCUMOCTH 3KCIICPTa, O6’beKTI/IBHOCTI/I, BCCCTOPOHHOCTH U
ITIOJIHOTBI HCCHCHOB&HHﬁ, MNpOBOAUMBIX  C HCIIOJIb30BAHHUEM  COBPCMCHHDBIX
I[OCTH)KCHHFI HAayYKU U TCXHUKH, OTBETCTBCHHOCTU (l)ez{epaﬂLHoro TroCyaapCTBECHHOT'O
6IOI[)K€THOFO YUPCKACHUA 110 MPOBCACHNIO SKCIICPTU3BI JICKAPCTBCHHBLIX CPCACTB U

OKCIICPTOB 3a MPOBCACHUEC U KAYCCTBO OKCIICPTHU3BI.

2. 3KCH€pTI/I3a JICKAPCTBCHHLIX IIPCIIApaTOB IJISI MCAUIMWMHCKOI'O IMPUMCHCHHA

BKJIFOYAET B ceOs:

1) skcrepTH3y JOKYMEHTOB, IIPEICTABICHHBIX JJISl ONPEICICHHUS BOZMOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar sl MEIUIUHCKOrO MPUMEHEHUS IpHU
OCYIIECTBJICHUN TOCYJapCTBEHHOW pEruUCTpallik B  KadecTBe  Op¢aHHOTO

JICKApCTBCHHOI'O IIpCIIapara,

2) DKCIIEPTU3Y IPEII0KEHHBIX METOJO0B KOHTPOJIS KauyecTBa JIEKAPCTBEHHOIO
CpeICcTBa W KadecTBa MPEACTABICHHBIX OOpPa3IOB JIEKAPCTBEHHOTO CPEICTBA C
UCIOJIb30BAaHMEM JTHX METOJOB (Jajiee - JKCIepTh3a KayecTBa JIEKAPCTBEHHOTO

CpEICTBA);

3) OKCIepTU3y OTHOWICHHS OXHIAEMON TOJb3bl K BO3MOXHOMY PHCKY

MPUMCHCHHU JICKAPCTBCHHOT'O IIpCIIapara,

4) sKCIEPTHU3Y PErUCTPAI[HOHHOTO JOChE Ha JICKAPCTBEHHBIH MpemapaT B HEIsIX
OIPEICJIEHUS B3aUMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX MPENAPATOB JJIs1 MEAULIUHCKOTO

npumenenus. (Ilynkr BBeaen - @enepanbublii 3aKoH oT 27.12.2019 Ne 475-D3)

3. DKcnepTH3a JIEKapCTBEHHBIX MpenaparoB AJs BETEPUHAPHOIO MPUMEHEHUS
BKJIIOYAET B C€0sl HKCIEPTH3y KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U IKCHEPTHU3Y
OTHOLLIEHUS 0XKUJAEMOU T0JIb3bI K BO3MOXKHOMY PUCKY IIPUMEHEHHS JIEKaPCTBEHHOI'O

npenapara.

(Crates B penakmuu denepanbaoro 3akoHa oT 22.12.2014 No 429-D3)

Cratbs 15. ®enepajbHOe rocy1apcTBEeHHOE 0K0/ZKETHOE YUpesKIeHue 1Mo
NMPOBEAEHNI0 IKCIEPTU3bI JTeKAPCTBEHHBIX CPEACTB

JKcnepTu3a  JEKapCTBEHHBIX  CPEACTB  MpoBoAUTCA  (eaepalbHbIM

rocyaapCTBEHHBIM OIOIKETHBIM YUYPEKICHUEM COOTBETCTBYIOILIETO



YIOJHOMOYEHHOTO (heJIepalIbHOI0 OpraHa UCTIOIHUTENbHON BJIACTH, CO3AAaHHBIM JIJIS
oOecriedyeHusl MCIOJHEHUsI MOJHOMOYMN 3TOro (eaepaabHOro OpraHa Mo Bblgayde
paspellieHHii Ha MPOBEICHHE KIMHUYECKUX HCCIIEIOBAHUM  JIEKAPCTBEHHBIX
npenapaToB U (WJIM) MO rOCYAApPCTBEHHON PErMCTPALIMU JIEKAPCTBEHHBIX MPENapaToOB

(mamee - IKCIIEPTHOE YUPEIKICHUE).

Crartbs 16. Opranusanus nNpoBeAeHHs IKCIEPTU3bI JIEKAPCTBEHHBIX

CpeacTB

(Hanmenoanwue B penakunu denepanbHoro 3akona ot 22.12.2014 Ne 429-D3)

1. DkcnepTr3a JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCS KOMHUCCHUEH JKCIEPTOB
DKCIEPTHOIO YUPEXKACHUs, HA3HAYEHHOU €ro PyKOBOJIUTEJIEM, HA OCHOBAHUY 3aJaHUS
Ha  [POBEACHHME  DKCIEPTHU3bl  JIEKAPCTBEHHOI'O  CPEACTBA,  BBIJAHHOI'O
YIOJHOMOYEHHBIM (heIepaIbHBIM OpPraHOM MCIIOJIHUTEIBHOM BiIacTH. PykoBoauTenn
HKCHEPTHOTO YUYPEKACHUs OOecreyrBaeT HaJyiexkallee IMPOBEICHHE SKCIEePTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBHUM C 3aJJaHUEM, BBIJAHHBIM YIIOJIJHOMOYEHHBIM
dbenepanbHBIM  OPraHOM HCIIOJIHUTENIBHON BJIACTH, W OpPraHU3yeT MOJATOTOBKY
CBOJIHOTO 3aKJIFOYEHHUs 3TOM KOMHMCCHMH. B cOCTaB 3TOM KOMHCCHM TIO PEIIECHUIO
PYKOBOJUTENSL HKCIEPTHOTO YUYPEXKJECHHUS MOTYT OBbITh BKJIIOUEHBI B KauecTBE
HKCIIEPTOB JIMIA, HE paloTaroniye B JAHHOM HKCIIEPTHOM YUPEKIACHHUH, €CIH UX
crieruanbHble 3HAaHUSI HEOOXOIUMBI JJIsl POBEJAEHUS SKCIEPTU3bI U TAKUE SKCIEPTHI

OTCYTCTBYIOT B JTdHHOM 3KCIICPTHOM YUPCIKICHUU.

2. DKCIEPTOM IO TIPOBEICHUIO SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB SBIISICTCS
aTTECTOBAHHBIA PAOOTHUK SKCIEPTHOTIO YUPEKIEHHUS, KOTOPBIA HMEET BbICIIEE
MEIUIIMHCKOE, (papMalleBTHYECKOe, OMOJIOTMYECKOe, BETEpPUHAPHOE WIM XUMUYECKOE
o0pa3oBaHWE€ U TPOBOJUT DSKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB B IMOPAJIKE

HUCIIOJIHCHUA CBOUX HJOJIXKHOCTHBIX 00s13aHHOCTEH (z[aﬂee - BKCHepT).

3. [Ipu mpoBeeHnN IKCTIEPTU3BI JIEKAPCTBEHHBIX CPEICTB IKCIEPT HE MOKET
HAXOJUTHCS B KaKOM-IMOO 3aBUCUMOCTH OT JIMIA, Ha3HAUYMBIIETO 3Ty SKCIIEPTHU3Y,
pa3paboTuuka JIEKAPCTBEHHOTO CpEACTBAa WJIM JIPYTUX 3aWHTEPECOBAHHBIX B

pe3yjibTaTax SKCIICPTU3bI JIULI.



4. 1lpu mpoBeAEHMM 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB HE JIOIMYCKAEeTCs
UCTpeOoBaTh y 3asBUTENd JUOO0 HHBIX JIUI] MaTepualibl, HeoOXOoauMble Jis
IIPOBEJEHUS JKCIIepTU3bl. B ciydyae HEZOCTATOYHOCTH IPEICTABICHHBIX JKCIEPTY
MaTepuasoB ISl 1auyd 3aKJIIOYEHUS SKCIEPT CTaBUT BOMPOC O MPEACTABICHUU €MY
HEOOXOMUMBIX MAaTepUajoB TeEpell PYKOBOIUTEIEM OJKCIEPTHOTO YUPEKICHUS,
KOTOpBIN OOpamaeTcss ¢ COOTBETCTBYIOIIMM 3allpocoM B  YIOJHOMOYEHHBIN
denepanbHbIil Oprai UCIOJHUTEIBHON BIIACTH, BBIIABIIUN 3a/laHUE HA MPOBEIACHHUE
AKCIIEPTU3bl  JIEKAPCTBEHHOTO CpEACTBA. YKa3aHHBIM  (efepanbHblii  opraH
UCIIOJIHUTEIBHOM BIACTH B TEUEHUE AT pabOUnX JHEH CO AHS MOCTYIIEHUS 3apoca
PYKOBOIUTENS OJKCIIEPTHOTO YUYPEXKICHUS HAIpaBiAeT 3asBUTEIIO 3alpoc O
MPEICTaBICHNN HEOOXOAMMBIX MaTepuanoB. J[aHHBIN 3ampoc MOXKET OBITH MepeaaH
YIOJIHOMOYEHHOMY MPEICTaBUTENIO 3aABUTENS JIMYHO O] PACIUCKY, HAIIPABIIECH 1O
MouTe€ 3aka3HbIM NHUCHBMOM WM TIEpelaH B  JJIEKTPOHHON (dopme 10
TEJIEKOMMYHHUKALIMOHHBIM KaHAJIaM CBSI3H. B cilyuae HampaBieHUs JaHHOTO 3aIpoca
I10 MOYTE 3aKa3HBIM MUCbMOM OH CUMTAETCS MOJIYYEHHBIM 110 HCTEUEHUH IIECTH THEU
C JaThl HampaBlieHus 3aka3Horo nuchMma. (B pemakumm ®enepaibHOro 3aKoHa
ot 25.11.2013 Ne 317-®3)

41, 3agBurens 00A3aH NPEACTABUTH OTBET HA 3alPOC  YIOJHOMOYEHHOIO
denepanbHOTO OpraHa MCIHOJHUTEIBHOM BJIACTHM B CpPOK, HE MPEBBIIIAIONIHIMA
JEBSAHOCTA pabOUYMX JTHEW CO JHS €ro MoJydyeHUus. YTOJIHOMOYEHHBINH (eaepabHbIN
OpraH MCHOJIHWTEJIbHOW BJIACTH, BBIIABIIMN 3aJaHUE HA IPOBEIECHUE DKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA, B TEUEHHUE IATU PabOUYMX JTHEW CO JHS MOCTYIUIEHUS OT
3asBUTENII OTBETA HA JAaHHBIM 3alpOC HAIPaBIAET TAKOM OTBET B JKCIEPTHOE
yupexjeHue. B ciiydae HenmpecTaBieHUs [0 UCTEYEHUH JIEBIHOCTa pabo4yuX JHEH
3asBUTEIEM OTBETAa Ha JAHHBIM 3alpoC YMOJHOMOYEHHBIN (QenepaabHblii OpraH
VCIIOJIHUTEIbHOM BJIACTH, BBIJABIIMM 33JaHUE HA IIPOBEICHUE DKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA, B TEUEHUE MATU padOUMX JHEH HAMpaBIIIeT B SKCIEPTHOE
YUPEKJICHUE YBEIOMIICHUE O HENPEICTABICHUM 3asBUTEJIIEM OTBETA Ha 3aIpoc
YKa3aHHOIO opraHa. Bpems co nHs HanpaBieHus 3arpoca dKCIEPTHOIO YUPEKIACHUS
B YIOJHOMOYEHHBIM (efepanbHbIi OpraH WUCHOJHUTEIbHOW BIACTH 10 JHA
MIOJIyYEHUs DKCIEPTHBIM YUYPEXKACHUEM OTBETAa Ha 3alpOC WU YBEAOMIICHHS O

HCTIPCACTABIICHUM OTBCTA Ha 3alpOC HC YYMUTLIBACTCA IIPH HCUYHUCICHHH CpPOKa



IIPOBEJICHUS IKCIIEPTU3bI JIEKAPCTBEHHOTO cpeacTBa. (Yacth BBeneHa - denepalibHbIi
3akoH oT 25.11.2013 Ne 317-®3)

42, Ecnu B COCTaBe PETUCTPALMOHHOTO I0ChE HA JIEKAPCTBEHHBIN IIpemapar Jis
MEIUIUHCKOTO NPUMEHEHHS CONEPIKUTCS MPELYCMOTPEHHAs cTaThel 18, wacteio 11
cratbu 30 u crateeir 34 Hactosimero denepanbHOro 3aKOHA KOMHS PELICHUSA
YIOJHOMOYEHHOTO (e[epaJbHOTO OpraHa HCIOJHUTENIBbHON BJIACTH O MPOBEACHUU
WHCIEKTUPOBAHUS  MPOU3BOAMTENSL  JIEKAPCTBEHHBIX  CPEACTB, OJKCIEPTY [0
odopmIleHHUsT pe3yIbTaTOB SKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA MPEIOCTaBISICTCS
B TOPSJKE U Ha yCIOBHAX, KOTOPBIE MPEIYCMOTPEHHI YacTaMu 4 u 4° HacTosmei
CTaTbU, KOIHUS 3aKIIOUYEHHS O COOTBETCTBUU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM TMpaBUJ HAJJICKAIIEH MPOU3BOJCTBEHHON MPAKTHUKH, BBIJTAHHOTO
YIOJHOMOYEHHBIM  (he/lepalIbHbIM OpPraHOM HCIOJIHUTENbHOM Biactu. (Yacthb
BBezeHa - Denepanpubiii 3ak0H ot 04.06.2018 Ne 140-D3)

43, 3asBuTenb 005M3aH NPEACTABUTH B YIIOJHOMOYEHHBIN (eaepalbHbli Opran
VCTIOJIHUTENBHOM BJIACTH KOIMIO 3aKJIIOYECHUS O COOTBETCTBHH IPOU3BOJIUTEINS
JIEKapCTBEHHBIX CPEICTB TPeOOBaHUAM IMpaBUJ HAJJIEKalled MPOU3BOJICTBEHHON
NPAKTUKU B CPOK, HE MPEBBIMIAIONIMNA CTa BOCBMHIECATH pabodyux AHEH co JHS
MOJIyYEeHHSI 3aIpoca O €€ MPEJOCTABICHUU. Y TIOJTHOMOUYEHHBIN (penepanbHblii opraH
WCIIOJIHUTEIIBHOM BJACTH, BBIAABIIMK 3aJlaHME HAa IPOBEICHHE OKCIIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA, B TEUEHHUE MATU PabOUYMX JTHEW CO JHS MOCTYIUIEHUS OT
3asBUTENS KONMU 3aKJIIOYEHHUS O COOTBETCTBMU IPOU3BOJUTEINS JIEKAPCTBEHHBIX
cpenctB TpeOOBaHUSAM TMpaBWJ HAJJIeKalleld TMPOW3BOJCTBEHHON MPAKTHKH,
HaIIpaBJIAET €€ B DKCIIEPTHOE yUpexkAcHue. B ciryyae HenpeACcTaBIeHUs 3asIBUTEIIEM B
YKa3aHHbIM CPOK KONMM 3aKJIIOYEHHUsT O  COOTBETCTBUM  IIPOU3BOAUTEISA
JIEKapCTBEHHBIX CPEICTB TpPeOOBaHUSAM IMpaBUJI HAJJIEKAIlled MPOU3BOJICTBEHHOU
NPAKTUKU YIOJHOMOYEHHBIM (elnepaibHbIi OpraH HMCIOJHUTEIBHOM BIIACTH,
BBIJIABIINK 3a/JlaHUE HA IPOBEICHHUE DKCIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA, B
TEUYCHHE MATH pabounX JHEH HAMpaBJsSET B AKCIIEPTHOE YUPEKICHUE YBETOMIICHHE O
HETIPE/ICTABICHUH 3asBUTEIEM KONMHU 3AKJIFOYECHHUS O COOTBETCTBUU MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEICTB TpPeOOBaHUSAM TMpPaBUJI HAJJIEKAIIed MPOU3BOJICTBEHHOU
IIPAaKTUKU. Bpems co AHA HampaBiIeHMs 3ampoca JKCIEPTHOTO YUYPEXKIACHUS B
YIOJHOMOYEHHBIN (efiepaabHbIi OPraH UCTIOIHUTEIBHON BIACTH A0 JTHS MOJTYYSHUS

OKCIICPTHBIM YUPCKIACHUCM KOIIMHU 3aKJIIOYCHUS O COOTBCTCTBUU IIPOU3BOAUTCIIS



JIEKapCTBEHHBIX CpPEICTB TpPeOOBaHUSAM IMpaBUJ HAJJIEKalled IPOU3BOJICTBEHHOU
NPAaKTUKU WM YBEAOMJIEHHS O €€ HEMNpeJCTaBICHUN HE YUYUTHIBAETCS MpU
UCYHCJICHUM CPOKa MPOBEICHHS SKCIEPTH3bl JIeKapCTBEHHOro cpeactra. (Yactb
BBenieHa - DenepanbHbiii 3akoH 0T 04.06.2018 Ne 140-D3)

5. DKcmepT npu MPOBEACHUN TOPYYCHHOM €My PYKOBOIUTENIEM 3KCIIEPTHOTO

YUpEXKACHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA 00sI3aH:

1) mpoBecTH TIOJHOE WCCIICIOBAHWE TPEJCTABICHHBIX €My OOBCKTOB,
MaTepualioB, AaTb 0OOCHOBAHHOE M OOBEKTHUBHOE 3aKJIIOUYEHHE IO MOCTABIEHHBIM
nepel HUM BONPOCAM WM MOTHMBHPOBAaHHOE 3aKIIOYEHHE O HEBO3MOXKHOCTH
NPOBEICHUS WM SKCHEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, €CIU TIOCTABIICHHbBIE
BOIIPOCHI  BBIXOJAT 3@ TMpEAeNibl CIEUUaJbHBIX 3HAHUW HSKCHEepTa, OOBEKTHI
UCCIIEJIOBAHUNA M MaTepualbl HEMPHUTOJHBl WJIM HEIOCTATOYHBI Ui MPOBEACHUS
UCCIICJIOBAHUHN U 1aY¥l 3aKJII0YCHUS TUO0 COBPEMEHHBIN YPOBEHb Pa3BUTHUSI HAYKH HE

MO3BOJIACT OTBETUTH HA IMMOCTABJICHHLIC BOIIPOCHI;

2) He pasriamiath CBEICHUSA, KOTOPbIE CTald €My H3BECTHBI B CBSI3U C
NPOBEICHUEM OKCIIEPTU3bl JIEKAPCTBEHHOTO CpPEJCTBA, a TakKkKe CBEICHUS,
COCTaBJISIONINE TOCYIaPCTBEHHYI0, KOMMEPUYECKYIO WIIH UHYIO OXPaHIEMYIO 3aKOHOM
TaiiHy;

3) obecneunTh COXPAHHOCTH IIPEACTABICHHBIX OOBEKTOB MCCIACIOBAHUN U
MaTepUAIOB.

6. DkcriepT He BIIpaBe:

1) IpoBOIUTH DKCHEPTHU3Y JICKAPCTBEHHOTO CPEJICTBA IO  OOpalleHUIo

HEMOCPECTBEHHO K HEMY OpraHu3aIiil win GU3N4IecKux JuIl;

2) CaMOCTOATCIIBHO CO6I/IpaTI> MaTCprajbl I TIPOBCACHUS OKCIICPTU3LI

JICKapCTBCHHOT'O CPCACTBA,

3) IpOBOAUTH  OKCIEPTH3y  JEKApPCTBEHHOTO  CPEACTBA B KAauyecCTBE

HETOCYAapCTBCHHOTI'O OKCIICPTA.

7.B cnyyae HeOOXOAMMOCTH SKCHEPT BIIpaBe XOAaTaillCTBOBaTh MeEpex
PYKOBOJIUTEIEM OKCIEPTHOTO YUYPEXKICHHUS O TMPHUBICYCHHH K MPOBEIACHHUIO

DKCIEPTU3BI JIEKAPCTBEHHOI'O CPENICTBA APYTUX IKCIEPTOB.



8. Kaxplii sKcrepT, BXOASAIIMA B COCTaB KOMHCCHH DJKCIIEPTOB, KOTOPOM
MOPYYEHO TMPOBEJCHUE HKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, HE3aBUCUMO U
CaMOCTOSITEJILHO MPOBOAUT UCCIEOBAHUS, OLICHUBAET PE3yJIbTaThl, MOJYYCHHBIE UM
JUYHO W JPYTUMH OKCOepTamM, ©u (OPMYJIUPYET BBIBOJABI OTHOCHUTEIBHO

IMOCTABJICHHLIX BOIIPOCOB B MPECACIax CBOMX CIICHHUAJIbHBIX 3HAHUH.

0. Pe3ynbpTaThl  AKCIEPTU3bl  JIEKAPCTBEHHOTO  CPEACTBA  O(POPMIISIOTCS
3aKIIOYEHUEM KOMHUCCUM OJKCIEpPTOB. B  3aKil0oueHMH KOMHUCCHU 3KCIIEPTOB
YKa3bIBAIOTCSl NIEPEUEHb UCCIEAOBAHUM, 00bEM MPOBEAEHHBIX KaXKIbIM 3KCIEPTOM
UCCJIeIOBAaHUM, YCTAHOBJICHHBIC KaXKIbIM M3 HUX (PAKThI U CACIIAHHBLIE B PE3yibTaTe
WCCJICIOBAaHUN BBIBOJBI. JKCIEPT, MHEHHE KOTOPOTO HE COBMAIACT C PEIICHHEM
KOMUCCHH 3KCIIEPTOB, BIPABE BHIPA3UTh CBOE MHEHUE B MUCEMEHHOU (popme, KoTopoe

HpI/IO6H_[aeTC${ K 3aKJIIOYCHUIO KOMUCCHUHU 3KCIICPTOB.

10. DkcmepThl, BXOMASIIAE B COCTaB KOMHCCHH, TMPEAYNpEexRIAr0OTcsS 00
OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOJATEILCTBOM Poccuiickoit denepannu 3a
Jaqy 3akKIIOUeHHUs, COJEpKallero HeoOOCHOBaHHBIC WU (anbCUPUIIUPOBAHHBIC

BBIBOAbI, O YEM OHH AAIOT IIOAIIMCKY.

11. Onpenenenne ypoBHS MNPOGEcCHOHAIBHON TOATOTOBKM 3KCHEPTOB U
aTrTecTaldsi WX Ha MpPaBO NPOBEACHUS DSKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB
OCYIIECTBIISIOTCA  AKCIEPTHO-KBATU(PUKAIMOHHBIMU  KOMHUCCHSIMH B TOPSIKE,
YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YTOJHOMOYEHHBIM (eAepalbHbIM OpPraHOM
UCTIOJIHUTEIPHOM BIACTH. YPOBEHb MNPOPECCHOHATBHON TMOATOTOBKHA JKCIEPTOB

MNOAJIC)KHUT IICPECCMOTPY YKAa3aHHBIMU KOMHUCCHUAMHU HEC PCIKEC UCM OJIMH pa3 B IIATH JICT.

12. IIpaBuiia npoBeIeHUs SKCIIEPTHU3HI IEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH
OKCIIEPTU3bl  OTACIBHBIX BHJOB JIEKAPCTBEHHBIX TMpemapaTtoB (pedepeHTHBIX
JIEKapCTBEHHBIX TMpenapaToB, BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX MPENapaToB,
OMOJIOTUYECKUX JIEKAaPCTBEHHBIX TMPEMapaToB, OMOAHAIOTOBHIX (OMOMOTOOHBIX)
JEKApCTBEHHBIX TIpenapaToB (OMOaHAIOTOB), TOMEOIATHUYECKUX JIEKAPCTBEHHBIX
IpernapaTroB,  JEKAPCTBEHHBIX  PACTUTEIBHBIX  MpenapaToB,  KOMOMHAIUI
JEKapCTBEHHBIX  IpernapaToB), (OpMBI  3aKIIIOUEHUN KOMHUCCHH  DKCIEpPTOB
YCTaHABIUBAIOTCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eiepalibHbIM OpPraHOM
ucrnojgHuTenbHo Biactu. (B penakuun denepanbHoro 3akoHa ot 22.12.2014 Ne 429-
D3)



Cratbs 17. [lonaya u paccMoTpeHHe 3asIBJICHUS 0 TOCYAAPCTBEHHOM
perucTpanum JeKapcTBEHHOI0 npenapara AJsi BeTepuHAPHOI0

NMPUMECHCHUA

1. JIns rocymapCTBEHHOM pETHUCTpallMi JEKapCTBEHHOTO TMpenapara s
BETEPUHAPHOTO MPUMEHEHHS Pa3pabOTUMK TAKOTO JIEKAPCTBEHHOTO Mperapara Uiu
YIOJIHOMOUYEHHOE UM Jpyroe IOpUAWYECKOe JHUI0 (Jajnee B HACTOALICH cTarhbe -
3asiBUTEIb ) IPECTABIISIET B YIIOJIHOMOUEHHBIN (he/iepalIbHbIN OpraH UCIIOIHUTEIbHON
BJIACTH, OCYIIECTBIAIOMIMA TOCYJapCTBEHHYIO PETUCTPALMIO  JIEKAPCTBEHHBIX
IpernapaToB Ui BETEPUHAPHOTO NPHUMEHEHUs, B JJIEKTPOHHOH (opMe WM Ha
OyMa)>XHOM HOCHUTEJIE 3asBJIEHHE O TOCYJapCTBEHHOW PErucTpaluu JIEKapCTBEHHOIO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHHS, a TaKKe B MOPANKE, YCTAHOBICHHOM
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (efepaqbHbIM OPTraHOM HCIIOJIHUTEIHHOM
BJIACTH, B DJEKTPOHHOW (QopMe HIM Ha OyMa)KHOM HOCHUTENe HEOOXOIUMBbIE
JIOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCSI PETUCTPAILIMOHHOE JIOChE HA JIEKAPCTBEHHBIN

IIpernapar it BETepUHApPHOTO IPUMEHEHMUS.

2. B 3agBiieHUN 0 TOCYIapCTBEHHOUW PETUCTpaIy JEKapCTBEHHOTO Mpenapara

JAJIs1 BETCPUHAPHOT'O ITPUMCHCHHA YKA3bIBAIOTCA:

1) HauMECHOBaHKWE U ajpec 3asBUTENs, pa3pabOTUYUKA M TPOM3BOIUTEIS
JIEKAPCTBEHHOTO Mpenapara JUisi BETEPUHAPHOIO IPUMEHEHMS M aJpec MecTa
OCYILIECTBJIICHUSI TPOU3BOJICTBA JIEKAPCTBEHHOTO Ipenapara sl BETEPUHAPHOIO
NpUMEHEHHUs (B cllyyae HallM4yusl HECKOJIbKUX YYACTHHMKOB IMpOIEcca MPOU3BOACTBA

HEO0OXO0IMMO yKa3aTh KaXJI0TO U3 HUX);

2) HAMMCHOBAHWE  JICKAPCTBEHHOTO  Mperapara il BETCPUHAPHOTO
OpUMEHEHUS (MEXAYHAapOJHOE HENMaTEeHTOBAaHHOE, WM TPYNIHUPOBOYHOE, WIH

XUMHUYCCKOC 1 TOProBOC HaI/IMeHOBaHI/I}I);

3) mepeueHb ACHCTBYIOIINX U BCIIOMOTATEIbHBIX BEIIECTB, BXOASIINX B COCTAB
JIEKAPCTBEHHOTO IIpernapara Uil BETEPUHAPHOIO IIPUMEHEHMS, C YyKa3aHUEM

KOJIMYECTBA KAXKAO0I'0 U3 HUX,



4) nekapctBeHHas hopMma, J03UPOBKA, CIIOCOOBI BBEJICHHS ¥ TPUMEHEHHUSI, CPOK

TOJTHOCTH JIEKaPCTBEHHOTO MperapaTa Jjisi BETEPUHAPHOTO TPUMCHEHHS;
5) papmakoTepaneBTHYECKAs TPYIINa;

6) HeOOXOAMMOCTh ~ MPHMEHEHHS YCKOPEHHOH TPOLEAYPhl  IKCIEPTH3bBI
JIEKAPCTBEHHBIX CPEACTB B LEIAX T'OCYJAPCTBEHHOW PETHCTPALMH JIEKAPCTBEHHOIO

npenapara;

7) KOTIMKM ~ JTOKYMEHTOB, TOATBEPXKIAMOIINX  yILIATy  TOCYAapCTBEHHOU

IIOIIJIMHBI:

a) 3a IIPOBCACHUC OKCICPTU3bI KAUYCCTBA JICKAPCTBCHHOI'O CpEACTBA U
SKCIICPTHU3bl OTHOIICHUW:A O}KHI[aeMOﬁ IMOJIB3bl K BO3MOXHOMY PUCKY IPHUMCHCHUS
JCKapCTBCHHOI'O nmpemapara JJIA BCTCPHUHAPHOTO NPUMCHCHUA npu €ro

roCyAapCTBEHHON PErUCTPALINH;
0) 3a BbIJaUy PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

8) Hanmmume cornacusi, MpeayCMOTPEHHOTO YacThI0 7 HACTOSIIEH CTaThH, €CITH C
MOMEHTa  perucTpauuu  pedepeHTHOro  JIEKapCTBEHHOIO  Ipemapara  JUisd
BETEPUHAPHOTO MPUMEHEHUsT MpOUUIO MeHee ueM ImecTh JeT. (B pemakiuun
®denepanpHoro 3akoHa ot 13.07.2015 Ne 241-D3)

3. PerucrpanmonHoe 1oche B LESIX SKCIEPTH3BI JIEKAPCTBEHHOTO IperapaTa
JUISI BETEPUHAPHOTO TMpUMEHEHUs (OPMHUPYETCS W3 CICAYIONINX JOKYMEHTOB U
ceenenuit: (B penakiuu ®enepanpaoro 3akoHa ot 27.12.2019 Ne 478-D3)

1) cBeneHwus 0 aTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEpE JINIICH3H Ha
IIPOU3BOJCTBO JIEKapCTBEHHBIX CPEACTB, IPEAOCTABICHHON IIPOU3BOJUTENIO
PEruCTpUPYEMOrO JIEKAPCTBEHHOIO IIpernapara Juisi BETEpUHAPHOIO IPUMEHEHUs, IS
POCCUNCKHUX npousBoaureneil; (B pelaKuuu benepanbHbIX 3aKOHOB
ot 04.06.2018 Ne 140-®3, ot 27.12.2019 Ne 478-D3)

2) cBeJIeHUs O JaTe MPEIOCTaBICHHS U PETHCTPAIIHOHHOM HOMEpE JINIICH3UU Ha
IIPOU3BOJICTBO JI€KapCTBEHHBIX CPEICTB, NPEIOCTABIEHHON TPONU3BOIUTEIIO
(dapmarneBTHYeCKOl  cyOCTaHIMM, BXOAALIEH B  COCTaB  PErUCTPUPYEMOIO
JIeKapCTBEHHOTO TMpemnapara Jii BETePUHAPHOTO TMPUMEHEHHUS, Ui POCCUUCKUX
npousBoauteneit; (B penakuun ¢enepanbubix 3akoHoB 0T 04.06.2018 Ne 140-D3,
o1 27.12.2019 Ne 478-D3)



2') komus TOKyMEHTa, BBLJIAHHOTO YIIOJHOMOYEHHBIM OPIaHOM CTPAaHbI
MPOU3BOAUTENA I KaXXJIOM TMPOU3BOJCTBEHHOW IUIOMIAJIKA PETUCTPUPYEMOTO
JIEKapCTBEHHOTI'O INpenapara Jyisi BETEPUHAPHOIO0 MPUMEHEHUS U MOITBEPKAAOIIETO
COOTBETCTBHE IPOU3BOAMTENS JICKAPCTBEHHOI'O TMperapara TPeOOBAaHUSM IPABIIT
HAJICKAIEH TMPOU3BOACTBEHHOM MPAKTUKU, W €ro IEPEBOJI HA PYCCKUHM SI3BIK,
3aBEPEHHBIC B YCTAHOBICHHOM IOPSIAKE, a TAKXKE KOMUS 3aKJIIOUYECHUS O COOTBETCTBUU
MPOU3BOJIUTENSL JICKAPCTBEHHBIX CPEACTB TPEeOOBAaHMSIM TMPaBWI  HaJIeKAIICH
MPOU3BOJICTBEHHON TMPAKTHKW, BBIJIAHHOTO YIOJHOMOYEHHBIM  (eaepalbHbIM
OpPraHOM HCIIOJIHUTENBHOM BJIACTU ISl KaXJOM IPOU3BOACTBEHHOW IUIOLIAIKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Npernapara JJjsi BETEPUHAPHOIO NPHUMEHEHUS,
au00 KOMHUS pEIICHHS O TPOBEACHUM HWHCICKTUPOBAHUS  IPOU3BOIUTEIIS
JIEKAPCTBEHHBIX CPEJCTB, MPHUHATOTO YIOJHOMOYEHHBIM (enepaqbHbBIM OPTaHOM
WCTHOJHUTENBHOW  BIIACTA I KaXJIOW  NPOU3BOJICTBEHHOW  IUIOIIAJKHU
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpenapara JJis BETEPUHAPHOTO MNPUMEHEHUS.
VYKkazaHHbIE JIOKYMEHTBI TMPEACTABIAKOTCS B Cllydae, €CJIM IPOU3BOACTBO
JIEKapCTBEHHOTI'O IIPErapara OCylecTBIsIETCA 3a mpeaenaMu Poccuiickoit @enepanuu;
(ITyukT BBeneH - @enepanbublii 3akoH ot 04.06.2018 Ne 140-D3)

2%) Konus JIOKyMEHT4, BBLJIAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTPaHBI
MPOU3BOIUTENS (papMaIEeBTHUECKON CYOCTAaHIIUU U TTOATBEPHKIAIOIIET0 COOTBETCTBUE
npou3BoauTENs  (apMarieBTUYECKOM  CyOCTaHIIUM, BXOJAIIEH B COCTaB
PErUCTPUPYEMOTO JIEKAPCTBEHHOI'O TMpernapaTta Jis BETEPUHAPHOTO MPUMEHEHUS,
TpeOOBaHUAM TIPABUJI HAJISKAIIeH TPOU3BOJCTBEHHOM MPAKTHUKH, U €ro MEePeBo1 Ha
PYCCKHI 5I3bIK, 3aBEPEHHBIE B YCTAHOBIICHHOM TOPSIJIKE, B CIIy4ae, €CIIU MPOU3BOICTBO
(dhapManeBTHICCKOW CyOCTaHIIMKM OCYIIECTBIICTCS 3a mpeaenamu Poccuiickoi

®enepanun; (Ilynkt BBenen - @enepanbubiit 3akoH oT 04.06.2018 Ne 140-D3)

3) MPOEKT HOPMATHBHOTO JOKYMEHTa Ha JIEKAPCTBEHHBIM Ipenapar Juis
BETEPUHAPHOT'O IPUMEHEHUSI;

4) TOKYMEHT, COAepKaIUil CAeAyIONy0 nH(OPMAaHo 0 (papMaIeBTHIECKOM
cyOcranumu wid  (apMalEeBTUYECKUX CYOCTaHIMSAX, BXOJAIIMX B  COCTaB

JIEKapCTBEHHOTO MpernapaTa JJisi BETepUHAPHOTO IPUMEHEHUSI:

a) HaIMEHOBaHUE (hapMalleBTUUECKOW cyOCTaHLMU, €€ CTPYKTypa, oOmue

CBOICTBA (IpU rocyapCTBEHHOM peructpanuu UMMYHOOHOJIOTHYECKUX



JICKapCTBEHHBIX TIPEMapaToB JUIsi BETEPUHAPHOTO TPHUMEHEHHS MPEACTABIISIIOTCS
CBEJICHHS O IITAMMe, BKJII0Yas €r0 HAMMEHOBaHUE, HH(OPMAIIHIO O TIPOUCXOXKICHUH,
ero CBOWCTBaxX, XapaKTePUCTHKaX W MecTe JjenonupoBanus); (B pemakuuu
denepanprOro 3akona ot 02.08.2019 Ne 297-D3)

0) HaMMEHOBaHUE U aJPEC MIPOU3BOJAUTEIIS;

B) TCXHOJIOTUA IMPOU3BOACTBA C OIMMCAHUCM CTaI[I/If;I IMpOU3BOJACTBA U MCTOJ0B

KOHTPOJI Ha BCEX CTAAUAX IIPOU3BOACTBA,

r) uHpopmaruss O mnpuMecsX (He TPEACTaBIsETCS MPHU TOCYAaPCTBEHHON
perucTpauuu UMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX MPENapaToB TUISE

BETEPUHAPHOIO npuMeHnenus); (B pelaKuuu denepalbHOTO 3aKOHA
ot 02.08.2019 Ne 297-D3)

n) cnerdukanus Ha (HapMareBTUYSCKYIO CyOCTaHITHIO (HE MPEICTaBISICTCS
MIPU TOCYAapPCTBEHHON perucTpanuu UMMYHOOHOJIOTHIECKHUX
JIEKApCTBEHHBIX MPEMapaToB sl BETepUHApPHOrO TMpuMeHeHus); (B  pemakuum
®enepanbHoro 3akona ot 02.08.2019 No 297-03)

€) onrcaHue METOAUK KOHTPOJISI KaueCTBa;

) pe3yibTaThl  aHanm3a cepuil  ¢apmareBTUYecCKoil  cyOcraHuuu (He
MPEICTABIAIOTCS  [PU TOCYIAPCTBEHHON  perucTpalud HMMMYHOOMOJIOTHUYECKUX
JIeKapCTBEHHBIX NperapaToB Ui BeTepuHapHOTO mpumeHenus); (B pemakuum
®denepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

3) MepeYeHb CTAHJAPTHBIX O0O0pPa3lOoB WM BEIIECTB, HCIOJIB3YEMBIX IIPH

OCYIIECTBICHUHU KOHTPOJI Ka4eCTBa;
M) OIIMCAHUE XapaKTEPUCTHK U CBOMCTB YNAKOBOYHBIX MaTEpHAIOB MU
YKYIIOPOUYHBIX CPEJICTB;

K) IaHHBIE O CTA0MJILHOCTH (HE MPEACTABISIOTCS IPHU TOCYAapCTBEHHOM
perucrpanuu UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPENAPATOB TUTSL

BETEPUHAPHOIO npuMenenus); (B pelaKuuu ®denepalibHOTO 3aKOHA
ot 02.08.2019 Ne 297-D3)

J) CPOK TOAHOCTHU, YCIIOBUS XPaHEHNUS,

5) OTUYCT O peE3yJjbTaTax MAOKIMHHUYCCKOroO HCCICAOBAHUSA JICKAPCTBCHHOI'O

CpeACTBa A BCTCPUHAPHOI'O IPHUMCHCHUA, BKJHO‘—IaIOH_II/Iﬁ OImuCaHue METOAO0B



ONpEJIEICHHUs] OCTATOYHBIX KOJMYECTB JEUCTBYIOLIErO BEIIeCTBa (JIEWCTBYIOIIUX
BELIECTB), JOCTUTAIOLIErO (JIOCTUTAIOIIMX) CUCTEMHOIO KPOBOTOKA, B MPOAYKIMH
YKUBOTHOTO ITPOUCXO0KJICHHUS TIOCIIE MPUMEHEHHUSI TAKOTO JIEKAPCTBEHHOT'O CPE/ICTBA, a
TaKkKe JOKYMEHTaJbHOE TMOJATBEpKICHUE (Balduaalusl) YKa3aHHbIX MeToJoB; (B
penaknuu Oenepanpaoro 3akona ot 02.08.2019 Ne 297-D3)

6) oryeT O pe3yabTaTaX KIMHUYECKOIO HCCICIOBAHUS JIEKApCTBEHHOTO
rpernapara JJisi BETepUHAPHOTO MPUMEHEHUS Y KaXKI0TO BU/IA JKUBOTHBIX, YKa3aHHBIX

B MHCTPYKIIMH 110 BETEPUHAPHOMY IPUMEHEHHUIO;

7) MPOEKT HMHCTPYKIUHU [0 BETCPUHAPHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO

nperapara, CoJepIKaIiel CIeIyoNIne CBEICHHUS:

a) HAaMMCHOBAHHUC JICKapCTBCHHOT'O npcerapara JUIIsL BCTCPUHAPHOT'O
INPUMCHCHMA (MG)KI[YHapOI[HOC HCIIaTCHTOBAHHOC, MWJIM TPYIIIMPOBOYHOC, HIIH

XUMHYCCKOC M TOPTOBOC HaI/IMeHOBaHI/IH);

0) nexapcTBeHHas (opMa C yKa3aHHEM HAUMEHOBAaHUM M KOJUYECTBEHHOTO
cocTaBa JCMCTBYIOIIMX BELIECTB U KAadeCTBEHHOTO COCTaBa BCIOMOTATENIbHBIX

BCHICCTB,

B) OITMCaHKME BHEITHETO BHJIA JICKAPCTBCHHOTO TIperapara Jijisi BETCPUHAPHOTO

INPUMCHCHHU,

r) papMakoTepaneBTUyecKas TIpynna JEKapcTBEHHOro Ipemnapara  JUis
BETEPUHAPHOIO TNPUMEHEHUsS WIM YKa3aHuE ''TOMEONaTHYECKUM JIEKapCTBEHHBIM

npenapar";

1) ¢hapMaKoIMHAMHUKA u (hapMaKOKWHETHKA (3a HCKJIIOUCHUEM
(bhapMaKOKMHETUKH TOMEOIIaTHUYECKUX JIEKAPCTBEHHBIX MPENapaToOB U PACTUTEIIHHBIX
JICKapCTBEHHBIX TMpEnapaToB) WM ONUCAHUE HWMMYHOOHMOJIOTHYECKUX CBOMCTB

JIEKapCTBEHHOI'O Mpenapara;
€) MoKa3aHus sl IPUMEHEHNS;
) POTUBONOKAa3aHUs JUIsl IPUMEHEHUS,
3) MEpbI IPEAOCTOPOKHOCTH MPU NMPUMEHEHUU;

M) yKa3aHUE BO3MOXKHOCTM U OCOOCHHOCTEH NpPUMEHEHUS y OepeMEeHHBIX

JKUBOTHBIX, Y )KUBOTHBIX B IICPHUOM JIAKTAIIUH, Y TIOTOMCTBA )KUBOTHBIX



K) PEKUM J1I03UPOBAHUS, CIIOCOO BBEACHUSI M TPUMEHEHUS, IPU HEOOXOJUMOCTH
BpeMsl MpHeMa JIEKapCTBEHHOI'O TMpernapara JJisi BETEPUHAPHOTO MpPUMEHEHHUS,

MPOAOJIKUTCIBbHOCTD JICUCHUS

J) BO3MOXKHbIE TMOOOYHBIE JIEUCTBHS, HEXKeNaTeIbHbIE PEAKIUU IpHU

IIPUMEHEHHHU JIEKAPCTBEHHOIO IIpernapara Juisi BETEpUHAPHOI0 IPUMEHEHUS,

M) CUMIITOMBI  TICPCOO3UPOBKH, MCPpBI 11O  OKAa3aHHIO IIOMOIONW  IIpH

NIepeI03UPOBKE;

H) B3aUMOJICHCTBUE C JPYTMMU JIEKQPCTBEHHBIMU TMpernapaTtamMu U (UJn)

KOpMamu;

0) Gbopmbl  BBIyCKa JIEKaPCTBEHHOIO IIpemapara [js BETEPUHAPHOIO

INPUMCHCHH,

1) yKazaHue (Ipu HEOOXOAMMOCTH) OCOOCHHOCTEHN JACHCTBUSI JICKAPCTBEHHOTO
npenapara Jyuisi BETEPUHAPHOTO MPUMEHEHUS NpPH TEPBOM IMPUEME WIM TPH €ro

OTMCHC,

p) omucanue (MpU HEOOXOJMMOCTH) JCUCTBUU CHEIUaIUCTa B 00JacTh
BETEpUHAPUH, BIIAJIENIbIIA )KUBOTHOTO MIPH MPOMYCKE MpUeMa OJHOM WM HECKOJIbKHUX
7103 JIEKApCTBEHHOTO TIperapara s BeTEepUHApHOTO mpuMeHenus; (B pemakuuu
®enepanbHoro 3akoHa ot 02.08.2019 Ne 297-D3)

C) CPOK TOAHOCTH M YKa3aHHMC Ha 3alpeT MNPUMCHCHUA JICKAPCTBCHHOIO

npernapara 11 BEeTepUHAPHOTO MPUMEHEHHUS 110 UCTEUSHUU CPOKa TOAHOCTH;
T) YCJIOBUS XpaHEHUS;

Y) YKa3aHHUC Ha H606XOI[I/IMOCTI) XpaHCHUA JICKAPCTBCHHOI'O IIpCIiapara IJIsd

BETCPUHAPHOI'0 IPUMCHCHHA B MCCTAaX, HCAOCTYITHBIX JJIA HCTCﬁ;

¢) ykazanue (mpu HeOOX0IMMOCTH ) CIEIIUAIBHBIX MEP MPEIOCTOPOKHOCTH IIPU
YHUUTOKEHUU HEUCIIOIb30BaHHBIX JIEKAPCTBEHHBIX MpENapaToB AJis BETEPUHAPHOIO

IMPUMCHCHMUSI,

X) CpOKH BO3MO>KHOI'O HCIIOJIB30BaHUA mpoayKuuunu KHUBOTHOTI'O
MNPOUCXOXKACHUSA TII0CJIC BBCACHHUA KXHBOTHOMY JICKAPCTBCHHOI'O IIpCriapara I

BCTCPUHAPHOT'O IIPUMCHCHUS

I1) YCJIOBUSI OTITYCKa;



I—I) HaMMCHOBAHUA M aApeCa INPOU3BOACTBCHHLIX IUIOIIAAOK IITPOU3BOAUTCIIA

JICKApCTBCHHOT'O IIpCIiapara IJjisi BETCPUHAPHOTO IIPUMCHCHUSI

1) HAMMEHOBAHUE, aJpec OpraHU3aIllH, YIIOJHOMOYEHHOW JepKaTejeM WIH
BJA/IEbIIEM PETUCTPALMOHHOTO YAOCTOBEPEHHs JIEKApCTBEHHOrO IIpernapara Ha

MPUHATHE MPETEH3UM OT MOTPEOUTEIS;

8) MpoeKkThl MaKeTOB TIEPBUYHOW YIAKOBKHM ¥ BTOPUYHOH YIAKOBKH
JIEKapCTBEHHOTO TpernapaTa JJisi BETepUHAPHOTO IPUMEHEHUS;

9) cnenyroiue CBEACHUS O JICKAPCTBEHHOM IMperapare JUisi BETCPUHAPHOIO

IMPUMCHCHHUA:

a) OIMHUCAHUC U COCTAaB JICKAPCTBCHHOI'O IIpCIlapara MAJisI BCTCPHUHAPHOI'O

PUMECHEHHS;
0) onucanue gpapmaleBTUIECKON pa3padoTKu;

B) ONKMCAHKWE TMpollecca IMPOU3BOJACTBA M €ro KOHTPOJS, TOJNMCAHHOE B
HOPSIZIKE, YCTAHOBIICHHOM B COOTBETCTBHM C 4YacThio | Hacrosimed crathd; (B
penaknuu Oenepanproro 3akona ot 02.08.2019 Ne 297-D3)

I') OITUCaHUE KOHTPOJISI KPUTHUSCKHUX CTaJMK MPOM3BOACTBA M MPOMEKYTOTHON
MPOIYKITMH, TIOJITMCAHHOE B TIOPSIKE, YCTAHOBIEHHOM B COOTBETCTBHH C YacThiO |
HacTosimei crateH; (B pemakiuun ®@enepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

1) HAUMEHOBAaHUA M ajpeca pa3paboTyuka, JAepiKaTeias WIM BIaJeblia
PErMCTPALlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara, IpOU3BOACTBEHHBIX
IUIOIAZ0K IIPOU3BOJAUTENS JICKAPCTBEHHOIO IIpenapara sl  BETEpUHAPHOIO
IIPUMEHEHUS € YKa3aHUEM CTaUI TEXHOJIOTMYECKOT0 IIPOLIECCa, OCYIIECTBIIIEMbIX Ha
IIPOU3BOJACTBEHHBIX IUIOLIAJKAaX IPOU3BOAMTEN JIEKAPCTBEHHOIO IIperapara [
BETEPUHAPHOIO npumeHenus; (B peaakuuu benepanbHBIX 3aKOHOB
ot 13.07.2015 Ne 241-®3, ot 02.08.2019 Ne 297-D3)

e) dhapMmaleBTH4IeCKasi COBMECTUMOCTD;
) MEKPOOHOJIOTHUECKHE XapaKTEPUCTHKHY;
3) MaTepHATBHBIA OajaHC JUIs IPOU3BOICTBA CEPUH TOTOBOTO TIPOIYKTA;

I/I) OIMMCAHUC XaPAKTCPUCTUK H CBOMCTB YIHAKOBOYHBIX MATCpUAIOB U

YKYIIOPOYHBIX CPEICTB;



K) TOKYMEHTAJIbHOE TOATBEPKJICHHE (BaluJanus) MPOIEcCCOB U (WIH) HUX

OLCHKA,

J) TpeOOBaHMST K KadeCcTBY BCIIOMOTATENbHBIX BemIecTB (cepTudukar,

criennguKaIus Ha BCIOMOTaTeIbHBIE BEIIECTBA M MX 00OCHOBAHUE);

M) AHAJIUTUYCCKUC MCTOAWKH, NUCITOJIb3YCMBIC IIPHU OCYHICCTBJICHUUN KOHTPOJIA

Ka4yc€CTBa BCIIOMOI'aTCJIbHBIX BCIICCTB,

H) TOKYMEHTAJIbHOE IOATBEPKIACHUE (BATUAAINSA) aHAUTUTHYCCKUX METOJIUK,

HCIIOJIBb3YEMBIX IIPHU OCYHICCTBJICHNHN KOHTPOJIA KaUCCTBA BCIIOMOT'aTCIIbHBIX BCUICCTB,

O) I/IH(bOpMaHI/I}I 00 HCIIO0JIB30BAHHNHN BCIIOMOI'aTCIIbHBIX BCHICCTB

4eJI0BEYECKOTO M KHBOTHOTO TIPOUCXOXKICHHS;
n) (ITogmyskT yTpatuin cuiy - @enepanbabiii 3akoH oT 02.08.2019 Ne 297-D3)

p) TpeOoBaHMs K KayecTBY JIEKAPCTBEHHOIO Ipemnaparta Uil BETEpUHAPHOTO
npuMeHeHus: (ceptudukar, crenuduKanus Ha JIEKapCTBEHHBIM Mpemapar U uX

000CHOBaHUE);

C) AHAIIMTUYCCKUC MCTOJUKH, MCIIOJIB3YCMBIC IIPHU OCYIICCTBICHHUHN KOHTPOJIA

KauyecTBa JIEKapCTBEHHOTO MpernapaTa Jjisi BETepUHApPHOTr0 PUMEHEHUS;

T) JOKYMEHTAJbHOE TOJATBEPKJICHUE (BaJIMJALMs) AHATUTUUYECKUX METOJIHUK,
WCIIOJIb3YEeMBIX MPHU OCYIIECTBICHUH KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO Tperapara

JAJIs1 BETCPUHAPHOT'O ITPUMCHCHMU

y) JIOKYMEHT, MOJATBEPKIAIOIINNA KaueCTBO JIEKapCTBEHHOTO IperapaTta Tpex
IPOMBIIUIEHHBIX CEpUil (TPOTOKOJI aHaIu3a WM cepTU(UKAT aHAU3a), OJIHA CEpUs
KOTOPOTO [JOJKHA COBIAJaTh C cepuel oOpaslia JIEKapCTBEHHOrO IIperapara,

MOJJAHHOTO HA PErHCTPAIHIO;
¢) xapakTepucTHKa IpUMECEii;

X) MNEpCUCHb CTAHAAPTHBIX O6p33HOB, HCIIOJIb3YCMbIX IIpU OCYHICCTBJIICHUU

KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOTI'O ITp€riaparta JJisd BETCPHUHAPHOI'0 IPUMCHCHUS

1) IaHHbIE O CTAOWJIBHOCTH JIEKAPCTBEHHOIO Tpemnapara Jyisi BETEPUHAPHOTO

IPUMCHCHM,



10) xorusi JTOKyMEHTa, cojepxamero HHGOPMAIMI0 O HaJIWMYUH WIH 00
OTCYTCTBHH (DAaKTOB PErHCTpalM JEKapCTBEHHOrO IpernapaTa JUisi BETEpHUHAPHOTO

npuMeHenus 3a npeaenamu Poccuiickon @enepanuu;

11) cornacue B MUCbMEHHOM (hopMe, MPeAyCMOTPEHHOE YaCThI0 7 HACTOSAIICH
CTaThH, B CIIy4ae PEruCTpallii BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Tpemnaparta; (B
penakuun @enepanbHoro 3akona ot 13.07.2015 Ne 241-03)

12) konusi TOKyMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOTO B YCTAaHOBIICHHOM
MOPSIZIKE M TMOJATBEPXKIAIONIIETO MPAaBOMOYHOCTh 3asBJIICHUS O TOCYJapCTBEHHOMH
perucTpaiuy JEKapCTBEHHOI0 IMpenapara Jyisi BETEPUHAPHOIO MNPUMEHEHUS

(TOBEpEHHOCTH);

13) cBeneHMsT O  TOCYJApCTBCHHOHM  PETUCTPAllMd  T'CHHO-WH)KEHEPHO-
MOAU(UITMPOBAHHBIX OPTAaHU3MOB, MPETHA3HAYEHHBIX IS BBIITYCKA B OKPY KAIOIIYIO
cpeny (Mpu TOCYAapCTBEHHOW PETUCTPAIMM JIEKAPCTBEHHBIX MPENapaTtoB IS
BETCPUHAPHOTO TPUMCHECHUS, TMOJYYCHHBIX C MPUMEHEHHWEM Te€HHO-UHKXEHEPHO-
MOAU(UIIMPOBAHHBIX OPTaHU3MOB WJIM COJAEpKamux Takue opraHusmbl). (ITyHKT
BBezieH - Denepanbubiii 3ak0H 0T 02.08.2019 Ne 297-D3)

4. 1lpu mpoBeAEHUM YCKOPEHHON NpPOLEIypbl AKCIEPTU3bl JEKAPCTBEHHOTO
nmpemapara JUisi BETEPUHAPHOTO MPUMEHEHUS B IMENAX €ro ToCyAapCTBEHHOMN
perucTpallid BMECTO OT4YeTa pa3paboTuuMka O pe3yibTarax JAOKIMHHUYECKOIO
UCCJIeIOBAHUS JICKAPCTBEHHOTO CPEJCTBA JJIsi BETEPHUHAPHOTO MPUMEHEHHS] MOXKET
ObITh MpEeJCTaBICH 0030p HAy4dyHbIX pabOT O pe3yJbTaTax JOKIMHHUYECKOTO
UCCIIeIOBaHUs PEPEPEeHTHOr0 JIEKAPCTBEHHOTO IMpenapara Jyisi BETEpUHAPHOTO
OPUMEHEHHUS, a BMECTO OT4YeTa O pe3yJibTaTax KIMHUYECKOrO0 HCCIEA0BAHUS
JIEKapCTBEHHOTO Tpernapara Jiisi BETEPUHAPHOTO MPUMEHEHHUSI OTYET O Pe3yabTaTrax
UCCIIEJIOBAHUNH  OMOIKBUBAJIEHTHOCTH  BOCIPOM3BEIEHHOTO  JIEKAPCTBEHHOTO
npenapara Juisi BeTepHUHApHOro npumeHenus. (B penakuun ®enepanbHOro 3akoHa
ot 02.08.2019 Ne 297-03)

5. Ha skcneptusy pas3inyHbIX JEKAPCTBEHHBIX (OPM OJHOTO U TOrO XKe
JIEKapCTBEHHOTO  Tpemapara JyUisli BETEPUHAPHOTO MPUMEHEHHUs  3asBUTEIh
MPECTaBIsACT OTACIbHBIC 3asABJICHUS W PETUCTPAlMOHHBIC JOChE HAa KaXAYIO
JexapcTBeHHY0 (popmy. [Ipu yciaoBum oTHOBpEMEHHOM MOIa4H HA SKCIIEPTU3Y OAHOU

JICKapCTBEHHON (HOPMBI C Pa3IUYHBIMH JTO3UPOBKOM, KOHIICHTpAmued, o0beMOM



3asBUTEJIb IIPEACTABIISET OJTHO 3asBJICHUE U PETUCTPALIMOHHOE J0ChE € IPUIIOKEHUEM
MaKeTOB [IEPBUYHON YMAKOBKM M BTOPUYHOM ymnakoBku. Ha Makerax nepBUYHOMN
YHNAaKOBKM W BTOPUYHOM YNAKOBKHM YKa3bIBalOTCS BCE MPOU3BOJUMBIE JO3UPOBKH,
KOHIIEHTPAINK, 00beMBbl M KOJIMYECTBO /103 B YIMAKOBKE JIEKAPCTBEHHOTO Tperapara
st BeTepuHapHoro  npumeHeHuda. (B pemakumm  denmepanbHOro - 3aKoHa
ot 02.08.2019 Ne 297-03)

6. B cirydae HenpeacTaBiIeHus ¢ 3asBIEHUEM O TOCYAapCTBEHHON perucTpauu
JIEKapCTBEHHOT0 Ipemapara JUuisi BETEPUHAPHOTO IPUMEHEHUS JIOKYMEHTOB,
NOATBEPKAAIOIIMX YIUIATY TOCYJIapCTBEHHOW MOLIIMHBI U YKa3aHHBIX B IyHKTE /
YacTU 2 HACTOSILIEH CTaThbW, CBEIACHUW O JUUEH3USAX, YKa3aHHBIX B MyHKTax | u 2
yacTM 3 HACTOSIIIeM CTaTbM, a TakXKe BbIJaBaeMbIX (MIPEIOCTABISEMBIX)
YIOJHOMOYEHHBIMU (he/iepalIbHbIMU OpraHaMU UCTIOJTHUTENBHON BIACTH TOKYMEHTOB
(cBeneHwmit), yKa3aHHBIX B MyHKTE 2! yacTH 3 HACTOAIIEH CTAaThH, YIOIHOMOYEHHEIN
(denepanbHbIil OpraH UCIOJIHUTEIBLHOM BIACTH 3alpPAlIMBAET YKa3aHHBIE TOKYMEHTHI
(cBeeHMs) B MOPSAKE MEKBETOMCTBEHHOTO MH(POPMALIMOHHOTO B3aumoiericTeuysl. (B
penakiuu @enepanbHOro 3akoHa ot 27.12.2019 Ne 478-D3)

7. He nomyckaetcst UCHONB30BAHME B KOMMEPUECKHUX IENIX HMH(OpMAIu O
pe3yJibTarax  JOKJIMHUYECKUX  MCCIEJIOBAaHUM  JIEKAPCTBEHHBIX  CPEICTB U
KJIIMHUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENApaToB [UIsi BETEPUHAPHOIO
IIPUMEHEHMS], IPEICTABICHHON 3asABUTEIEM Ul TOCYHApCTBEHHOM perucrpanuu
JIEKapCTBEHHBIX MpemnapaTtoB, 0e3 ero corjiacus B TEUYEHHUE IIEeCTH JIET C JaThl
TOCYJapCTBEHHONW pETUCTpaluu peepeHTHOTO JIEKapCTBEHHOTO TMperapaTa B

Poccuiickon @enepanum.

8. lep>karenb ~ WM BiaJeNel]  PErHUCTPAIlMOHHOTO  yJIOCTOBEPEHHS
JIEKAPCTBEHHOTO Ipernapara Uil BETEPUHAPHOIO NPUMEHEHUs NPEACTAaBISAET B
YIOJHOMOUYEHHBIN  (eflepalIbHBIi  OpraH HCTIOJHUTEIBHOW BJIACTH OTYET IO
pesynbTatam (papMakoHaa30pa OJMH pa3 B IMIECTh MECSIIEB B TCUCHUE ABYX JIET MOCIIe
FOCYJIapCTBEHHOW PETUCTpallMy JIEKAaPCTBEHHOTO Tpemnapara B Pocculickou
denepannu, 3aTEM €KETOJHO B TEUCHME ITOCIEAYIOIIMUX TPEX JIET U B JAIbHEUILIEM
o1uH pa3 B Tpu roza. (Hacts BBenena - denepanbubiii 3akoH ot 02.08.2019 Ne 297-
®3)

(Crates B penakmuu denepanbaoro 3akoHa oT 22.12.2014 Ne 429-D3)



Cratbsa 18. [lonaya u paccMoTpeHue 3asiBJICHUS 0 TOCYAAPCTBEHHOM
perucTpanum JeKapcTBEHHOr0 Nmpenapara AJsi MeAHIMHCKOI0

NMPUMECHCHUA

(Hanmenoanue B penakunu denepanbHoro 3akona ot 22.12.2014 Ne 429-D3)

1. Jlns rocynapCTBEHHOM perucTpaiuu JIeKapCTBEHHOrO Ipenapara ajs
MEIUIIMHCKOTO TMPUMEHEHHUS OPUANYECKOE JUIO0, JAECUCTBYIOIIEE B COOCTBEHHBIX
MHTEpECax WM YIOJHOMOYEHHOE IIPEACTABIATh MHTEPECHI IPYTrOro HPUANIECKOTO
JIMIA ¥ 3asBIAIOLIEE JIEKAPCTBEHHBIM IIpenapaT Ha TOCyJapCTBEHHYIO PErUCTPaLUIo
(mamee B HACTOSIICH CTAaThe - 3asABUTENH), MPEACTABISICT B YHOTHOMOYEHHBIH
dbenepanbHbIil OpraH UCIOTHUTEIBHON BIACTH, OCYIIECTBIISIIOIINI FOCYJapCTBEHHYIO
PErucTpanuuio JIEKapCTBEHHBIX MPENApaToOB Uil MEAULUMHCKOTO NPUMEHEHHUS, B
ANIEKTPOHHON ¢dopMe M Ha OyMa)KHOM HOCHUTENE 3asBICHHE O TOCYJapCTBEHHOM
perucTpauuu JISKaApCTBEHHOIO IIpernapara sl MEAUIUHCKOTO PUMEHEHUS, a TAKXKe
B TOpSAIKE, YCTAHOBJIEHHOM  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpPraHoOM
UCIIOJIHUTEIbHOM BJIACTH, B DJIEKTPOHHOW QopMe M Ha OyMa)XHOM HOCHUTENE
HEOOXOIUMBIE TOKYMEHTBI, U3 KOTOPBIX (DOPMUPYETCS pEeruCcTpallMOHHOE J0ChEe Ha
JIEKapCTBEHHBIM Tpemapar sl MeIuIMHCKoro mnpumenenus. (B pemakuuun
®denepanbpHOro 3akoHa o1 22.12.2014 No 429-D3)

2. B 3asBieHUN O TOCYAapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOT'O MpernapaTa

I MEAUITUHCKOT'O ITPUMCHCHH A YKA3bIBAOTCA:

1) HauMEHOBaHME, aJpeC 3asBUTENS W MPOU3BOIUTENS JICKAPCTBEHHOTO
npernapara i MEIUIIMHCKOTO TPUMEHEHUs, CBEACHHUS 00 WX PETUCTpAlluU B
KayecTBe HAJIOTOIUIATENIbIIMKA B CTpaHE pETUCTpanuu (IUIE  POCCUHCKUX
IOPUIUYECKUX JIUIT - UIACHTU(DUKAIIMOHHBIN HOMep Hanororuiatenbimka (MHH), mis
WHOCTPAHHBIX  IOPHIUYECKUX JIMIl - CTpaHa PETUCTpAIlMH, HAWUMEHOBaHUE
PETUCTPUPYIOIIETO OpraHa, PETUCTPAIMOHHBIN HOMEp, KOJ HAJOroIIaTelbIINKa B
CTpaHE perucTpanuu (MHKOPIOpPAIMM) WM €ro aHajor) U aJpec MecTa
OCYIIECTBIICHHS TPOW3BOJACTBA JIEKAPCTBEHHOTO TMpemapara (B CiIydae HaJIW4Hs

HCCKOJIbKUX YYAaCTHHUKOB IIPOHICCCa €TI0 IIPOU3BOACTBA H€O6XOI[I/IMO YKa3aTb KaxXa0ro



Y4aCTHHUKA B COOTBETCTBUU C OCYILIECTBIIIEMON cTauel mpous3BoAcTBa); (B pegakuuu
®denepanpHOro 3akoHa ot 28.12.2017 Ne 425-D3)

2) HaMMEHOBAHKE JICKAPCTBEHHOT'O IpernapaTa JijIsl MeTUIIMHCKOTO IPUMEHEHUS
(MEeXIyHapOAHOE HEMAaTeHTOBAHHOE, WM TPYNIUPOBOYHOE, WU XHUMHYECKOE HU

TOProBO€ HAUMEHOBAHUS);

3) IEPCUCHb HeﬁCTBYIOHIHX 1 BCIIOMOTI'aTCJIIBHBIX BCIICCTB, BXOAAINIMUX B COCTAB
JICKAPCTBCHHOT'O IIprapara I MCAUIUHCKOI0 IMPUMCHCHUA, C YKAa3aHUCM

KOJIMYECCTBA KaXXKA0T'0 U3 HUX,

4) nekapctBeHHas (hopMa, J03UPOBKA, CIIOCOOBI BBEJICHHS ¥ IPUMEHECHHUS, CPOK

TOOHOCTH JICKAPCTBCHHOTI'O ITpCriapara 11 MCIUIUHCKOTI'O IIPUMCHCHUA

5) bapmakorepaneBTHYecKass ~ TpyIma, KOJ  aHATOMO-TEpPareBTUYCCKO-
XUMHUYECKON Kiaccu(ukanuu, peKoMeHIoBaHHOW BcemupHolt —opranuzanuei
3IpaBOOXPAHEHUsA, 3asBJSIEMbIC IIOKa3aHUsA [ IIPUMEHEHHS JIEKAPCTBEHHOI'O

npcernaparta 11 MCAUIUHCKOTO IIPUMCHCHU A,

6) oTcyTCTBHE HEOOXOAMMOCTH TPENOCTABICHUS OTYeTa O pe3ysbraTax
KIIMHUYECKOTO MCCIIEI0BAaHUS, UCCIEA0BAHMS OMOAKBUBAICHTHOCTH JIEKAPCTBEHHOTO
rpernapara, pa3peleHHOro JUuisi MEIUIMHCKOTO MpuMeHeHuss B Pocculickon
®enepanuu 6onee ABAANATH JIET, C yKAa3aHMEM HOPMATUBHBIX TMPABOBBIX AaKTOB,

MOJITBEPKIAOIINX JAHHBINA CPOK IIPUMEHEHHS;

7) HeoOXoaMMOCTh  O(OPMIICHUSI pa3pellleHHss Ha BBO3 B PoccHiickyro
denepanuro KOHKPETHOU apTuu 3apEeruCTPUPOBAHHBIX " (un)
HE3apEruCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  IPEIHA3HAUYCHHBIX  JUIS
IIPOBEJICHUS DKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEIAX TIOCYIapCTBEHHOU

perucTpanuu;

8) H606XOI[I/IMOCTB IMPOBCACHUA ISKCIICPTHU3bI NOKYMCHTOB, IMPCACTABICHHBIX
AJid ONpCACIICHUA BO3MOXHOCTH pacCMaTpHBaTb J'ICK&pCTBGHHI:IfI npemnapar ajd
MCIUIHUHCKOI'O NPpUMCHCHUS IMPU OCYHICCTBJICHUHN FOCYJIapCTBeHHOﬁ perucTtpan B

KadecTBe Op(haHHOTO JIEKAPCTBEHHOTO TIPETapara;

9) HeOOXOAMMOCTh ~ NMPHUMEHEHHS YCKOPEHHON TPOLEAYphl  IKCIIEPTH3bBI
JIEKapCTBEHHBIX CPEJICTB B LENISIX T'OCYAAPCTBEHHON PETUCTPALMM JIEKAPCTBEHHOTO

npenapara;



10) xomuu  TOKYMEHTOB, MOJTBEPXKIAIONIMX YIUIATy TOCYIapCTBEHHOMN

IIOIIJIMHBI:

a)3a TOPOBEACHUE DKCIEPTU3bl  JOKYMEHTOB, NPEACTABICHHBIX  JUIs
ONpEeNeNICHHs] BO3MOYKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM mpenapar i
MEIMIUHCKOTO TPUMEHEHHSI IPU OCYILECTBICHUU IOCYIApCTBEHHON PErucTpauuy B

KauecTBe Op(paHHOTrO JIEKapCTBEHHOTO Ipernapara;

0)3a TMpoBeIEHUE OSKCHEePTU3bl KadyecTBa JIEKAPCTBEHHOI'O CpPEJICTBA U
AKCHEPTHU3bl OTHOIICHUS OXKUJAeMOW MOJIb3bl K BO3MOXHOMY PHUCKY NPHUMEHEHUS
JIEKApCTBEHHOTO Mpenapara, pa3pelieHHOro I MEIWIHUHCKOIO NPUMEHEHHS B
Poccuiickoit  @epepauuu  Oonee  ABaguaTH  JIeT, TOpPU  OCYIIECTBICHUU

rocyJapCTBEHHON PerucTpaluu JIEKapCTBEHHOTO Mpemnapara;

B) 3a TMPOBCACHHUE OKCICPTHU3bI KauceCTBa JICKAPCTBCHHOI'O CpEaACTBa M
OKCIICPTHU3bl OTHOLICHMA oncnz[aeMoﬁ IMOJIb3bl K BO3MOJKHOMY PHCKY INPHMCHCHUA
JICKAapCTBCHHOI'O npemapara JJIs1 MCIUITUMHCKOI'O IMPUMCHCHHA Inpu €ro

roCyapCTBEHHON PErUCTPALINH;

r)3a I[POBEJCHHUE OHKCIEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CpPEACTBA U
DKCIEPTU3bl OTHOIIECHUS OXKMUJIAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O TIpenapara Uil MEIWIMHCKOIO TPHUMEHEHUS, B OTHOILICHUU
KOTOPOI0  TPOBEIEHBI  MEXKIYHAPOJAHBICE  MHOTOLIEHTPOBBIE  KIMHUYECKUE
MCCIIEIOBAHUs, 4acTh M3 KOTOPBIX mpoBenaeHa B Poccumiickon dDenepannu, mpu

OCYIIECTBJICHUH IOCYIapPCTBEHHOM perucTpaluu JeKapCcTBEHHOTO Mpernapara;

11) Hamuuue  corjlacus  TPOM3BOJUTENSl  JICKQPCTBEHHOTO  Iperapara,
ITPOU3BOACTBO KOTOPOIo OcylecTBisieTcs 3a npeaenamu Poccuiickoit denepannu, Ha
MPOBE/ICHUE WHCIEKTUPOBAHUS TMPOU3BOJIUTENSI HA COOTBETCTBHE TPEOOBAHUIM

MPABWJI HAJJIEHKAIIECH MPOU3BOACTBEHHOMN MPAKTHUKH;
12) nanuuue corjacus, MpeayCMOTPEHHOI'O YacThiO 18 HACTOsAIICH CTaThH,

13) ykazaHue BHJAa JIGKAPCTBEHHOIO IMperaparta, MPEACTaBICHHOIO Ha
peructpamuio (pedepeHTHBI JIEKapCTBEHHBIM Mpermapar, BOCIPOU3BEIACHHBIN
JIEKapCTBEHHBIM  IIperapar, OMOJIOTUYECKUN  JIEKapCTBEHHBIM  mpemnapar,

OnoaHanoroBelii  (OMOMOAOOHBIN)  JEKapCTBEHHBIM  mpemapar  (OmoaHanor),



rOMEONATUYECKUI JIEKAPCTBEHHBIM Ipenapar, JIEKapCTBEHHBIM PACTUTEIIbHBIN

npenapar).
(Hactp B penakuuu PenepanbHoro 3akona oT 22.12.2014 Ne 429-03)

3. PerucrpanmonHoe 1oche Ha JIEKAPCTBEHHBIN Mpenapar Uisi MeIUIIUTHCKOTO
NPUMEHEHHUS] TpenocTaBisieTcss B (GopMe OOIIero TEeXHUYEeCKoro aokymeHra. (B
penakiuu @enepanpHoOro 3akoHa ot 22.12.2014 Ne 429-D3)

4. Paznen qOKyMEHTAIMK aIMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B CEO:

1) 3asiBeHHE O TOCYNApCTBEHHOW PETUCTpAIMU JICKApPCTBEHHOTO Mperapara

I MEIMITUHCKOT'O ITPUMCHCHU B BHGKTpOHHOﬁ (I)opMe Hn Ha 6YM3)KHOM HOCHUTCIIC,

2) KOIMIO JOKYMEHTa Ha PYCCKOM SI3bIKE, 3aBEPCHHOTO B YCTAHOBJICHHOM
MOPAJIKE M TOATBEPXKAAIOIIETO MPAaBOMOYHOCTh 3asgBUTEINS MOJaBaTh 3asBICHUE O
roCyJapCTBEHHON PErucTpalliy JIEKApCTBEHHOI'O MpernapaTta Uil MEAUIIMHCKOTO

PUMEHEHUS (JI0BEPEHHOCTD);

3) cBeAeHUS O JaTe MPEOCTABICHHS M PETUCTPAITMOHHOM HOMEPE JIUIICH3UHU Ha
ITPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WJIA CBEJICHHUS O J1aT€ NPEAOCTABICHUS W
PETUCTPALIMOHHOM  HOMEpE 3aKJIFOYEHHs] O  COOTBETCTBUM  ITPOU3BOIAUTEIIA
JIEKapCTBEHHBIX CPEICTB TPeOOBaHUAM TMPaBUJI HAJJIEKAINIed MPOU3BOJICTBEHHOU
NPAKTUKHU,  BbIJAHHBIX (MPEJOCTABICHHBIX)  YIOJHOMOYEHHBIM  (eaepaibHbIM
OpPraHoOM MCITOJIHUTEIBHOM BJIACTH B OTHOLUEHHWM ITPOM3BOJICTBEHHOM IUIOLIAIKH
PEruCTpUPYEMOro JIEKQpCTBEHHOI'O IIpenapara, B CJlydae, €CIM IPOU3BOJCTBO
JIEKApCTBEHHOTO TMpenapara ocyuiecTBisiercas B Poccuiickoit ®enepauuu; (B
penakiuu denepanbHbix 3akoHOB oT 04.06.2018 Ne 140-D3, ot 27.12.2019 Ne 478-
D3)

4) koo MPEIOCTABIEHHON YIIOJTHOMOYEHHBIM OpraHom CTpaHbI
MIPOU3BOAUTENA JIMIIEH3UM Ha TMPOU3BOJICTBO JIEKAPCTBEHHOIO IIpErapara M €€
MIEPEBOJ] HA PYCCKHM S3bIK, 3aBEPEHHBIE B YCTAHOBIICHHOM IOPAJIKE, a TAKKE KOIUIO
3aKJIFOUYEHHS] O COOTBETCTBUU MPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
MPABWJI HAJJICKAIEH TPOU3BOJICTBEHHON MPAKTUKHU, BBIJAHHOTO YITOJHOMOYEHHBIM
benepaabHBIM OPraHOM HCIIOJIHUTEIHHOW BJIACTH B OTHOIICHUH MPOU3BOJACTBEHHON
IUIOMIAIKA PETUCTPUPYEMOIO JIEKAPCTBEHHOIO Ipernapara, WIM KOIHUI0 PEIICHUS

YIIOJIHOMOYCHHOI'O (benepaanoro opraHa HCITOJTHUTEILHOM BJIACTH O IMPOBCACHHUN



WHCTICKTUPOBAHUS TPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEJCTB, B Clydae, eciu
NPOM3BOJICTBO  JIEKAPCTBEHHOT'O TIperapaTa OCYIIECTBIISICTCS 3a MpeesiaMu
Poccwuiickoit denepanuy; (B penakunmn denepansuoro 3akona ot 04.06.2018 Ne 140-
D3)

5) IPOEKT HHCTPYKIUU [0 MEAUIHUHCKOMY TMPUMEHCHHIO JEKApCTBEHHOTO

npenapara, CoJiepKaIiei ciaeayroIue CBeICHUS:

a) HAMMCHOBAaHHUE JIEKapCTBEHHOTO npenapara (MEeXITyHApOIHOE
HEMaTEHTOBAaHHOE, WM TPYIIUPOBOYHOE, WIM XHUMHUYECKOE U  TOPTOBOE

HAaUMEHOBAHUS);

0) nexapcTBeHHas (opMa € yKa3aHHEM HAMMEHOBAaHUN M KOJUYECTBEHHOTO
cocTaBa JCHCTBYIONIMX BEIIECTB M KAauyeCTBEHHOTO COCTaBa BCIOMOTATEIbHBIX
BelIECTB (MpU HEOOXOAMMOCTH KOJMYECTBEHHOTO COCTaBa BCIOMOTATEIbHBIX

BEIIIECTB);

B) OIMMCAHMC BHCIIHCTO BHAA JICKAPCTBCHHOTO IIpCIiapaTta A MCIAULIMHCKOI'O

IMIPUMCHCHMU,

) pu3uKO-XUMHUECKHE CBOWCTBA (s paanodapManeBTHUECKIX

JIeKapCTBEHHBIX MPENaparoB);

n) papmakoTepaneBTUUYECKas Tpymmna, KOJ JEKapCTBEHHOIO Mperapara Jyis
MEIUIIUTHCKOTO IPUMEHEHUS 1o aHATOMO-TEPANEBTUYECKO-XUMUYECKOM
KJ1accu(uKaum, peKOMeH10BaHHOW BcemupHoOW opraHuzanueil 31paBooXpaHEeHus,

WIM yKa3aHue "TOMEONaTUYECKUI JIEKapCTBEHHBIN Npenapart’;

e) dhapMakoTMHAMUKA u (hapMaKOKMHETHKA (3a HCKJIIOUCHUEM
(bhapMaKOKMHETUKH TOMEOIIaTHUYECKUX JIEKAPCTBEHHBIX MPENapaToOB U PACTUTEIIHHBIX

JIEKapCTBEHHBIX MIPENapaToB);
) TIOKa3aHuUs 1)1 IPUMEHEHUS;
3) MPOTUBOIIOKA3aHUS JJIsi IPUMEHEHUS;
1) MEpbI MPEOCTOPOKHOCTH NPU MPUMEHEHUH;

K) YKa3aHH€ BO3MOXKHOCTH M OCOOCHHOCTEW MPUMEHEHHUS JIEKapCTBEHHOTO
npernapara i MEAMIMHCKOTO IMPUMEHEHHs OEpEeMEHHBIMU  >KEHIIMHAMHU,
KEHIIMHAMU B MEPUOJ TPYAHOTO BCKAPMIIUBAHUSA, IETbMHU, B3POCIBIMHU, UMEIOIIUMU

XpPOHHUYECKHUE 3a00JIEBaAHMS;



J) peKUM  JO3UPOBAaHMs, CIOCOObI BBEACHHUS W NPUMEHEHMs, MpH
HEOOXOAMMOCTH BpeMsi Mpuema JIEKapCTBEHHOTO Ipemnapara JUisi MEIUIIMHCKOTO
PUMEHEHUS, TPOJOHKUTEIBHOCTD JICUEHHUSI, B TOM YHCTIe y JAeTel 10 U TI0CJe OJTHOTO
roja;

M) BO3MOXKHbBIE€ HEXKeJIaTeIbHbIE PEaKIMHU MPU MPUMEHEHUHU JIEKaPCTBEHHOTO
npenapara JJjii MEIUIHUHCKOTO IPUMEHEHUS;

H) CHMIITOMBI ~ MEPEAO3UPOBKH, MEphl TI0 OKA3aHUIO T[OMOIINU TIPH
epe03UPOBKE;

0) B3aUMOJICUCTBHE C JPYTUMHU JIEKAPCTBEHHBIMU TMpenapaTtamMud U (WUin)
MUIIEBBIMU MPOAYKTAMU;

1) GOpMBI BBIITYCKa JIEKAPCTBEHHOTO TIperapara;

p) yKazaHue (mpu He0OOXOAMMOCTH) OCOOEHHOCTEN NEHCTBUSA JIEKAPCTBEHHOTO
npernapara JUisi MEIUUUHCKOIO NMPUMEHEHUsS NpU NEpPBOM MpPUEME WA MPU €ro

OTMCHC,

) onucaHue (Mpu HEOOXOIWMOCTH) ACHCTBUU Bpada (denpamepa) U (UiIn)
NalyeHTa MpU MPOMYCKE MpUeMa OJHOM WM HECKOJIbKHX /03 JEKapCTBEHHOTO

npemapara 11 MCAUIUHCKOTO IPUMCHCHU A,

T) BO3MOXHOE€ BIHUSHHE JIEKAPCTBEHHOI'O IIpernapaTa i MEAMLIHUHCKOIO
OpPUMEHEHUS Ha  CIOCOOHOCTh  YIpPaBIATH  TPAHCIOPTHBIMU  CPEICTBAMH,

MECXaHU3MaMH,

y) CpPOK TOJHOCTH W YyKa3aHWE Ha 3ampeT NPUMEHEHMs JIEKapCTBEHHOTO

nperapara s MEAUIIMHCKOTO IPUMEHEHUS TI0 UCTEUEHUH CPOKa TOTHOCTH;
&) ycrnoBust XpaHEHUS;

X) yKa3aHUE Ha HEOOXOJAMMOCTb XPaHEHHUs JIEKapCTBEHHOTO Mperapara s

MCINIMWHCKOT'O IIPUMCHCHUS B MCCTAaX, HCAOCTYITHBIX JJIA ,Z[GTGIZ;

1) yKazaHue (Ipu He0OXOAMMOCTH ) CTIEUATBHBIX MEP MPEAOCTOPOKHOCTHU MTPU
YHUYTOKEHUU HEUCIIOIb30BaHHBIX JIEKAPCTBEHHBIX MPENAapaToB Il MEIUIIMHCKOIO

INPUMCHCHHU,

Y) YCJIOBHSI OTITyCKa;



HI) HanMMCHOBAaHUS W aJpcCa IMPOU3BOACTBCHHLIX INIOIIAAOK ITPOU3BOJUTCIIA

JICKaApCTBCHHOT'O IIpCIIapara,

I11) HANMEHOBAHKE, QpeC OpPraHU3aINH, YIOJHOMOYCHHON Iep)KaTeeM WiIu
BIIQJICNIbLIEM PETUCTPAILIMOHHOTO YJIOCTOBEPEHUSI JIEKAPCTBEHHOI'O TMperapara st

MCINIMWHCKOI'O IIPUMCHCHUA HA IIPUHATHC HpeTeHSI/Iﬁ oT HOTpC6I/ITeJ'I$I;

6) MHCTPYKIIMIO ~ TI0  MEJWIIMHCKOMY  TPUMEHCHHI0O  WIM  KPaTKYIO
XapaKTepUCTUKY  JIGKAPCTBEHHOI'O  Ipernapara, yTBEPXKACHHbIE B  CTpaHE

IMPOU3BOJUTCIIA,

7) MIPOEKThI MAaKETOB TEPBUYHOW YIAKOBKM H BTOPUYHON YIAKOBKH

JICKAPCTBCHHOI'O IIpCIIapara AJisd MCAUITUHCKOI'O ITIPUMCHCHMU,

8) IpOCKT HOPMATUBHOW JOKYMEHTAIIMM WJIM HOPMATHBHOTO JIOKYMECHTa Ha
JIEKApCTBEHHBIN TMpernapar Mjisd MEAUIMHCKOTO TMPUMEHEHUsS JMO00 YyKa3aHHe

COOTBETCTBYIOIIEH (hapMaKOIICHHOU CTaThH;

9) MOKyMeHT, conepKaluii WHPOPMALUIO O HAIUYUU WIH 00 OTCYTCTBHHU
(aKTOB pEruCTpALMU JIEKAPCTBEHHOTO IIpenapara sl MEIULUHCKOTO IPUMEHEHUS 3a

npenenamu Poccuniickont denepannu;

10) konmuu  JTOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM TMOPSJAKE U
MOJATBEPKAAIONINX (PAKT PErucTpalliy JIEKAPCTBEHHOIO IMpernapara B MHOCTPaHHBIX

rocyaapCrBax B KaUC€CTBC Op(baHHOI‘O JICKApCTBCHHOTI'O IIpCIiapara,

11) nmaH ympaBieHUST pUCKAMH Ui OWOJIOTHYECKUX  JIEKapCTBEHHBIX

npemnapaToB AJI1 MEIUIMHCKOIO MPUMCHCHUA,

12) nokymMeHT o0 cucTteMe QapMaKOHaI30pa JepKaTelss WM BIajelbla

PETUCTPALMOHHOT'O YAOCTOBCPCHUS JICKAPCTBECHHOI'O IIPCIIapaTa;

13) 1OKyMEHT, MOATBEPXKIAIOIINN Ka4eCTBO JIEKAPCTBEHHOTO MpernapaTta Tpex
MPOMBIIIICHHBIX CepHil (MPOTOKOJ aHaMM3a WM cepTU(UKAT aHan3a), OJIHA CEPUs
KOTOpPOTO JIOJDKHA COBMAJNaTh C cepueidl oOpasla JIEKapCTBEHHOTO Ipernapara Juis

MEANLMHCKOTO IPUMEHEHUS, IPEACTABIEHHOIO HA TOCYJapCTBEHHYIO PETUCTPALIHIO.
(Hactp B penakuuu denepanpHoro 3akoHa ot 22.12.2014 Ne 429-D3)

5. Paznen xumuyeckoi, (hapmaneBTUYECKON U OMOIOTHYECKON JOKYMEHTAIUU

BKJIFOYAET B ce0s JOKYMEHTHI, cojepkariue uHhopMaIiui o (HapMarneBTHIECKOU



cyOCTaHIIMU U JIEKAPCTBEHHOM Ipenapare Ajsi MEJUIUHCKOI0 IPUMEHEHHUs, IPOoIiecce

CTO0 NPpOU3BOACTBA U MCTOJAaX KOHTPOJIAA KAUC€CTBA, B TOM YUCJIC!

1) KOnUIO  JOKYMEHTa, COJEpIKAlllero CIEAYIylo HH(GOpPMAIUD O
(dhapMaIeBTHICCKON CyOCTaHITNN WIH (hapMaIleBTUIECKUX CyOCTAHITUAX, BXOSAIINX B
COCTaB  JIEKAPCTBEHHOTO TMpemapaTra, 3a HUCKIIOYeHHeM HUHPOpMAIMH O
(dapManeBTUYECKNX CyOCTaHIUSX, BKJIIOYEHHBIX B TOCYIApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUHM CO CTaThel 34 Hacrosiero deaepanbHOTO
3akoHa: (B penakumm denepanbaoro 3akona ot 27.12.2019 Ne 462-D3)

a) HAMMEHOBaHHWE (apMaleBTUUYECKONW CyOCTaHIMU, €€ CTPyKTypa, oOlue

CBOMCTBA;
0) HAMMEHOBAHKE U A/IPEC MPOU3BOIUTEIIS;

B) TCXHOJIOTHUA IMPOU3BOJACTBA C OIMMCAHUCM CTaI[I/II\/’I IMpOMU3BOJACTBA N1 MCTOJ0B

KOHTPOJII Ha BCEX CTAAUAX IIPOU3BOACTBA,
F) OIMMCAaHHC p33pa60TKI/I mpounecca Mpon3BoACTBA,

1) ONHCaHUE KOHTPOJIS KPUTHUUECKUX CTAJIUI MTPOU3BOJICTBA U TPOMEKYTOUHON
IPOYKIIHH,

€) IOKyMEHTaJIbHOE TMOJATBEPKACHUE (Baluaalus) MPOLECCOB U (WUIU) HUX

OIICHKA;
) CBOWMCTBA U CTPYKTYypa ACUCTBYIOIINUX BEIIECTB;
3) XapaKkTepUCTUKa IPUMECEH;
1) crienudukanys Ha papMaleBTHUYECKYI0 CyOCTaHINIO U €e 000CHOBaHUE;

K) AHAJIINTUYCCKUE MCTOJUKH, UCIIOJIB3YEMBIC IIPU OCYHICCTBJICHUHN KOHTPOJIA

KauecTBa (papMaleBTUUECKON CyOCTaHIINU;

J) TOKYMEHTaJIbHOE MOATBEPXkKACHUE (BaTUAAIMs) AHAIUTHYECKUX METOJMK,
UCTIOJIB3YeMbIX TPU OCYIIECTBICHUM KOHTPOJSI KadecTBa (apMarieBTUIECKOM

cyOcTaHIuu;
M) pe3yJbTaThl aHAJIN3a cepUil papMalieBTUUECKOM CyOCTaHIINM;

H) IepeueHb CTaHAApPTHBIX OOpPAa3IOB WM BEUIECTB, HCIOIb3YyEMbIX IPHU

OCYIICCTBJIICHUN KOHTPOJIA Ka4CCTBA,



0) OIIMCaHUE XapaKTEepPUCTUK U CBOMCTB YMNAaKOBOYHBIX MAaTEpPUAIOB W

YKYTIOPOYHBIX CPEJICTB;
1) IaHHbIE O CTAOMIIBHOCTHU (hapMaleBTUYECKOM CyOCTaHINY;
P) CPOK TOJHOCTH;

1Y) B orHOWIEHHMM (apPMALEBTHUECKUX CYOCTaHIMM, BXOIANIUX B COCTAB
JIEKapCTBEHHOTO TMpernapaTa W BKIIOYEHHBIX B TOCYJapCTBEHHBIA  peecTp
JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHM CO cTaTtheil 34 HacTosimero deaepabHOro

3aKOHAa, - KOMHS JJOKYMEHTA, COJIEPKAIllero CASAYIONIYI0 HH(DOPMAITHIO:

a) HaMMEHOBaHMUEe (apMaleBTUUYECKONW CyOCTaHIIMU, €€ CTPYKTypa, oOiue

CBOMCTBA;
0) HAMMEHOBAHKE M a/IPEC MMPOU3BOIUTEIIS,
B) pe3yJIbTaThl aHAIM3a cepuid (papmarieBTUUECKoi cyOCTaHIINY;
T') CPOK TOAHOCTH;
(ITlyukt BBeneH - @enepanbHblil 3akoH oT 27.12.2019 Ne 462-D3)

2) AOKYMCHT, conepmamnﬁ ciaeayromue CBCACHUA O JICKAPCTBCHHOM

npemnapare ajid MCAUIUHCKOI0 IPUMCHCHUA:

a) OIMUCAaHUEC M COCTaB JICKAPCTBCHHOI'O IIpfrapara I MCAUIHUHCKOI'O

IPUMCHCHM,

0) onucanue QgapmareBTHIECKON pa3paboTku (000CHOBaHUE BHIOOpPA COCTaBa,

NEPBUYHON YIIAKOBKH U UHOTO);

B) TCXHOJIOTHUA IMPOU3BOJACTBA C OIMMCAHUCM CTa,Z[I/Iﬁ IMPpOMU3BOJACTBA N1 MCTOJ0B

KOHTPOJISl HA BCEX CTAUSAX MPOU3BOJICTBA;
) ONMUCAHUE KOHTPOJS KPUTUYECKHX CTaAuil Mpouecca NpOU3BOACTBA U
MIPOMEKYTOYHOU MPOAYKIIHNH;

1) HAUMEHOBaHME M  aJpec  MecTa  OCYyIIECTBICHHS  IPOU3BOACTBA
JIEKapCTBEHHOT'O Mpernapara Juisi MEIULIUHCKOIO NMPUMEHEHUsS (B Cilyyae HaJIWYus
HECKOJIbKUX YYaCTHHMKOB IpOIlecca MPOU3BOJICTBA HEOOXOIMMO yKa3aTh KaKJI0T0 U3

HUX);

) ¢hapMaleBTH4IeCKasi COBMECTUMOCTD;



) MUKPOOHOJIOTMUECKHUE XapaKTEPUCTUKHU;
3) MaTepHaIbHBIN OalaHC IS MPOU3BOACTBA CEPUU TOTOBOTO MIPOIYKTA;

M) OMMCAHUE XapaKTePUCTHUK U CBOMCTB YMNAKOBOYHBIX MAaTEpPHAIOB W
YKYIOPOYHBIX CPEICTB;
K) JOKYMEHTAJIbHOE MOATBEPKACHHUE (BalIMIallKs) IPOLIECCOB IPOU3BOICTBA U

(M) UX OICHKA;

7) TpeOOBaHMSI K Ka4yecTBY BCIOMOTATENbHBIX BEHIECTB (cepTU(UKAT,

crienu@uKaIys Ha BCIOMOTraTeIbHbIE BEIIECTBA M MX 000OCHOBAHUE);

M) AHAJIUTUYCCKUEC MCTOAWKH, MCIIOJB3YEMbIC IIPHU OCYHICCTBICHUN KOHTPOJIA

Ka4dye€CTBa BCIIOMOT'aTCJIbHBIX BCIIICCTB,

H) TOKYMEHTAJIbHOE IMOJATBEPXKIACHNE (BaIUAaIMsl) aHATUTHYECKUX METOJIHUK,

HCIIOJIb3YCMBIX IIPU OCYHICCTBJICHUU KOHTPOJIA KaU€CTBA BCIIOMOTATCJIIbHBIX BCUICCTB,

0) nndopmarus 00 HCTIOJIb30BaHUM BCIIOMOTaTEIIbHBIX BEIIECTB

YEeJI0BEYECKOTO U JKUBOTHOTO MPOUCXOKICHHS;
1) uHpopMalus 00 UCTIOIH30BAaHUU HOBBIX BCIIOMOTATEIIbHBIX BEIIECTB;

p) TpeOoBaHMs K KadyecTBY JIEKAPCTBEHHOIO Mpernapara s MEAUIHUHCKOTO
npuMeHeHus: (ceptudukar, crnenudpuKalus Ha JIEKapCTBEHHBIM Mpemapar U X

000CHOBaHUE);

C) AHAJIMTUYCCKUEC MCTOJAUKH, HMCIIOJIB3YCMBIC IIPH OCYIICCTBJIICHUN KOHTPOJIA

Ka4qCeCTBa JICKAPCTBCHHOI'O ITpcriaparta I MCAUIUHCKOTO IIPUMCHCHU A,

T) JOKYMEHTAJIbHOE TIOATBEP)KJICHHUE (BAMIANNS) AaHATUTHYCCKUX METOJHK,
HCTIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOJISI KA4€CTBA JIEKAPCTBEHHOTO Mpernapara

JUT METMIIUHCKOTO IPUMEHECHMUS,

y) pe3yJbTaThl ~ aHAJW30B  CEpUi  JIGKApCTBEHHOro  Ipemapara s

MEIUITTHCKOTO TPUMEHEHHUS;
¢) XxapakTepucTUKa MPUMECEH;

X) MNEpCUCHb CTAHAAPTHBIX O6p33HOB, HCIIOJIb3YCMbBIX IIpU OCYHICCTBJICHUU

KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOTI'O ITperiapaTta AJid MCAUITMHCKOI'O IPUMCHCHUS

I_I) JaHHBIC O CTaOMILHOCTHU JCKApCTBCHHOI'O IIpfriapara A MCOAUIIHUHCKOI'O

IPUMCHCHUA.



(Hactsp B penakmun DenepaibHOro 3aKkoHa oT 22.12.2014 Ne 429-D3)

6. Paznmen  ¢dapmakosorudeckor,  TOKCHMKOJIOTHYECKOW  JOKYMEHTAIlUH
BKJIFOYaeT B ceOs OTYETBI O Pe3yNbTaTax JOKIMHHYECKHX HCCICIOBAHMMI

JIEKapCTBEHHOTO CPEACTBA JJIs1 METUITMHCKOTO MTPUMEHEHHS, B TOM YHCIIEC:
1) otuer 0 papMaKOAMHAMUYICCKUX HUCCIICIOBAHMSIX;
2) otueT 0 (papMaKOKUHETUYECKUX MCCIICIOBAHUIX;
3) OTYET 0 TOKCUKOJIOTHUECKUX MCCIACTOBAHUSIX.

(Uacts BBeaeHa - ®enepanpubiii 3akoH oT 11.10.2010 Ne 271-D3; B penakuuu
®denepanpHOro 3akoHa oT 22.12.2014 No 429-D3)

7.Paznen KIMHWMYECKOHW MOKYMEHTAIlMd BKIIOYaeT B ce0S OTYETHl O
pe3ynbTaTtax KIMHUYECKUX HCCIEAOBAHMI JIEKAPCTBEHHOrO IMpenapara s

MCIUIHWHCKOTO ITPUMCHCHUS, B TOM YHUCJIC:

1) otueThl 00 WCCIEAOBAHUAX OWOJOCTYIMHOCTH W OHWO3KBUBAJICHTHOCTH,
UCCJICIOBAHUAX, YCTAHABIMBAIOUINX KOPPEISIMUIO0 PE3ylabTaTOB, IOIYYEHHBIX B

YCJIOBHUSX 1n VItro u in vivo;
2) oT4eTHI O (hapMaKOKUHETUIECKUX HCCIICIOBAHUSIX;
3) oT4eTsI 0 (hapMaKOAMHAMUYECKUX UCCIIEAOBAHMSIX;
4) oTYETHI O KIIMHUYECKUX UCCIIeIOBAHUAX (P (HEKTUBHOCTH U O€30MTACHOCTH;
5) oT4eT 0 MOCTPEruCTPAITMOHHOM OIBITE IPUMEHEHUS (TP HAIUYHN ).
(Uacts BBeneHa - DenepanbHblil 3akoH 0T 22.12.2014 No 429-D3)

8. TpeboBanuss kK 00beMy wWHpOpPMAIIMK, TMPEAOCTABIIEMON B COCTaBe
PETUCTPAIMOHHOTO JIOChE, ISl OTIEIbHBIX BHUJIOB JIEKAPCTBEHHBIX IMPENapaToB IS
MEIUITMHCKOTO TPUMEHEHHS YCTaHABIMBAIOTCS YIIOJHOMOYECHHBIM (eepabHbIM
OopraHoM wucHomHUTENbHOW Biacth. (Yacte BBeaeHa - denmepanbHBIH 3aKOH
o1 22.12.2014 Ne 429-D3)

9.B oTHOmIEHWHM JIEKAPCTBEHHBIX TMPEMapaTroB, Pa3pelmICHHBIX IS
MeIUMIMHCKOTO TpuMeHenus B Poccuiickoii deneparnun Oojiee ABaAIATH JIET U B
OTHOIIIEHUH KOTOPBIX HEBO3MOKHO IIPOBEJICHUE HCCIIEJOBAHUI X
OMOSKBHUBAJICHTHOCTH (3a HUCKJIIOYEHUEM OMOJIOTMYECKUX JIEKapCTBEHHBIX

IperapaToB), JOMYCKAaeTCs BKIIOUEHHE B COCTaB pazjena (papMaKoIOTHYECKOM,



TOKCHUKOJIOTUYECKOM JOKYMEHTAlUU U pa3jiena KIMHUYECKON TOKyMEHTallul BMECTO
oTyeTa pa3paboTyHKa O pe3yibTaTax COOCTBEHHBIX JOKIMHHUYECKHUX HCCIETOBAHUNA
JIEKapCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIIEeI0OBAaHHM JIeKapCTBEHHBIX MPEnapaToB
JUTST  MEIUIIMHCKOTO TpUMEHEeHHs o030pa HaydyHbIX paboT o pe3ynbTarax
JOKIMHUYECKUX  HCCIEAOBAHMM  JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKHX
UCCJIeIOBAaHUN TAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, B TOM YHCIIE BKIIOYAs OMbBIT UX
nocTperucTpaunuoHHoro mnpumeHenus. (Yacte BBeaena - denepaibHbll  3aKOH
oT 22.12.2014 Ne 429-03; B penakuuu OegepanbHoro 3akoHa ot 27.12.2019 Ne 475-
D3)

10. Ilpu rocymapCTBEHHOM PETUCTPAIIMH BOCIPOU3BEACHHBIX JEKAPCTBEHHBIX
penapaToB ISl MEAULIUHCKOTO MPUMEHEHHS JOIYCKAeTCs BKJIIOUYEHHE B COCTaB
paznena (hapMaKOJIOTHYECKOM, TOKCHUKOJIOTMYECKOM JOKYMEHTAalUd U paszzelia
KJIMHUYECKON JIOKYMEHTallud BMECTO OT4eTa pa3paboTuuMka O pe3yibTarax
COOCTBEHHBIX JOKIMHUYECKUX HCCIEAOBAHUNM JIEKAPCTBEHHBIX CpPEICTB 0030pa
Hay4YHBIX paboT O pe3ylbTaTaX JOKIMHUYECKHX HCCIENOBAaHUNA peepeHTHOro
JIEKApCTBEHHOTO IpernapaTa u npeACTaBICHUE BMECTO KIMHUYECKUX UCCIECOBAHUM B
MOJIHOM 00BhEeMe, YCTAaHOBIIEHHOM pa3/iesioM KIMHUYECKOW JTOKYMEHTAIlMH, OTYeTa O
pe3yJbTarax UCCIEOBAHUM OMOPKBUBAJICHTHOCTH BOCIIPOU3BEAEHHOTO
JIEKapCTBEHHOTO TMpemnapara g MEAUIMHCKOTo mnpuMeHeHus. He tpeOyercs
Npe/ICTaBIEHUE OT4YeTa O pe3yJbTaTax MCCIeJOBaHUN OHMOIKBUBAIIEHTHOCTH
BOCIIPOM3BEACHHOIO JIEKAPCTBEHHOT'O Mpenapara Al MEIUIUHCKOIO MPUMEHEHUS,
€CJIM  PETUCTPUPYIOTCA BOCHPOU3BEACHHBIE JIEKAPCTBEHHBIE IIpErapaThl  JUIs

MCIUIHUHCKOI'O MPUMCHCHUA, KOTOPLIC!

1) mpenHa3HAUEHBI I MAPEHTEPATBHOTO (ITOJKOKHOTO, BHYTPUMBIIIICYHOTO,
BHYTPUBEHHOIO,  BHYTPHUIVIA3HOTO,  BHYTPUIIOJIOCTHOIO,  BHYTPUCYCTaBHOTO,

BHYTPUKOPOHAPHOI'0) BBEJICHUS U MIPEICTABIISAIOT COOOM BOJHBIE PACTBOPHI;
2) IPEeNCTaBISIOT COOOHM pacTBOPHI IS IEPOPATBHOTO MTPUMEHEHHS;

3) npousBecHBl B (pOpME MOPOIIKOB HIIA JTHO(PHIN3ATOB JIJIS IPUTOTOBICHHS

pacTBOpOB;
4) SBISIOTCS Ta3aMH;

5) ABJAIOTCA  YHIHBIMM HWJIM  TJIAQ3HBIMH  JICKAPCTBCHHBIMHA  IIPCIIapaTaMu,

POU3BEACHHBIMU B (OPME BOJAHBIX PACTBOPOB;



6) npenHa3HAYEHBI JUII MECTHOTO NPUMEHEHUS M TMPUTOTOBJICHBI B (hopme

BOJHBIX PaCTBOPOB;

7) penCcTaBIAOT CcOOOM BOJHBIC PACTBOPHI I HCIOJIL30BaHUA B (hopme
UHTAIALIMA C TIOMOIIbI0 HeOynaizepa WM B KayeCTBE HAa3albHBIX CIIPEEB,

IPUMEHSIEMBIX C TIOMOIIBIO CXOJIHBIX YCTPONCTB.
(UacTtp BBeaeHa - DeaepanbHblil 3akoH 0T 22.12.2014 Ne 429-D3)

11. Jlnsa ciygaeB, ykazaHHBIX B yHKTax 1 - 3,5 - 7 gactu 10 HacTosIIICH CTATHH,
BOCIIPOU3BEACHHBIA JIEKAPCTBEHHBIN TMpenapar Ajisi MEIULIHUHCKOTO TPUMEHEHHS
JIOJIKEH COJIEPKATh TaKKe K€ BCIIOMOTaTEIbHbIE BEILIECTBA B TAKUX K€ KOJIMYECTBAX,
KaK ¥ pedepeHTHBIN JieKapCTBeHHbIM mpenapar. Ecin cocTaBbl BCIOMOTaTENbHBIX
BEIIECTB Pa3IMYalOTCA, 3asIBUTENb JOJDKEH IMPEICTaBUTh JOKAa3aTelIbCTBA TOTO, UTO
UCIIOJIb3yEeMbI€ B JAHHBIX KOHIIEHTPAIUAX BCIIOMOTATEIbHBIC BEIIECTBA HE BIUAIOT HA
O0eszomacHocTh ®  (wiH) d3(PGEKTUBHOCTh JICKAPCTBEHHOTO Iperapara s
MEIUIIMHCKOTO MpuMeHeHus. B citydae, eciv 3asBUTEIh HE MOKET MPECTABUThH TAKHE
JI0Ka3aTenbCTBA U (WJIM) HE UMEET I0CTYTa K COOTBETCTBYIOIIMM JIAHHBIM, OH JIOJKEH
IPOBECTH COOTBETCTBYIOIIME MCCIECIOBAaHUS JJId JIOKa3aTelIbCTBA OTCYTCTBUS
BJIUSIHUSL Pa3HBIX BCIIOMOTaTENbHBIX BEIIECTB MM BCIIOMOTaTEIbHBIX YCTPOMCTB Ha
oezonacHocTh # (W) dSPGEKTUBHOCTH JICKAPCTBEHHOTO Iperapara s
MEIUITMHCKOTO MPUMEHEHHSI B COOTBETCTBHM C aKTaMH, COCTABJISIONIUMHU IPaBO
EBpaszuiickoro skoHomuueckoro coro3a. (Hacte BBeneHa - DenepanbHblil 3aKOH
ot 22.12.2014 Ne 429-03) (B penakuumn denepaibHOro 3aKOHa
ot 22.12.2020 Ne 444-D3)

12. Tlpu roCyapCTBEHHON perucTpanuu KOMOUWHAIUH paHee
3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMAPATOB JIJISI MEAUIIMHCKOTO TIPUMEHEHHUSI
JIOITY CKaeTCsI BKITIOUCHHE B cocTaB  pasjena (hapMaKkoIOTHIECKOM,
TOKCUKOJIOTUIECKOW TJOKYMEHTAITUH U pa3/iesia KIMHUYECKON JOKYMEHTAIIMA BMECTO
oTdeTa pa3paboTUMKa O pe3yibTaTaX COOCTBEHHBIX MOKIMHUYECKUX HCCIICTOBAHUN
JIEKApCTBEHHBIX CPEACTB 0030pa HAay4HBIX PAabOT O pe3yibTaTax MOKIMHHYECKUX
UCClIeIoBaHul pedepeHTHBIX JICKAPCTBEHHBIX MPEMapaToB, BXOJSANIUX B COCTaB
KOMOHMHAITUHU JICKAaPCTBEHHBIX IMPENapaTroB, U 00 OTCYTCTBUU WX B3aMMOJICHCTBUS B
omHoi  nekapctBeHHOW ¢opme. (Yacte  BBemeHa- ®DeaepanbHBI  3aKOH
o1 22.12.2014 Ne 429-D3)



13. Ha »skcrepTu3y pasiudHBIX JIEKAPCTBEHHBIX ()OPM OJHOTO M TOTO JKE
JIEKapCTBEHHOI'O0  Mpemnapara il  MEAUUMHCKOTO  IMPUMEHEHHS  3asBUTEIb
MPEJCTABISAET OTACIbHBIC 3aSBICHUS M PETUCTPAMOHHBIE JOChE HA KAXKIYIO
JexapcTBeHHY0 (popmy. [Ipu yciaoBum oTHOBpEMEHHOM MOIa4H HA SKCIIEPTU3Y OJAHOU
JIEKapCTBEHHON (OPMBI C Pa3IUYHBIMH JTO3UPOBKOH, KOHIICHTpamued, o0beMoM
3asBUTENB IPEACTABIISIET OJTHO 3a5IBJICHUE U PETUCTPALIMOHHOE 10CHE C MPUIIOKEHUEM
MaKETOB YIIAaKOBOK Ha KXIYIO JTO3UPOBKY, KOKIYI0 KOHIIEHTPAIHIO, KaXKIbIi 00beM

U KaXJ0€ KOJUYecTBO 103 B ymnakoBke. (Yactb BBeaeHa - denepaibHbli 3aKOH
o1 22.12.2014 Ne 429-D3)

14. Tlpu roCymapCTBEHHOM perucTpamuu Op(aHHOTO  JIEKAPCTBEHHOTO
mpernapara  3asBUTENIb  IPEJICTaBIseT HHPOPMAIHMIO, HEOOXOAUMYIO  JUISA
dbopMupoBaHUs pa3jena KIMHHYECKOW TOKYMEHTAIMH, B 00BbEME, YCTaHOBICHHOM
YIOJHOMOYEHHBIM  (he/lepalIbHBIM OpPTaHOM HCIIOTHUTENbHON Biactu. (Yacth
BBenieHa - DenepanbHbIl 3aK0H OT 22.12.2014 No 429-D3)

15.Tlpu  peructpanmuu  OUOJOTMYECKOTO  JICKAPCTBEHHOTO  Mpernapara,
MOJIyYEHHOT'O W3 KPOBH, IUIa3Mbl KPOBH YEJIOBEKAa, B COCTABE PETUCTPALMOHHOIO
JI0OChE Ha JIEKAPCTBEHHBIN Mpenapar i MEAUIIMHCKOTO MPUMEHEHUS JOKHBI ObITh

NpcACTaBJICHLI JOITOJIHUTCIIBHO!

1) B pasnene AOKyMEHTAIlMM aJMHHHUCTPATUBHOTO XapakTepa JOKYMEHT,
coaepxkamuii nHGopmaIuio o cyobekTax oOpalieHuss TOHOPCKONW KPOBHU U (WJH) ee
KOMITIOHEHTOB, O TOM, T/ie OblIa OCYIIECTBIEHA JOHAIMsA (KPOBU U (WMJIM) TUIa3MBI
KpOBH), a Takke JaHHble 00 WH(PEKIMOHHBIX 3a00JIEBAHUSAX, TEPEAAIOITIXCS
napeHTepaIbHbIM IyTeM, HHPOpMalus 0 CyObeKkTax oOpalieH s JOHOPCKONW KpOBU U
(uM) ee KOMIIOHEHTOB, B OTHOIIEHMH KOTOPBIX OCYIIECTBISIETCS KOHTPOJIb

JIOHOPCKOM KPOBH U (MJIM) €€ KOMIIOHEHTOB;

2)B  paznmene  XUMHUYCCKOW, (apMaleBTHYECKOH U OHOJIOrMYEeCcKOM
JIOKyMEHTAITNH:

a) KpUTEpUU U CIOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPAHEHHUS JOHOPCKOM

KpPOBHU U (WJIM) €€ KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIIEIOBAHNN OTOOPAHHBIX JOHOPCKOM KPOBH M (MJIN) TUIA3MBI
KPOBHU M IYJIOB Ha HaJMYue BO30yauTenei mHpeKkui, BKIOYas UHPOpMaLUO 00

HUCIIOJIB30BAHHBIX METOJHUKAX I/ICCJIGI[OBaHI/Iﬁ n B ClIyda€ HCCICIOBaHUsA ITYJIOB



IJ1a3Mbl  KPOBU pE3yJbTaThl JOKYMEHTAJbHOTO MOATBEPKIACHUS (BaJIUJALUN)

HCIIOJIB30BAHHBIX MCTOAHNK,

B) TEXHUYECKHE XAPAKTEPUCTUKH YMAKOBKH IJiI 0TOOpa JOHOPCKOW KPOBU H
(unu) TIa3Mbl KPOBH, BKJIOYas HMHQOpMaIKio 00 MCIOJIb30BAaHHBIX pPACTBOpaX

AHTUKOAT'YJITHTOB.
(UacTtp BBeaeHa - DeaepanbHblil 3akoH 0T 22.12.2014 Ne 429-D3)

16. Knuanueckue  MCCIEIOBaHMWS  JICKAPCTBEHHOTO  Mperapara s
MEIULIHHCKOTO NPUMEHEHHUS B LIEJISIX €r0 TOCYAAPCTBEHHON PErUCTPALUU POBOASATCSA
B Poccuiickoit denepannu B OPSAKE, yCTAHOBIEHHOM CTaThsIMHU 38 - 44 HacTOAILIErO
deaepabHOrO 3aKk0HA. OTUET O IPOBEACHHBIX UCCIIEIOBAHMIX BKIIFOUYAETCS B COCTaB
paszaena KJIMHUYECKOW JOKYMEHTAMU PETUCTPALMOHHOTO JI0ChE HA JIEKAPCTBEHHBIN
npenapar Uisi MEIULIHUHCKOTO NMpUMEHeHUus. [[1s JeKkapCTBEHHBIX MpenapaTtoB AJis
MEIMLIHUHCKOTO TPUMEHEHHs, B OTHOIIEHUU KOTOPBIX B PE3YJbTATE 3KCIEPTU3BI
JOKYMEHTOB, MPEACTABICHHBIX ISl ONPEAEICHUsT BO3MOYKHOCTH pPACCMaTPUBATH
JIEKapCTBEHHBIN MpenapaT AJii MEIUIUMHCKOTO MPUMEHEHHs B KauecTBe OphaHHOTO
JIEKapCTBEHHOTO Mpenapara, Takasi BO3SMOXHOCTh PU3HAHA U B OTHOIIEHUH KOTOPBIX
IIPOBEJEHBI KIMHUYECKHE UCCIIEIOBAaHMs, BBIIIOJHEHHbIE 3a IIpeAenamMu Poccuiickoi
®depepaliii B COOTBETCTBUU C TIpaBUJIaMU HaJUJIeKaIeH J1abopaTOPHON NPAKTUKU U
MpaBUJIaMH HaJJIeXKallell KIMHUYECKON IPAKTUKH, TIOMTyCKAETCs BKIIOUEHHE B COCTaB
paszena KJIMHUYECKOW JOKYMEHTAllMd BMECTO OTYETa O pe3yJsibTaTaX KIMHUYECKUX
UCCIEOBAaHUN JIGKAPCTBEHHOrO0 Tpernapara sl MEIUUUHCKOTO IPUMEHEHUS,
nmpoBeneHHbIX B Poccuiickon dPenepannu, OoT4eTa O pPE3yJIbTaTax KIMHAYECKUX
HCCIIEIOBAHUM,  BBINOJHEHHBIX 3a Ipenenamu  Poccuiickon — Denepauum.
(UacTte BBeneHa - DenepanbHblil 3akoH oT 22.12.2014 Ne 429-D3)

17.B cnywyae HempeacTaBleHHs C 3asBIEHHEM O TOCYAapCTBEHHOMU
perucTpauuy JEKapCTBEHHOI'O IMpernapara s MEAMIMHCKOrO IPUMEHEHHS
JIOKYMEHTOB, MTOATBEPAKAAIOIINX YIUIATY TOCYJaPCTBEHHOW MONUIMHBI U YKa3aHHBIX B
nyHkTe 10 yactu 2 HaACTOSIIEH CTaTbH, a TAKXKE BBIJIABAEMbIX (IIPEIOCTABIISIEMBIX)
YIOJHOMOYEHHBIMU (heJiepalIbHBIMU OPraHaMU UCTIOJTHUTENBHON BIACTH IOKYMEHTOB
(cBeneHuii), yKa3aHHBIX B TyHKTaXx 3 W 4 dyacTu 4 HACTOAIIEH CTaThH,
YIOJHOMOYEHHBIN (eepaibHblii OpraH HUCHOJHUTEIBLHOW BIIACTH 3ampaiinBaeT

YKAa3aHHbIC JOKYMCHTBI (CBC,Z[CHI/I}I) B MOopAAKE MCXKBCIOMCTBCHHOI'O



uHpopmaloHHoro B3aumozeiicTBus. (Yactb BBeneHa - DenepalibHbIl  3aKOH
ot 22.12.2014 Ne 429-®3) (B penaKuuu denepaabHOTO 3aKOHA
ot 27.12.2019 Ne 478-D3)

18. He momyckaeTcsi MCIOIb30BaHNE B KOMMEPUYECKUX IEIIX HHPOPMAIIUU O
pe3ynbTaTax  JOKIMHUYECKHUX  MCCIEJOBAHUN  JIGKAPCTBEHHBIX  CPEJICTB U
KIIMHUYECKUX WCCJIEJOBAHUMN JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO
MPUMEHEHHMS], TPEJCTABICHHON 3asgBUTEIEM [Jisi TOCYAapCTBEHHOM perucTpanuu
JIEKApCTBEHHOTO TMpernapara, 0e3 €ero corjacus B TEUYEHHE IIECTH JIET C JaThl
TOCYJIapCTBEHHOW pErucTpalud pePepeHTHOTO JEKapCTBEHHOTO IIperapara B
Poccniickon denepanuu. (Yactp BBEJICHA - ®denepanbHbIN 3aKOH
o1 22.12.2014 Ne 429-D3)

19. Jlepkatens ~ WiaW  BIAJENel]  PETUCTPAIMOHHOTO  YIOCTOBEpPEHHS
JICKapCTBEHHOTO  TIpemapara Ha  OWOTEXHOJOTMYECKMH  wiu  opQaHHBIN
JICKapCTBEHHBIN TIpernapaT 00s3aH MPEAOCTABIAT, Ha BO3ME3IHONW OCHOBE 00pa3Ilhl
pedepeHTHOr0  JICKapCTBEHHOTO  IIpermapaTa 3asBUTCISIM  JUIS  MPOBEICHHUS
KIIMHAYECKUX uccieaoBanuii. CTOMMOCTh 00pa3iia pe)epeHTHOTO JIeKapCTBEHHOTO
mpenapara, BKJIIOYEHHOTO B TIEPEUYCHb >KM3HCHHO HEOOXOJMMBIX W BaKHEHIIIHMX
JIEKApCTBEHHBIX TpenapaToB, HE JOJDKHA TMPEBBIIMIATh 3apPETUCTPUPOBAHHYIO
npeIeTbHYI0 OTITYCKHYIO IIeHYy Ha peepeHTHBIHN JIeKapCTBEHHBIN MpernapaT Wil IeHy
Ha JICKapCTBEHHBIM TMpemapar B cTpaHe mpoumsBoaurtens. (YacTte BBeneHa -
®denepanbHbii 3aK0H OT 22.12.2014 No 429-D3)

20. 3asBieHne O TOCYAApCTBEHHOW PETUCTPALMU  BOCIPOU3BEAECHHOTO
JIEKapCTBEHHOTO Ipernapara JUisi MEAULIMHCKOTO IPUMEHEHNS MOXKET ObITh MOJJaHO B
YIOJIHOMOYEHHBIN (pe1epalIbHbII OpraH UCTIOJIHUTEIbHON BIIACTH, OCYLIECTBIIIOIINI
rOCYJJapCTBEHHYI0 PpErucTpalio JIEKAPCTBEHHBIX IIPENapaToB, MO HCTEYEHHUH
YeThIPEX JIET C JaThl TOCYIaPCTBEHHOM perucrpanuu peQepeHTHOro JeKapCTBEHHOTO
npenapata B Poccuiickoit ®Denepanuu. (Hacte BBeneHa - dDenepanbHbld 3aKOH
o1 22.12.2014 Ne 429-®3)

21.3asBiieHHe O  TOCYJApCTBEHHOW  perucTpanud  OWOaHAJIOTOBOTO
(6uorog00HOr0) JEKapCTBEHHOTO Mpenapara (OmoaHaaora) MOXKET OBITh MOJAHO B
YIOJHOMOYEHHBIN (heiepaibHbIN OPTaH UCTIOJHUTEIFHON BIACTH, OCYIIECTBISIONINN

roCyJapCTBCHHYIO PCTUCTPAINIO JICKAPCTBCHHLIX IMPCIIAPATOB, IIO MCTCUCHUU TPCX



JeT ¢ JaThl TOCYJapCTBEHHOM perucrpauud peQepeHTHOro JEKapCTBEHHOTO
npenapata B Poccuiickoit ®eneparuu. (Yacts BBeaeHa - DenepalibHbId 3aKOH
o1 22.12.2014 Ne 429-D3)

22. Jlep>xatenb WA BAAQACNEN]  PETUCTPAIMOHHOTO  yJIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara MpeCcTaBisieT B YIIOJIHOMOUYCHHBIN (he/lepaibHbI OpraH
UCIIOJIHUTEIbHON BJIACTH, OCYLIECTBISIOMUN (PYHKIUU 1O KOHTPOJIIO U HAA30pPy B
cdepe 31paBoOXpaHEHHs, OTUET 10 pe3yibTataM papMaKoHaI30pa OJUH pa3 B IIECTh
MECSLIEB B TEUEHUE ABYX JIET M1OCJE TOCYJaPCTBEHHOM PErucTpaluy JEKapCTBEHHOTO
npenapara B Poccuiickon denepannu, €KEroaHO B TEUEHUE MOCIEAYOIUX TPEX JET

U B JalbHEeM oauH pa3 B mATh JeT. (HacTte BBeaeHa - PDenepanbHbIl 3aKOH
oT 22.12.2014 Ne 429-03)

Crarbs 19. [IpunsiTue pemieHus 0 BbiAaue IKCIEPTHOMY YUpPeKICHUI0
3aJaHMsl HA NIPOBeJdeHNEe IKCIIEPTU3HI JIEKAPCTBEHHOI 0
cpeacTBa

1. B Teuenme pgecsaTH pabouux AHEH CO JHSA TPUHATHS 3asBICHHUS O
rOCyJapCTBEHHOM PErucTpalMu JEKAPCTBEHHOTO Ipenapara COOTBETCTBYIOLINN
YIOJHOMOYEHHBIN  (efepanbHblii OpraH MCHOJHUTEIBHOW BJIACTH MPOBOJUT
IIPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH U MPABMIBHOCTH OPOPMIICHUS MPEICTABICHHBIX
JIOKYMEHTOB PETUCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIN IIpenapaT U IPUHUMAET
pelIeHre o Bblave 3aJaHus Ha IPOBE/ICHUE:

1) sKcrepTU3bI TOKYMEHTOB, IPECTABICHHBIX /IS ONPEACICHHS BO3MOKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Ipernapar sl MEIUIMHCKOrO INPUMEHEHUS IIpHU
OCYILIECTBJICHUH TOCYJapCTBEHHOM  pErucTpallud B  KadecTBE  OpQaHHOTrO
JIEKAPCTBEHHOTO IIpernapara;

2) 9KCIIEPTU3bl JIGKAPCTBEHHOTO CPEJICTBA B YACTH OJKCIEPTHU3bI KadyecTBa
JIEKapCTBEHHOI'0 CPEJACTBA M DSKCIEPTHU3bl OTHOLICHUS OKHIAEMOM TMOJIb3bl K
BO3MOKHOMY PHCKY IPUMEHEHMS JIEKQpCTBEHHOI'O Mpenapara Uisi MEIUIMHCKOIO

IIPUMCHCHM,



3) aKCIepTU3bl JIGKAPCTBEHHOTO CPEJICTBA B YACTH OSKCIEPTU3bI KadyecTBa
JIEKAPCTBEHHOTO CPEACTBA M OKCIEPTU3bl OTHOILUEHUS OXXUJAEMOW IIOJb3bl K
BO3MOKHOMY PHUCKY IIPUMEHEHMS JIEKQpCTBEHHOI'O Ipernapara Uisi MEIUIMHCKOIO
IIPUMEHEHHUSI B TNOPSAKE YCKOPEHHOM NPOUEAYyPhl 3KCHEPTU3bI JIEKAPCTBEHHBIX

CPEIICTB B COOTBETCTBUU CO cTaThel 26 HacTosmiero denepaibHOro 3aK0Ha;

4) KCIepTU3bl JIGKAPCTBEHHOI'O CPEJICTBA B OTHOIICHHUH JICKAPCTBEHHOI'O

nmpenapara Jjisi BETCPUHAPHOT O IIPUMCHCHU.

2. YIIOMTHOMOYCHHBIN  (enepanbHbli  OpraH  HCIOJTHUTEIBHON  BJIACTU
YBEJOMJIIET B DJJEKTPOHHOU (GopMe WM Ha OyMa)XHOM HOCHUTENE 3asiBUTEN U
JKCIIEPTHOE YUYPEKICHUE O NMPUHATOM PELICHUM O BbIJAYE 3aJaHUK Ha IPOBEICHUE
DKCHEPTHU3, IPEAYCMOTPEHHBIX 4YacThlo | Hacrosmel cratbd, W B Ciydae
HEOOXOIMMOCTH O BbIJaue paspeuieHuss Ha BBO3 B Poccuiickyro Pexnepannio
KOHKPETHOM NapTUH, CEpUU 3apETUCTPUPOBAHHBIX U (WJIM) HE3aPETHMCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB WU 00 OTKa3e B MPOBEICHUH MPETyCMOTPEHHBIX IKCIIEPTH3

C YKa3aHUEM NPUYMH TAKOTO OTKa3a.

3. B ciydae BbISIBIEHUS OTCYTCTBUS WJIM HEIOCTOBEPHOCTH HH(OpMALNH,
colepXKalllelicss B IIPEACTABIICHHBIX 3asiBHUTEIEM [JOKYMEHTaX, YIOJHOMOYEHHBIN
(denepanbHblil OpraH WCIOJHUTEIBbHON BIACTU HAIPaBJISET 3asBUTENIO 3ampoc 00
YTOYHEHUU 3TOoM HH(OpMauu (Janee - 3ampoc yHOJIHOMOUYEHHOTo (eaepantbHOro
OpraHa UCIOJIHUTEIbHOM BIACTH), KOTOPBIA MOXKET OBITh IIEPEIAH YIIOJIHOMOYEHHOMY
IIPEICTABUTENIO 3asiBUTENS JIMYHO IOJl PACIMCKY, HANPABIEH IO MOYTE 3aKa3HbIM
MCHbMOM WJIM TIEpe/iaH B JIEKTPOHHOH (popMe Mo TeNeKOMMYHHUKAIIMOHHBIM KaHajlaM
cBs3M. B ciyuae HampaBieHMs 3ampoca YIOJIHOMOYEHHOIO (hefepajibHOro opraHa
VCIIOJTHUTEIBHOM BJIACTH IO MOYTE 3aKa3HBIM MUCBMOM OH CUMTAETCS ITOJyYEHHBIM

10 UICTCUCHHNHU ICCTU I[Heﬁ C AaTbl HAITPABJICHUS 3daKa3HOI'O ITMCbMaA.

4, 3asgBuTens 0053aH TPEACTaBUTH OTBET HA 3alpoCc YMHOJIHOMOYEHHOTO
dbenepaTbHOTO OpraHa MCIOJMHUTEIBHOW BIACTH B CPOK, HE MPEBBIMIAOITHI
JeBsTHOCTa pabo4mx JHEW co AHs ero moiydenus. Cpok, yka3aHHBIM B dacTu |
HACTOSIIEN CTaThU, MPUOCTAHABIMBACTCS CO JHS HAIPABIICHUS 3asABUTEIIIO 3aIpoca
YIOJHOMOYEHHOT0  (he/lepaJbHOr0 OpraHa UCIOJIHUTEIBHOM BJIACTH IO JIHS

MMOJIyYCHHUA UM COOTBETCTBYIOIICTO OTBETA.



5. OcHOBaHHEM [IJIs OTKa3a B OpraHu3allM 3KCIEPTHU3, MPEeayCMOTPEHHBIX
yacThl0 1 HacTosled cTaTby, SBISETCS MPEACTaBICHUE HEOOXOAUMBIX JUIs
IPOBEJICHUS MPENYCMOTPEHHBIX IKCIEPTU3 JOKYMEHTOB B HEIMOJHOM OOBEME WIIU
HEIPEJCTABICHUE 3afABUTEIEM B YCTAHOBICHHBIM CpPOK OTBETa Ha 3ampoc
YIOJHOMOYEHHOTO (helepalIbHOTO0 OpraHa WCIOTHUTEIbHON BIACTH, a TaKkKe
NpEACTAaBICHUE JOKYMEHTOB, HE COACpPKAIIUX HCUYEPHBIBAIOIIETO IEPEYHS

HEOOXOIMMBIX CBEIECHU.

6. Ilpu oTkaze B OpraHu3aluu SKCIEPTHU3bI, MPEIyCMOTPEHHOH MyHKTOM 4
yacTl |1 HAcTOsIIEeN CTaTbU, TOKYMEHTBI, BXOJAIIME B COCTAB PErHCTPALIMOHHOIO
JI0OChE Ha JICKApCTBEHHBIN Mpemnapar Al BETEPUHAPHOTO TMPUMEHEHHS, MOTYT OBITh
BO3BPAILICHBI 3aBUTEIIO HA OCHOBAHUU €0 IIMCBMEHHOI0 3aIpOCca, HANPABJIECHHOTO B
YIOJHOMOYEHHBIN (enepanbHbIi OpraH HMCIOJHUTEIBHOM BIACTU B TEUYEHUE
TPUALIATUA pabOUUX AHEH CO IHA MPUHATHS YIIOJTHOMOYEHHBIM (PeiepaibHbIM OPTraHOM
UCIIOJIHUTEIBbHOM BJIACTH pelIeHus 00 OTKa3e B OpPraHM3alMU TaKOW SKCIIEPTHU3bI.
YnonHOMOYEHHBIN (efepanbHbIi OpraH HCHOJHUTENLHOM BJIAcTH BO3BpAIaeT
3asBUTENIO YKa3aHHBIE JOKYMEHTHl B TEUEHHE NeCATH paboumx OHEW co JHS
MOJIYYEHHUS COOTBETCTBYIOIIETO 3anpoca 3asBureiid. (HacTs BBeAeHa - DenepanbHbIi
3akoH oT 02.08.2019 Ne 297-D3)

(Crates B penakmuu denepanbHoro 3akoHa ot 22.12.2014 No 429-D3)

Cratbs 20. JkcnepTu3a 10KYyMEHTOB, IPEACTABJICHHBIX /JIs1 ONpeesIeHUs
BO3MOKHOCTH PacCMAaTPHBATh JIEKAPCTBEHHbIN NMpenapar AJsi
MeIMIMHCKOI0 IPMMEHEHHS NIPU OCYLIeCTBJICHUH
roCyJapCTBEHHOM pPerucTpanum B Kayecrse oppaHHOIO

JEKAPCTBCHHOI0O IIpemapara

1. Dkcneprr3a JOKYMEHTOB, IPEICTABICHHBIX JIJIsl ONIPEAEIICHUS BO3MOKHOCTH
paccMarpuBaTh JICKAPCTBEHHBIM TMpenapaTr Jid MEIUIMHCKOIO MPUMEHEHHUS MpH
OCYIIECTBICHUN TOCYJAapCTBEHHOW pErucTpallud B  KadecTBE  OpQaHHOTO
JIEKApCTBEHHOTO Tpenapara, COCTABICHHUE KOMHUCCHEH SKCIEpPTOB 3aKIIOYEHUS O
BO3MOKHOCTH WJIM HEBO3MO>KHOCTH PAacCMATpPUBATh JICKAPCTBEHHBIN Ipenapar i

MCINIMWHCKOI'O IPUMCHCHUS IIPHU OCYHICCTBJICHUN FOCYI[apCTBGHHOﬁ perucTtpanuu B



KadyecTBe Op(aHHOTO JIEKApCTBEHHOTO TIpenapara ¢ HalpaBiIeHUE JaHHOTO
3aKJTFOYCHUS] B YMOJHOMOYEHHBIM (eepalbHbIl OpraH HCIOJTHUTEIbHON BIIACTH
OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMAINUNA TPUIIATH pabounx THEH CO JIHS
MOJIYYCHHsI SKCIIEPTHBIM YUPEXKIACHUEM 3aJaHUs YIIOJTHOMOUYEHHOTO (eaepaabHOro
OpraHa HWCIOJHUTEILHONW BIIACTH M B D3JICKTPOHHOW (opMe Wi Ha OyMa)KHBIX
HOCHUTEJISIX HEOOXOIUMBIX JOKYMEHTOB, YKa3aHHBIX B IMyHKTax 1, 2, 5, 6, 10 wactu 4

v B yactu 7 ctatbu 18 HacTosiiero deaepaibHOro 3aKoHa.

2. JIOKyMeHTBHI, cofiepKallliecs: B PETUCTPAllMOHHOM JTOChE Ha JIEKapPCTBEHHBIH
npernapar U MOCTYNHBIINE Ha OYMa)KHBIX HOCUTENSAX B OKCIIEPTHOE YUPEKICHUE IS
OCYWIECTBIIEHUSI MX 3KCIEPTU3bl Ui OINPENEIICHUS BO3MOKHOCTH PAacCMaTPUBATh
JIEKapCTBEHHBIN MpemnapaT AJii MEAULUHCKOTO MPUMEHEHHs B KauecTBe OphaHHOTO
JIEKapCTBEHHOTO Ipenapara, MoAJie’kaT BO3BpaTy B YIIOJIHOMOUYEHHbIN (peepanbHbIi
OpraH HCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSIMU COOTBETCTBYIOIINX

9KCIICPTH3.

(Cratps B penakiun denepanpaoro 3akoHa oT 22.12.2014 No 429-D3)

Cratbi 21. PemieHue 0 BO3MOKHOCTH PacCMATPUBAThH JIEKAPCTBEHHbIN
npenapar npu ocyumecTBJIeHUHN roCyIapCTBEHHON perucTpanuu

B KauecTBe OP(aHHOTO0 JIEKAPCTBEHHOT0 Mpenapara

1. B cpok, He mpeBbIIIAIOMIMNA MATH paboyux AHEW CO JHS TMOJTYyYeHHS
3aKJIF0YEHMS], YKa3aHHOro B yacTu | crarbu 20 Hacrosmero denepaibHOro 3aKoHa,
YHOJHOMOYEHHBIN (efepaabHblii OpraH HWCIMOJHUTEIHLHON BJIACTH OCYIIECTBISET
OLICHKY MOJy4EHHOI'0 3aKJIFOUCHUS IS ONPEAEICHUS €TI0 COOTBETCTBUSA 3aJaHUI0 Ha
IIPOBEJECHUE COOTBETCTBYIOLIEH SKCIIEPTU3BI U YBEAOMIIAET 3aBUTEIIS B JIIEKTPOHHOU
dopme M Ha OyMa)KHOM HOCHUTEJNE O PE3yJibTaTax IMPOBEJACHHON 3KCHEPTU3BI C
IIPUIIOKEHUEM KOIINH DKCIEPTHOTO 3aKJIIOYEHHUS (c COXpPaHEHUEM
KOHQUACHINATBHOCTH HMHQOpPMAIlMM O COCTaBe OJKCIEPTHOM KOMHCCHHM) U O
BO3MOKHOCTH HJIM HEBO3MOKHOCTH PacCMATpUBATh JICKAPCTBEHHBIN IIpenapar it
MEIULUHCKOIO IIPUMEHEHHUS IIPU OCYILECTBJICHUU I'OCYAAPCTBEHHON PErucTpanuu B

KauecTBe Op(haHHOTrO JIEKaPCTBEHHOTO Ipernapara.



2.1lpu BbIHECEHMH KOMHCCHEH OJKCIEPTOB 3aKIIOYCHHS O BO3MOXKHOCTH
paccMarpuBaTh JICKAPCTBEHHBIM IIpenapar Uil MEIULMHCKOIO INPUMEHEHHUS IpU
OCYIIECTBJICHHMH TOCYJapCTBEHHOW perucrpaluu B  KadecTBe  Op¢aHHOTrO
JIEKapCTBEHHOI'O rnpenapara YIIOJTHOMOYEHHBIN dbenepanbHBIi opraH
WCTIOJIHUTEIFHOM BJIACTU B CPOK, HE MPEBBIMIAIOIINN MATH pabO4YMX THEH CO JHS
MOJYyYEeHUsI JAHHOTO 3aKIIOYCHMS, NMPUHUMAET PELICHHWE O BbLAAYE 3aJaHUs Ha
IIPOBEICHUE DKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEACTBA U OKCIIEPTU3bI
OTHOILICHUS 0KUJAEMOM TI0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOT O
npenapara JUisi MEJULUHCKOTO INPUMEHEHUS B MOPSAJIKE YCKOPEHHOM IPOLIENYpPBI
DKCIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUHU CO CTaThbel 26 HACTOSIIETO

denepanbHOro 3aK0HA.

3.B cnyuae npuHATHS peumieHUS O HEBO3MOXHOCTH paccMaTpuUBaTh
JIEKapCTBEHHBIN Mpenapar uisi MEIULHUHCKOTO MPUMEHEHUsI IPU rocyJapCTBEHHOM
perucTpanuu B KadecTBe op(haHHOTO JIEKAPCTBEHHOTO Mpernapara ynoJIHOMOYEHHBIH
(denepanpHblii  OpraH  HCIOJHUTEIBHOM  BIACTU  MpEKpallaeT  Opoueaypy
rOCYJIapCTBEHHOM pErucTpanuy JEKApCTBEHHOTO IpenapaTa. 3asBUTEIb BIIPABE
o0OpaTUTBCS B PETUCTPUPYIOIIMA OpraH ¢ 3asBIEHHEM O TOCYAapCTBEHHOMN
pEerucTpanuy yKa3aHHOIO JEKApCTBEHHOTO MTpenapaTa B COOTBETCTBHH CO CTaTheil 18

HaCcTOAIICIO CDGI[GpEU'IBHOFO 3aKOHa.

(Crates B penakmuu denepanbHoro 3akoHa ot 22.12.2014 No 429-D3)

Cratbia 22.

(YTpaTtnaa cuiy - @egepajibHblii 3ak0H 0T 22.12.2014 Ne 429-P3)

Crarbs 23. 3Kcnean3a KavdeCTBa JICKAPCTBCHHOI'O CPpEACTBAa U
IKCIEPTHU3A OTHOLUICHUSA 0KHIA€MOM I0JIb3bI K BO3MOKHOMY
PUCKY IPUMCHCHHUA JCKAPCTBCHHOI'0 IIpenapara aJasd

MEIUIHHCKOIO IIPUMEHCHUSA

1. 3KCHepTI/I3a Ka4deCTBa JICKAPCTBCHHOI'O CPCACTBA U SKCIICPTHU3a OTHOIICHUA

O)KPII[&GMOIZ IMOJIB3bI K BOBMOXXHOMY PHUCKY NPUMCHCHUA JICKAPCTBCHHOI'O IIpeIiapara



JUISL MEJULIMHCKOTO IIPUMEHEHMS], COCTABIEHUE KOMHUCCUSIMH dKCIIEPTOB 3aKIOYEHUN
[0 pe3yJIbTaTaM IMPOBEJCHHBIX HKCIEPTU3 W HAIpPaBICHUE OTUX 3AKIIOYCHUH B
YIOJIHOMOUYEHHBIN (eiepanbHbIil OpraH HCIIOTHUTENLHOM BJIACTH OCYIIECTBIISIOTCS B
CPOK, HE TIPEBBIMIAIONINN CTa IECATH pabOUUX THEH CO JHS MOTYUYEHHUS SKCIIEPTHBIM
YUpPEXKACHHEM COOTBETCTBYIOIIETO 3aJaHUs YIIOJHOMOYEHHOTO (eaepalbHOTO
opraHa UCIIOJIHUTEIHHOM BJIACTH U HEOOXOAUMBIX JJOKYMEHTOB B 3JIEKTPOHHOM (popme

NN Ha 6yMa)KHI>IX HOCUTCIIAX.

2. B TedueHue neBsHOCTA JHEH CO AHS MOTYYSHUS PEIICHUs YIIOTHOMOYEHHOTO
denepasbHOTO OpraHa HWCIOJHUTENIBHOM BIACTM O NPOBEICHUM HKCIEPTU3,
MPEIyCMOTPEHHBIX YacThi0 | HACTOSIIEW CTaThbH, 3asBUTENb MPEACTABIsACT B
AKCIIEPTHOE YUYPEXKJCHUE IS MPOBEACHUS SKCIEPTHU3bl KAYeCTBA JIEKAPCTBEHHOTO
cpencTBa 00pasilbl JEKapCTBEHHOTO MpernapaTa A MEIUIMHCKOro MPUMEHEHUS,
MIPOU3BEAEHHOTO B COOTBETCTBUHU C TPEOOBAHUSIMU OIIBITHO-TIPOMBIIIJIEHHOTO U (UJIN)
MPOMBILUIEHHOTO DPETJIAMEHTOB, YTBEP)KIEHHBIX PYKOBOAUTEIEM MPOU3BOAUTEIS
JEKapCTBEHHBIX CPEICTB, a TaKkKe B COOTBETCTBYIOLIUX CIy4yasX oOpasibl
dbapmareBTUYeCKO CyOCTaHIIMM, TECT-IITaMMa MHKPOOPTaHU3MOB, KYJIBTYPHI
KJIETOK, 0Opas3Ilbl BEIIECTB, MPUMEHSEMBIX ISl KOHTPOJIA KauecTBa JIEKaPCTBEHHOTO
CpeICTBa IMyTEM CPAaBHEHHUS C HHUMHU MCCIEAYEMOIro JIEKapCTBEHHOTO CpPEJCTBA, B

KOJIMYECTBAX, HGO6XOI[HMBIX AJIs1 BOCITPOU3BCACHUS MCTOJO0B KOHTPOJIA Ka4CCTBA.

3. [lpu ITOJIyYEHUH o0Opas31oB JIEKAPCTBEHHOTO npenapara "
dbapmaneBTHYeCKO CyOCTaHIIMM OKCIEPTHOE YUYPEKICHHWE BBITACT 3asBUTEIIO
JOKYMEHT, TOJTBEPKIAIOIINI TMOJYyYEeHUE YKa3aHHBIX 00pa3lioB, U B CpPOK, HE
MPEBBIIIAIONINNA TpEX pabouux IHEH, YBEIOMISET B SJEKTPOHHOW (popme mim Ha
OyMaxHOM HocuTeae 00 HTOM  YIOJHOMOYEHHBIH  (¢eaepanbHblii  Opran

HWCHOJIHUTEIbHOM BJIACTH.

4. Yka3zaHHbIE B 4acTAX 2 U 3 HACTOALUEH CTaTbU CPOK JUIsl MPEACTaBICHUS
3asBUTENIEM 00PA3II0B JIEKapCTBEHHOT 0 IpenapaTa 1 ppapMalieBTUIeCKOM CyOCTaHIIUN
U CPOK YBEJIOMJIEHUS SKCIEPTHBIM yUPEKJIEHHUEM 00 3TOM Ha OyMa)XHOM HOCHUTEIE
YIOJIHOMOUYEHHOTO (peZiepabHOr0 OpraHa NCIOJHUTEIbHOM BIACTH HE BKIHOYAOTCS

B CPOK IPOBEJECHUS dKCIIEPTHU3, IPETYCMOTPEHHBIX YAaCThIO | HACTOSIIEH CTATHU.

5. JIOKyMEHTBI, MOCTYNUBIIUE B IKCIIEPTHOE YUPEKICHUE /ISl MPOBENCHHUS

9KCIICPTHU3, TPCAYCMOTPCHHBIX YaCTbIO 1 HaCTO}IHleﬁ CTaTbHU, MOAJICIKAT BO3BPATY B



YIOJHOMOYEHHBIN (hefiepalibHbIl OpraH MCIOJHUTENbHONW BJIACTH OJIHOBPEMEHHO C

3aKJIIOYCHUAMU, ITOJIYYCHHBIMU I10 PC3YyJIbTaTaM COOTBCTCTBYIOIIUX DKCIICPTUS.

(Cratbs B penakiun denepanbaoro 3akoHa oT 22.12.2014 No 429-D3)

Crarbs 24. JKcnepTH3a Ka4eCTBA JIEKAPCTBEHHOI0 CPeACTBA U
JIKCIEPTH3a OTHOMICHUSA 0KHIAeMOIl MOJIb3bl K BO3MOKHOMY
PHCKY NPpUMeEHEHHUS JIeKAPCTBEHHOT0 Mpenapara JJjsi

BETEPUHAPHOI0 IPUMEHEHHSA

1. DKcnepTr3a KavyecTBa JCKapCTBEHHOTO CPEJCTBA M SKCIEPTHU3a OTHOMICHUS
0’KHJIAEMOH T0JIb3BI K BOBMOYKHOMY PHUCKY IPUMEHEHHS JICKAPCTBEHHOI'O IperapaTa
JUTSI BETEPUHAPHOTO IPUMEHEHUS, COCTaBICHIUE KOMUCCHIMH SKCIICPTOB 3aKIIFOUCHUN
10 pe3ysbTaTaM YyKa3aHHBIX OKCIIEPTH3 W HANpaBlIeHWE TAaKWUX 3aKIOYCHUN B
YIOJIHOMOYCHHBIN (heiepabHbII OpraH HCIOJHUTEILHOM BJIACTH OCYIIIECTBIISIOTCS B
CPOK, HE MPEBBIMIAIOIIMNA CTa JECATH pabOYnX JHEH CO JHS MOJIYUYCHHS SKCICPTHBIM
yUpEeXKACHUEM 3aJaHusl YIOJHOMOUECHHOTO (beiepabHOr0 OpraHa MCIOIHUTCIBHOM
BJACTH C JIOKyMEHTaMH, YyKa3aHHBIMM B 4YacTH 3 cTatbu 17 HacTOSIIEro
denepanpHOro 3akoHa. (B pemakmun genepanbabix 3akoHOB OT 22.10.2014 No 313-
@3; ot 13.07.2015 Ne 241-D3)

2. B Teuenwe Tpuamatu pabounx JHEH CO JHS TOJYYEHUS pEIICHUS
YIIOJIHOMOYEHHOTO (peIepaJIbHOr0 OpraHa MCIIOJHUTEIBFHON BIIACTH O MPOBEACHUU
YKa3aHHBIX B YacTH | HACTOSIIEH CTaTbU DKCIEPTU3 3asIBUTEIb TMPEACTABISCT B
AKCIIEPTHOE YUPEIKIACHHUE JUTSI TIPOBEIACHUS SKCIIEPTH3BI KAaueCTBa JICKAPCTBEHHOTO
cpencTBa 00paslilbl JICKAPCTBEHHOTO Tpernapara Jjisi BETEPHHAPHOTO MPUMEHEHUS,
IIPOU3BEICHHOTO B COOTBETCTBHH C TPEOOBAHUSIMHU TEXHOJIOTUYECKUX PETJIAMEHTOB,
YTBEPKICHHBIX PYKOBOJMTEIEM MTPOU3BOIUTENS JIGKAPCTBEHHBIX CPEJICTB, & TAKKE B
COOTBETCTBYIOIIMX CIy4asX TECT-IITAMMbl MHUKPOOPTaHU3MOB, KYJIbTYPHI KIJIETOK,
oOpasibl (papMaleBTHUECKONW CyOCTaHIIMU, OOpasIilbl BEIIECTB, MPUMEHSIEMBIC IS
KOHTPOJISI Ka4ecTBa JICKAPCTBEHHOTO CPEJICTBA, B KOJUYECTBAX, HEOOXOIUMBIX IS
BOCIIPOM3BEJICHNSI METOI0B KOHTpOIIA KadecTBa. (B penakuun dexepanbHOro 3akoHa
ot 02.08.2019 Ne 297-D3)



3. [lpu IOJIy4YEHUHN o0Opa31oB JIEKapCTBEHHOT'O rpermnapara "
¢dapmarieBTHYECKOW CyOCTaHIIMM SKCIEPTHOE YUPEKICHHE BBIIACT 3asiBUTEIIO
JOKYMEHT, TMOATBEPKIAIOIINNA IOJTYyYEHUE YKa3aHHbIX OOpa3loB, U B CpPOK, HE
MPEBBIMIAIOMINNA TpeX pabodyux THEH, YBEIOMIISIET B MHUChbMEHHOU (Gopme 00 3TOM

YIOJHOMOYEHHBIN (eiepaibHbIi OpraH UCTIOJIHUTEIHLHOM BIIACTH.

4. Cpok 11 IpeicTaBlIeHUs 3asgBUTeNIeM 00pa31oB JIEKapCTBEHHOIO IIpernapara
U dapMaleBTUYECKON CyOCTaHIIUN U CPOK YBEJIOMIICHHUS SKCIIEPTHBIM YUPEKICHUEM
o0 STOM B TMHUCHMEHHOW (QoOpMe YIOITHOMOUYEHHOTO (eaepalbHOTO OpraHa
WCTIOJIHUTEIFHOM BJIACTH, YKa3aHHBIE B YacTsIX 2 M 3 HACTOSIICH CTaThH, HE

BKJIFOYAIOTCA B CPOK ITPOBCACHHNA YKA3aHHBIX B HaCTHU 1 HaCTOﬂH_[eﬁ CTaTbH OKCIICPTU3.

5. JIOKyMeHTbI, TOCTYNUBIINE B AKCIEPTHOE YUPEKICHUE AJsi MPOBEICHUS
YKa3aHHBIX B 4YacTU | HacTosAled CTaThbd OKCHEPTH3, IOUIEKAT BO3BpATY B
YIOJHOMOUYEHHBINA (peiepalibHbIii OpraH HCIIOJHUTEIBHON BIACTH OJHOBPEMEHHO C

3AKIIFOYCHUAMU I10 PE3YyJIbTaTaM YKA3aHHBIX SKCIICPTU3.

Crartbs 25. HOBTOpHOC NMPOBEACHUE IKCIIEPTU3BI JICKAPCTBCHHbBIX

CpelIcTB

(Hanmenoanwue B penakunn OenepanbHoro 3akoHa ot 22.12.2014 Ne 429-D3)

1. B cnydasax HeaoCcTaTOYHOW 0OOCHOBAHHOCTH WJIM HEMOJIHOTHI 3aKIIOUCHUS
KOMHUCCHHU JKCIEPTOB, HAIMYUS B HEM MPOTHUBOPEUUBBHIX JAHHBIX, (hambcudUKamm
BBIBOJIOB JKCIIEPTHU3BI JICKAPCTBEHHOTO CPEACTBA, COKPBHITHS OT YMOJIHOMOYEHHOTO
benepanbHOTO OpraHa UCHOJHUTEILHOM BJIACTH OCHOBAaHUM IS OTBOZAA JKCIEpTa
BCJIEJICTBUE €T0 3aMHTEPECOBAHHOCTH B PE3YJIbTATaX COOTBETCTBYIOIICH IKCIIEPTU3HI,
HAIMYMS JAHHBIX O MpsSMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B TPOIIECC
COOTBETCTBYIOIIEH OJKCIEPTU3bI JIUIl, HE YYAaCTBYIOIIUX B €€ MPOBEIACHUH, HO
OKa3aBIIMX BIMSHUE HA MPOIECC M PE3yJbTaThl €€ MPOBEICHUS, YIIOTHOMOUYEHHBIM
dbenepanbHBIM  OPraHOM  HMCTIOJHUTENBHOW BJIACTH Ha3HA4YaeTCs IMOBTOpPHAS
HKCIIEPTHU3a JIEKAPCTBEHHOT'O CPeJICTBA U (WJIM) 3TUYECKas dKcrepTusa. (B pemnakiuun
denepanbHOro 3akoHa oT 22.12.2014 No 429-D3)



2. [ToBTOpHAs 3KCHEepTH3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCSA C YYETOM
pe3yJIbTaTOB  paHee TPOBEICHHOM OKCHEepTHU3bl B  CPOK, YCTAaHOBJICHHBIN
YIOJHOMOYEHHBIM  (DelepaIbHBIM OpPTaHOM HCIIOJHUTEIBHOW BJIACTU W HE
NPEBBIIAIOMIANA  TPUALATH pabouux MJHEHW CO [HA TOJIy4YeHHUs OKCIEPTHBIM
VUIPEKJICHUEM 3aJIaHMS Ha IPOBEJICHHE ITOBTOPHOM 3KCIIEPTHU3BI JICKAPCTBEHHOTO
cpeactra. (B penaknum denepanbHoro 3akona ot 22.12.2014 Ne 429-D3)

3. ®uHaHCcOBOE 0OecrieueHUE BHITTOTHEHHMSI 3a/IaHKs Ha TPOBEICHUE TTIOBTOPHOM
DKCIIEPTU3bl JICKAPCTBEHHOTO CpeAcTBa He ocymectBisierca. (B pemakiuun
denepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

CraTbd 26. YcKkopeHHasi NpoleAypa IKCIEPTU3bI JIeKAPCTBEHHBIX

CpeacTB

1. YckopenHas mnpouenypa 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LEIAX
rOCyJApCTBEHHON pPErUCTpaluy JICKAPCTBEHHBIX IIPENAapaToOB IPUMEHAETCS B
OTHOILIEHUU Op(aHHBIX JEKApPCTBEHHBIX MPENapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX
nmpenaparoB, perucrpupyemeix B Poccuiickonr  @enmepauum B KayecTBE
BOCIIPOM3BEACHHBIX  JIEKAPCTBEHHBIX  IPENApaToB,  OYEPENHOCTb  KOTOPBIX
OIPENEIIACTC B COOTBETCTBUM C HOMEPOM U JAaTOM BXOSIUMX 3asBICHUU O
rOCYIapCTBEHHOM pPErucTpauuu JIEKapCTBEHHBIX IIPENapaToB B pPaMKaxX OIHOIO
MEXIYHapOJIHOTO HEMATEHTOBAHHOIO HAMMEHOBAHMS JIEKAPCTBEHHOI'O IIperapara
WIM  TIPYHNIHAPOBOYHOIO  HAMMEHOBAHMS  JIEKAPCTBEHHOIO  IIperapara, WU
JIEKAPCTBEHHBIX IIPENapaToB, MPEIHA3HAYEHHBIX HUCKIIOYUTEIBHO IS IPUMEHEHUS
HECOBEPIICHHOJIETHUMHM TpaxaaHamu. (B pemakuum QenepanbHbIX 3aKOHOB
otT 22.12.2014 Ne 429-03; ot 13.07.2015 Ne 241-D3)

2. YCKOpeHHasl Mpoleaypa IKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB B IETSX
rOCyapCTBEHHOM PETrUCTPALMM JIEKAPCTBEHHBIX IPENapaToB HE NPUMEHSETCS B

OTHOIICHUUN:

1) GMoaHaIOrOBBIX (O1omOTI00HBIX ) JIEKAPCTBEHHBIX IpenapaToB

(OnoaHnanoron);



2) peepeHTHBIX JICKApCTBEHHBIX IPEMapaToB (3a MCKIFOYEHUEM Op(aHHBIX

JIEKapCTBEHHBIX IIPENapaToB);

3) BOCIIPOM3BEAECHHBIX JIEKAPCTBEHHBIX MIPEMapaToB (3a HCKIIOYCHHEM ITEPBBIX
Tpex peructpupyembix B Poccuiickon denepanuu B KaueCTBE BOCHPOU3BEICHHBIX
JICKAPCTBEHHBIX TMPENapaTtoB M JEKAPCTBCHHBIX IPENapaToB, MNPEIHA3HAYCHHBIX

HCKIIOYHUTCIIbHO MU MPUMCHCHH A HCCOBCPIICHHOJICTHUMHA Fpa}I(,Z[aHaMI/I);

4) HOBBIX ~KOMOWMHAIIMH  3apETHCTPHPOBAHHBIX  paHEe  JICKAPCTBEHHBIX

IpemnapaTos;

5) nekapcTBEHHBIX ~ TIpENapaToB,  3apETUCTPUPOBAHHBIX  paHee,  HO
NPOU3BEACHHBIX B JIPYTUX JIEKaPCTBEHHBIX ()OpMaxX B COOTBETCTBUU C MEPEUHEM

HaMMEHOBAHUH JIEKAPCTBEHHBIX (POPM U B HOBOU JO3UPOBKE.
(Hacts B penakunu denepanbHoro 3akoHa oT 22.12.2014 Ne 429-D3)

3. YckopeHHast mporeypa dKCIepTU3bl JEKapCTBEHHBIX CPEICTB MPOBOJIUTCS
M0 PEHICHUI0 COOTBETCTBYIOIIETO YMOJHOMOYEHHOTO (eJepalbHOTO OpraHa
WCIIOJIHUTEBHOM BJIACTU HA OCHOBAaHUM 3asBIICHUS 3adBUTENIL B CPOK, HE
MIPEBBIIAIOMNNA BOCBMUIECATH paboduux mHEH. [Ipu 3TOM 3KcmepTH3a JOKYMEHTOB,
COIEpkKAUIMXCSA B PETMCTPALIMOHHOM JOChE€ Ha JIEKAPCTBEHHBIM IMpemnapar,
MIPOBOJIMTCS B CPOK, HE MPEBBIMIAOIINI ASCATH padOUNX THEH, SKCIIEPTH3a KauyeCTBa
JICKAPCTBEHHOI'0 CPEACTBA M DJKCHEPTH3a OTHOILICHHUS OXKUIAEMOM IIOJb3bl K
BO3MO>KHOMY PHUCKY IMPUMEHEHHUS JIEKAPCTBEHHOTO MpPEIapara MpoOBOASATCS B CPOK, HE
MPEBBIIAIONINNA TIeCTUACCATH pabouux nHed. (B penakiuu denepaibHOrO 3aKOHA
oT 22.12.2014 Ne 429-D3)

3. B orHomenuu oOpdaHHBIX JIEKAPCTBEHHBIX MPENApaToB MOIYT OBIThH
MPEeICTaBICHbI PE3YyJIbTAThl JOKIMHUYECKUX UCCIEAOBAHUM JIEKaPCTBEHHBIX CPE/ICTB
U KIMHUYECKUX HCCJIEJIOBAaHUN JIEKAPCTBEHHBIX MPENapaToB JJIsI MEIUIIMHCKOTO
pUMEHEHUs, BHITIOTHEHHBIX 3a npenenaamu Poccuiickoii @enepanyivi B COOTBETCTBUH
C MpaBWIAMH HaJAJeXaledl 1abopaToOpHON MPaKTHUKW M TMpaBUJIAMHU HaJUIeKaIlen

KIIMHUYECKOMN IIPAKTUKH. (Hactb BBEJICHA - DenepabHBIN 3aKOH
o1 22.12.2014 Ne 429-D03)

4. YckopeHHas poleaypa dSKCIEePTU3bl IEKAPCTBEHHBIX CPEICTB IMTPOBOIUTCS B

MOPSIJIKE, YCTAHOBIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepanbHOrO



3aKOHa, W HE O3HAuyaeT CHI)KEHHs TpeOoBaHMII K O€30MacHOCTH, KadecTBY U

3¢ dEeKTUBHOCTH JEKAPCTBEHHBIX MPENapaToB.

Crarbsa 27. PenieHue 0 rocy1apCcTBEHHOI PerucTpanum JeKapcTBeHHOT 0

npenapara

1. B cpok, He MpeBbILAIMNUNA AECITH paboyux AHEH cO JHS TMOIy4YeHUs
3aKJIIOYEHUM KOMHMCCHUM OSKCHEPTOB IO pe3yJibTaraM JKCHEPTU3bl KadyecTBa
JIEKAPCTBEHHOTO CPEACTBA W OKCIEPTU3bl OTHOILUEHUS OXUIAEMOW IIOJb3bl K
BO3MOKHOMY PHCKY IPUMEHEHUS JIEKAPCTBEHHOI'O IIpEerapara, COOTBETCTBYIOIUN
YIOJHOMOYEHHBIN (eaepaibHblii OpraH HWCMOJHUTEIbHOW Biactu: (B pemakuuun
denepanbHOro 3akoHa OT 22.12.2014 No 429-D3)

1) pasmemaer Ha CcBoeM oduIMaIbHOM caiite B cetm "HHTepHer"
COOTBETCTBYIOIIUE 3aKIIOUYEHUS KOMHCCUU JKCIIEPTOB U OCYIIECTBIAET MX OLEHKY
JUIA OTpeJeNieHUs] COOTBETCTBHUS 3aJaHUIO0 Ha MpoOBelIeHUEe 3TuX sKcrepTtus; (B
penaknuu OenepanbHOro 3akoHa oT 22.12.2014 Ne 429-D3)

2) IPUHUMAET PEICHHE O TOCYAapCTBEHHOW PErHCTPAlUU JIEKAPCTBEHHOIO
npernapara Wid o0 OTKa3e B TOCYAApCTBEHHOM pErucTpaluu JIEKapCTBEHHOTO
npernapara;

3) BHOCHT TIpH TPHUHATHH PEIICHUS O TOCYAAPCTBEHHOW PETUCTPAIlUU
JIEKapCTBEHHOI0 TMpernapara JaHHbIE O 3aperuCTPUPOBAHHOM JIEKaPCTBEHHOM
npernapare, B TOM 4ucie O (apMareBTUIECKON CyOCTaHIIMU, BXOMSIIEH B COCTaB
JIEKapCTBEHHOTO Tpernapara, B TOCYAapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB U
BBIJIACT 3asBUTEINII0 PETUCTPALMOHHOE YAOCTOBEpEHHUE JICKAPCTBEHHOTO Ipernapara,
dopmMa KOTOpPOro YTBEp)KIAETCS YIOJIHOMOYEHHBIM (helnepaabHbIM  OpraHOM
WCTIOJIHUTEILHOM  BJACTH, COIJIACOBAHHBIE  HOPMATHBHYIO  JOKYMEHTAIIHIO,
HOPMATHUBHBIN JOKYMEHT, HHCTPYKIIMIO TIO TPUMEHEHHIO JIEKApCTBEHHOTO TperapaTa
U MAaKeThl TEPBUYHONW YMAKOBKM U BTOPUYHON (MOTPEOUTENHCKON) YIAKOBKU C
yKa3aHHEM Ha HUX HOMEpAa PErHCTPAlMOHHOIO YJOCTOBEPEHMS JIEKapCTBEHHOTO
npernapara M J1aThl €ro rocyJapCTBEHHOM pErucTpaluu WIA B ClIy4yae HpPUHSTHS

pemieHuss 00 OTKa3e B rOCyJIapCTBEHHOM perucTrpanuu JIEKapCTBEHHOrO IMpenapara



yBEJIOMJISIET B MUCbMEHHOU (hopMme 3asaBUTENS 00 3TOM C YKa3aHHEM MPUYHH TaKOTO
OTKa3a. 3a BblJayy PEruCcTPallMOHHOIO yJIOCTOBEPEHHUSI JIEKAapCTBEHHOrO IMperapara
B3UMAETCsl TOCYJAPCTBEHHAsl IMOUUIMHA B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit @eneparun o Hajmorax u cobopax. (B pemakumm denepanbHOro 3aKkoHa
o1 22.12.2014 Ne 429-D3)

2. OcHOBaHUEM JUIsl 0TKa3a B TOCYIapCTBEHHOM pPErucTpalvy JIEKAPCTBEHHOTO
npenapara A8 MEIUUMHCKOTO  IPUMEHEHMsS  SBISETCS  3aKJIIOYEHHE
COOTBETCTBYIOILIETO YIOJIHOMOYEHHOTO (eAepaJbHOTO OpraHa HCIOJIHUTEIbHON
BJACTH O TOM, 4YTO KadecTBO M (W) 3(PPEeKTUBHOCTh PETUCTPUPYEMOTO
JIEKApPCTBEHHOTO Mpenapara Uisi MEIUIMHCKOrO MPUMEHEHHS HE MOATBEPKICHBI
MOJIYYEHHBIMHA JaHHBIMH WJIA YTO PHUCK MPUYMHEHHUS BpENa 3J0POBBIO0 YEJIOBEKA
BCJICJICTBHE IPUEMA JIEKAPCTBEHHOI'O Iperapara il MEOULUUHCKOTO MPUMEHEHUS

npeBbiaeT 3¢pGHeKTUBHOCTL ero npuMmenenus. (B penakuuu denepanbHOro 3akoHa
ot 04.06.2018 Ne 140-D3)

3. [loBTOpHOE mTpeAcCTaBlIeHWE B COOTBETCTBYIOIIUH  YIOJIHOMOYEHHBIN
(denepanbHbIl OpraH HCIOJHUTEIBHON BIACTH JIEKapCTBEHHOTO Ipernapara, B
OTHOLLIEHUHU KOTOPOIO IOIYYEH OTKA3 B FOCYJAPCTBEHHOU PErUCTpalUy U KOTOPLIU
BIIOCJICICTBHM IIOJIBEPICSl M3MEHEHUIO B YAaCTH €r0 COCTaBa, pacCMATPUBACTCSA Kak
IIPEJCTABICHUE HOBOI'O JIEKAPCTBEHHOI'O IIpenapara Ha €ro rocyJapCTBEHHYIO
PETUCTPALIMIO HE3aBHCHUMO OT COXPAaHEHHUS €ro IMEepBUYHOIO HauMmeHoBaHus. (B
penakiuu @enepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

4. Tlpu mpenocTaBleHNN 3asBUTEJIEM B COCTABE PETUCTPAIIMOHHOTO TOChE HA
JIEKApCTBEHHBIN IIpenapaTr JUisi BETEPUHAPHOIO MNPUMEHEHUS KONWUU PELICHUS
YIOJHOMOYEHHOTO (eAepajJbHOTO OpraHa HCIOJHUTENIBbHON BJIACTH O MPOBEACHUU
WHCIIEKTUPOBAHUS IPOU3BOANTEIS JIEKAPCTBEHHBIX CPEJCTB CPOK IPUHATUS PELIECHUS
0 TOCYJapCTBEHHOW PErucTpanuy JIEKapCTBEHHOIO Ipemnapara Jyuisi BETEPUHAPHOTO
MPUMEHEHHS TTPUOCTAHABIIUBACTCS CO JIHS TOJIyYEHHUs 3aKJIIOYEHUM, YKa3aHHBIX B
yacTu | HacTosAlmIeH CTaTbW, JO JHS NPUHATHS YINOTHOMOYEHHBIM (eaepalbHbIM
OpraHOM HCIOJIHUTEIbHOM BJIACTH PEUICHHs O Bblgaue Win o0 OTKa3e B Bblgaue
3aKJIFOYEHHSI O COOTBETCTBUH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM

IMpaBUI Haﬂnemameﬁ HpOHSBOI[CTBGHHOﬁ IMPAaKTUKHU, HO HC 0ojee 4yeM Ha CTO



BoceMpJiecsaT pabounx gHed. (Yacte  BBeneHa-  DenepanbHblii  3aKOH
ot 04.06.2018 Ne 140-D3)

5. OcHoBaHueEM JIsl 0TKa3a B TOCYIapCTBEHHOM PEeTUCTPAIMH JIEKAPCTBEHHOTO
mpemapata  JJii  BETEPUHAPHOTO  MPUMEHEHHUs  SBIACTCS  3aKJIIOYEHUE
YHIOJHOMOYEHHOTO (eIepaibHOTO OpraHa HCIOJHUTEIHHOW BIACTH O TOM, 4YTO
KauecTBO U (1K) 3P PEKTUBHOCTD PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O TpernapaTa Jijis
BETEPUHAPHOTO MPUMEHEHHsI HE MOATBEPIKIEHBI TOJYyYEHHBIMU AHHBIMU WU YTO
PUCK MPUYMHEHUS Bpe/a 3A0POBbIO )KUBOTHOT'O BCJICCTBHUE MIPHEMa JEKapCTBEHHOTO
mpemapara s BETEPUHAPHOTO TMPUMEHEHHUs TpeBbIIaeT 3()PEKTUBHOCTH €Tro
NPUMEHEHHS, OTKa3 YIOJIHOMOYEHHOro ¢eaepaqbHOTO OpraHa HCIOJHHUTEIbHON
BJIACTH B BbIJaue€ 3aKIIOYEHHUS O COOTBETCTBUHU IMPOU3BOIAUTEINS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSAM MPaBWII HaAJEXKalled NPOU3BOJCTBEHHON MPAKTHKU IS
KOKJIOM  MPOU3BOJACTBEHHON  IUIOMIAJKM  PETUCTPUPYEMOTO  JIEKAPCTBEHHOTO
npernapara JUisi BETEpPUHAPHOTO MPHMEHEHUsT B Clyyae, €ClId IPOU3BOJCTBO
JIeKapCTBEHHOTO Tperapara JUisi BETepUHAPHOTO MPUMEHEHHUs OCYIIECTBISIETCS 3a
npeaenamu Poccuiickoii denepanniu, Wid OTCYyTCTBUE Takoro 3akitoueHus. (Hactb
BBenieHa - DenepanbHbiii 3akoH 0T 04.06.2018 Ne 140-D3)

Crartbs 27, B3auMo3aMeHsIeMOCTh JeKAPCTBEHHLIX MPENapaToB 1Jisi

MECIUIHHCKOI0 IIPUMCHCHUSA

1. B3aumo3aMeHsIeMOCTh JIEKaPCTBEHHBIX MPENapaToB s MEIUIMHCKOIO
OPUMEHEHHUS  OMpENeNseTCs  YINOJTHOMOYECHHBIM  (efepadbHbIM  OpTraHOM
UCIIOJTHUTEIBHON BIIACTH, OCYUIECTBISIOIIMM TOCYJAPCTBEHHYIO PETHCTPALIUIO
JIEKAPCTBEHHBIX MPENapaTroB il MEIUIIMHCKOTO MPUMEHEHHUS, B paMKax OJHOTO
MEXKyHApOIHOTO HEMAaTEHTOBAHHOTO (MM XMMUYECKOTO, WU TPYNITHUPOBOYHOIO)
HAaNMEHOBAHUS HA OCHOBE 3aKJIIOUYECHUSI KOMHUCCHM HKCIEPTOB HAKCIEPTHOTO
YUPEKIAEHUS O B3AaMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO TMIpenapara Jijisi MEIUIIUHCKOTO
NpUMEHEeHHsT JIMOO O TOM, 4YTO JIEKAPCTBEHHBIM mpemnapar i MEIUIMHCKOIO
NPUMEHEHHUS HE  SBJISIETCS  B3auMo3aMmeHsieMbIM. [lopsimok  omnpeneneHus
B3aMMO3aMEHSAEMOCTH JICKAPCTBEHHBIX MPENapaToB JJisl MEAUIIMHCKOTO TPUMEHEHUS

u ¢dopMa 3aKITIOYCHUS KOMHUCCHH OKCHEPTOB OKCIEPTHOTO YUYPEKICHUS O



B3aNMMO3aMCHACMOCTH JICKAPCTBCHHLIX IIPCIIAPaTOB JJIA MCOAUITUHCKOI'O IIPUMCHCHUA
b0 0 TOM, 4YTO J'IeKapCTBeHHHﬁ nperapar ol MEAUIOUHCKOTO IMPHUMCHCHHUA HE
ABJIACTCST B3aUMO3dMCHACMbBIM, YCTAHABJIMBAKOTCA HpaBI/ITeJ'II)CTBOM Poccuiickoit

denepanuu.

2. KoMuccus 3KCMEpTOB AKCIEPTHOTO YUPEKICHUS JaeT 3aKII0UEHHE O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHOIO Mpenapara sl MEAUIIMHCKOTO TIPUMEHEHUS
a1u00 O TOM, YTO JIEKAPCTBEHHBIM Mpemapar Al MEIULIUHCKOTO NMPUMEHEHUS He
SBIISICTCSl ~ B3aMMO3aMEHSIEMbIM, HA  OCHOBAaHUHM  CIEAYIOIIUX  KPUTEPHEB
(XapakTepHUCTHK):

1) 5KBUBaJICHTHOCTh (/7151 OMOAHAJIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX
npenapaToB (OMOAHAIOTOB) - COMOCTABUMOCTb) KAYECTBEHHBIX M KOJIMUYECTBEHHBIX
XapaKTepUCTUK (apMalleBTUYECKUX CYOCTaHIIUN UM COMOCTABUMOCTh aHTUT€HHOTO
coctaBa BakIMH. Vcronb30BaHWE pa3IMYHBIX CcoJiel, 3(QHUpOB, KOMILJIEKCOB,
U30MEPOB, KPHUCTAUIMYECKUX (POPM U JAPYTHUX MPOU3BOIAHBIX OJHOTO U TOTO XKE
JNEUCTBYIOIIIETO BEIIECTBA HE SBJSETCS MPENATCTBHEM JUIsl  ONpEeIeTeHUs
B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX MpPENapaTroB, €CIM TMpU MPOBEACHHUH
UCCIJIeI0BaHUs OMOPKBUBAIEHTHOCTH JIEKAPCTBEHHOTO Mpernapara Hin UCCIeT0BAHUS
TEparneBTUYECKON  AKBUBAJIEHTHOCTH  JIEKAPCTBEHHOIO  Mpernapara  JOKa3aHO
OTCYTCTBHE KIMHHYECKH 3HAYUMBIX pa3iuuuil  (GapMaKOKMHETUKUA U (WUITH)
3¢ dEeKTUBHOCTH M 0E30MaCHOCTH JIEKAPCTBEHHOTO Tperapara s METUIIMHCKOTO

IMPUMCHCHUS,

2) DKBUBAJICHTHOCTh ~ JICKapcTBeHHOH  Qopmbl.  [lox  SKBUBAJICHTHBIMH
J€KapCTBEHHBIMH (POpMaMU IOHUMAIOTCS Pa3HbIe JIEKAPCTBEHHBIE (POPMBI, UMEIOLIINE
OJMHAKOBbIE  CHOCOO  BBEJEHMS U CIOCOO  NpHUMEHEeHHs, obJjajarouiue
COIOCTaBUMBIMU (apMaKOKMHETHYECKUMU XapaKTepUCTUKAMU u
¢dapMakojoruueckuM  JecTBUEM M oOecledyHuBarolIMe TakXke JOCTHIKEHHE
HEOOXOAMMOro KiuHU4eckoro sddekra. Paznuums nexkapcTBeHHbIX (QopM  He
SABIIIOTCS MPEMSITCTBUEM Uil ONpeesieHUs] B3aMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
npernaparoB, €Ciad IpU HIPOBEAEHUM  HUCCIEAOBAHUSA OMOIKBHUBAJEHTHOCTH
JIEKapCTBEHHOTO IIpernapaTa WIK HCCIeA0BaHus TePareBTUUECKON IKBUBAJIEHTHOCTH

JICKapCTBCHHOTO IIpcriapara JOKA3aHO OTCYTCTBUC KIIMHUYCCKU 3HAYNMbIX paSJII/I‘—II/Iﬁ



dapmakokuHeTUKH U (Win) 3((PEKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHOTO

npenapara Jjist MCAUIUHCKOTO IIPUMCHCHU A,

3) 3KBUBAJICHTHOCTb MJIM COMTOCTABUMOCTh COCTaBa BCIIOMOTaTeIbHbBIX BEIICCTB
JICKApCTBEHHOTO TIpenapara s MEAWIIMHCKOTO MpUMEHEHus. Pasznmuums cocrtaBa
BCIIOMOTATEIHHBIX BEIIECTB JICKAPCTBEHHOTO MIPerapaTa He SBISIFOTCS MPENSTCTBHEM
JUISL OTIpENIEeTICHHsI B3aMMO3aMEHSIEMOCTH JIGKAPCTBEHHBIX IPErapaToB, €CIU IMPHU
MPOBEICHUN HCCJICIOBaHUS OMOIKBHBAJICHTHOCTH JICKAPCTBEHHOIO Ipernapara WUiu
WCCIICIOBAHUS TEPANeBTUYECKON HSKBUBAJCHTHOCTH JICKAPCTBEHHOTO TIperapara
JI0Ka3aHO OTCYTCTBUE KIIMHUYCCKU 3HAUUMBIX pa3iuunii papMaKOKWHETHUKU U (HJITH)
3 PeKTUBHOCTH W 0E30MaCHOCTH JIEKAPCTBEHHOTO IIpernapaTa s MEIUIIHHCKOTO
npuMeHeHus. [Ipu HATMYMK KIMHAYECKN 3HAYUMBIX pa3audnil papMaKOKUHETHKU U
(unmu) >ddexTuBHOCTH U OE30MACHOCTH  JIEKAPCTBEHHOIO Ipemapara Jid
MEIUIMHCKOTO TMPUMEHEHUS! B3aMMO3aMEHSEMOCTh OMPE/ENIeTCsl C yKa3aHHEeM Ha

UCKITIOUEHHUE OTICIBHBIX TPy MAIECHTOB;
4) HAEHTUYIHOCTD CcIToco0a BBEICHUS U CITOC00a IPUMCHCHHUS;

5) cooTBeTCTBHE MPOU3BOAUTEINS JICKAPCTBEHHOTO CPEICTBA TPEOOBAHHSIM

MpaBWJI HaJUIEKAIIEN MPOU3BOJICTBEHHON MPAKTUKH.

3. Ompezenenre B3aUMO3aMEHSEMOCTH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX
mpenapaToB Il MEAWIIMHCKOTO TMPHUMEHEHUS, yKa3aHHBIX B dactu 10 crtateu 18
Hactosmiero  demepanbHOTO 3aKOHA, OCYIICCTBISIETCS 0€3  HEO0OXOIWMOCTH

J0Ka3aTCJIbCTBA UX OMODKBUBAJICHTHOCTH.

4. OcoOEHHOCTH  OMpEJENeHUs]  B3aMMO3AMEHSIEMOCTH  OMOJOTMYECKUX
JIEKapCTBEHHBIX TMpenapaToB, KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX IPEMapaToB
(comeprkanux KOMOUHAIIMIO IBYX M 00Jee IeWCTBYIONIMX BEIIECTB), TEKAPCTBEHHBIX
IpenapaTroB JUisi MapeHTEPATbHOTO TMHUTAHHUS W HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX

npernaparos ycraHasinusarorces IIpasurenscrBoM Poccurickon @enepanumu.

5. Ol'IpeI[CJ'IeHI/IG B3aNMMO3aMCHACMOCTU HC OCYHICCTBIICTCA B OTHOIICHUHA
JICKAPCTBCHHBIX PACTUTCIIBHBIX IIPEIapaToB, TIOMCOINATHYCCKUX JICKAPCTBCHHBIX

IpenapaTos.

6. ®opMupoBaHHUE MEPEUHs] B3aUMO3aMEHSEMbIX JIEKaPCTBEHHBIX MperapaToB

1T MCOAUOUHCKOI'O TIPHUMCHCHHUA OCYIOCCTBIICTCA OJOKCICPTHBIM YUPCKICHUCM



NOCPEJCTBOM OOBEIMHEHUS! JIEKAPCTBEHHBIX MPENapaToB B OT/AEJbHbIE I'PYIIbI, B

KaXXJI0M 13 KOTOPBIX JICKAPCTBCHHLIC IPCIIAPAThI ABJISIFOTCS B3AUMO3aMCHACMbBIMU.

7.B ciywyae BKJIIOYEHHS B HHCTPYKIUIO MO MEIUIIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOI0 Ipernapara Ha OCHOBaHMM pE3yJlbTaTOB  COOTBETCTBYIOIIHX
UCCJIeIOBAaHUM MOKa3aHUM JIJIsl TPUMEHEHHUS, KOTOPBIE OTIUYAIOTCS OT MOKa3aHUM JJIst
NPUMEHEHHUS APYTHX JEKApCTBEHHBIX IMPENapaTroB U3 TPYMIbl B3aUMO3aMEHSIEMbIX
JeKapCTBEHHBIX TMpEenaparoB, B TMEpPEeYHE B3aMMO3aMEHSEMbIX JIEKapCTBEHHBIX
npernaparoB  JUIsi  MEIWIUHCKOTO  NPHUMEHEHUsT JOJbKHAa  ObITh  yKa3aHa
COOTBETCTBYIOMIAsA HH(DOpMAITHSI.

8. [lepeyenp  B3aMMO3aMEHSIEMBIX  JICKAPCTBEHHBIX  MpernapaToB  JUIs
MEIUIIMHCKOTO MPUMEHEHUsI pa3MEeLIaeTcsi YHOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM  HUCIOJHUTENBbHOM  BJIACTH,  OCYLIECTBIIIONIUM  TOCYAapCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX IPENapaToB Ui MEAULMHCKOTO MPUMEHEHHs, Ha
ceoeM obpunmansHoM caiite B cetn "HaTtepuer". Wudopmamus B mepedHe
B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS
OOHOBIISIETCSl YKa3aHHBIM (eJIepaIbHBIM OPraHOM MCIIOJIHUTEIBHOM BIACTH C yUETOM
HOBBIX 3apETHUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaTtoB Ui MEIUIIMHCKOTO
OPUMEHEHUS] ¥ BHECEHHBIX M3MEHEHUH B JIOKYMEHTBI, COJEpXkaliuecs B
PETUCTPALIMOHHBIX JIOChE HA 3apPETUCTPUPOBAHHBIE JICKAPCTBEHHBIEC MpEnapaThl s

MCIUIUHCKOT'O ITPUMCHCHUSI.

9. lMopsmox HCITOJIB30BaHUSA nHpopManm 0 B3aMMO3aMEHSIEMBIX
JIEKApCTBEHHBIX TIpenaparax sl MEAUIMHCKOrO TPUMEHEHUS W TMOPSAOK Jlauu
pa3bACHEHUN MO BOMPOCaM B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IMpenapaToB IS
MEJIMIIMHCKOTO TPUMEHEHHsl ycTaHaBiauBaroTcs I[lpaButenbctBoM Poccuiickoit
denepaun.

(Cratps BBeneHa - ®enepanbHbiid 3aK0H 0T 22.12.2014 No 429-D3; B penakunm
®denepanpHOro 3akoHa ot 27.12.2019 No 475-D3)

Cratbs 28. PerncrpaunonHoe y1ocToBepeHme JJeKapCTBEHHOI0

npenapara



1. PeructpauinoHHOE y0CTOBEPEHUE JIEKAPCTBEHHOTO MpernapaTa ¢ yKazaHueM
JIeKapCTBEHHBIX (OPM M JO3MPOBOK BBAAETCS OECCPOYHO, 32 HCKIIOYEHHEM
PErUCTPALMOHHOTO YJIOCTOBEPEHHUsI JIEKAPCTBEHHOI'O IIPEIapara, BbIJABAEMOIO CO
CPOKOM JICVCTBHS IATH JIET, HA BIEPBbIE peructpupyemsie B Poccuiickon Oenepanun

JIEKapCTBEHHBIE MpernapaThl.

2. I1o ucTeyeHnu yka3aHHOTO B YacTH | HACTOAIIEH CTaThU CPOKa BBIIACTCA
OecCpOYHOE PEruCTPAllMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOrO TMpernapara Ipu

YCJIOBHUHU MMOATBCPIKACHUA €TO I‘OCYI[&pCTB@HHOﬁ perucTpanuu.

3. B ciyuae BHeceHuss B cooTBeTcTBUU cO cTaThsiMu 30 m 31 Hacrosmero
denepalbHOrO 3aKOHA U3MEHEHHUM B COJIEPKAIIUECSA B PETHCTPALIMOHHOM JIOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenaparT JOKYMEHTBI, 3aTparuBarolIuX
CBEJCHUS, OTPAXKEHHBIE B PETUCTPALMOHHOM YJIOCTOBEPEHUHU JIEKAPCTBEHHOTO
npernapara, yoJJHOMOYCHHBIN efiepalbHbIi OpraH UCTIOJTHUTEIHHON BIACTH BHIIAET
HOBOE€ PETUCTPALMOHHOE yJAOCTOBEPEHHE JIEKAPCTBEHHOTO MpPENapara, CoAepKaliee
BHECEHHble B Hero wu3MeHeHus. (Yactb BBeaeHa- DenepalibHbIA  3aKOH
o1 22.12.2014 Ne 429-D3)

4. B cnyuyae yTpaThl WM TOBPEXKICHHS PETUCTPAIMOHHOIO YIAOCTOBEPEHHUS
JIEKApPCTBEHHOTO TIpernapara Mo 3asBJICHUI0 B MUCbMEHHOW (popMme nep:kaTens WM
BJIaJIEJIbIIa PETMCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Ipenapara Wiu
YHIOJHOMOYEHHOTO HWMH JPYTrOro HOPUIMYECKOTO JHMIIA O BbAaue gyOiuKarta
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO MpEINapara yrnoJHOMOYECHHBIN
benepanbHBI OpraH WCIIOTHUTEILHON BJIACTH B CPOK, HE MPEBBIMIAIOININN JIECATH
pabounx JHEH CO THS TOCTYTUICHUS 3asBJICHUS, BBIJIACT TyOIUKAT PETUCTPAIIMOHHOTO
YIOCTOBEPEHUSI  JIEKAPCTBEHHOrO  Mpenapara. 3a  Bblgauy  JyOsMKara
PETUCTPAIIMOHHOTO  YJOCTOBEPEHUSI  JIEKAPCTBEHHOTO  Mpenapara B3UMAETCA
roCyJapCTBEHHasl MOIUIMHA B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickon
@deneparun 0 Hamorax W cbopax. (Yacte BBegeHa- DenepaibHBIA 3aKOH
o1 22.12.2014 Ne 429-D3)

Cratbs 29. [loaTBepxaeHne rocy1apcTBeHHON perucTpaunu

JEKAPCTBCHHOI0 IIpemapara



1. [logTBepxkACHUE  TOCYJApPCTBEHHOM  pErucTpaluu  JIEKapCTBEHHOI'O
mpermapara OCyIIECTBISACTCS TIpH  BbIadye OECCPOYHOTO  PErucTPalliOHHOTO
YJAOCTOBEPEHHMS JIEKAPCTBEHHOTO TIperapara B cliydae, yKa3aHHOM B YacTH 2 CTaTbU
28 Hacrosmero denepasbHOr0 3aKOHAa, B CPOK, HE MPEBBIMIAIONIMN MIECTUACCATH
pabounx [HEW €O JHSA TIOJYYCHHS COOTBETCTBYIOIIUM  YIIOJHOMOYEHHBIM
dbenepanbHBIM OPTaHOM HWCTIOJHUTEIBHONW BIIACTH 3asBJICHUS O MOATBEPKICHUU
rOCYJIapCTBEHHOM pEerucTpaluu JEeKapCTBEHHOTo mpernapara. He ocymiecTBisiercs
MOATBEPKJACHUE TOCYIapPCTBEHHON PErUCTpallid B OTHOIICHUH JIEKAPCTBEHHOTO
nmpernapara, He HaxoJuBIIErocs B oopamieHuu B Poccuiickoit denepanuu B TeUCHHE
Tpex u OoJiee JIeT, a TAKKE B OTHOIIIEHUH JIEKAPCTBEHHOTO CPEJICTBA, POU3BEICHHOTO
C HapylICHHEM TPeOOBAHUS, YCTAHOBICHHOTO 4acThi 3’ crareu 71 HacTOAMIETrO

denepanbHOro 3aK0Ha.

2. 3asBICHHC 0 MOJITBEPKICHUHN roCcyAapCTBEHHOMN perucTpauuu
JIEKapCTBEHHOI'O TMpenapara Iyl MEIUIMHCKOrO0 TMPUMEHEHUS IMPEICTABIsAECTCS B
COOTBETCTBYIOIIUN YTIOJTHOMOYEHHBIN (peepanbHbIid OpraH UCTIONHUTEIHHON BIACTH
HE paHee 4YeM 3a CTO BOCEMBIECAT JHEHW 10 UCTCYEHHS CpOKa JACHUCTBUS
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara Jjisi MEIUIUHCKOTO
npumeHenus. (B penakunn @enepansuoro 3akona ot 02.08.2019 Ne 297-D3)

21 3asBieHre O  TOATBEPXKIEHWHM  TOCYJAPCTBEHHOM  pErUCTpAIUH
JICKapCTBEHHOI'O IIpenapara il BETEPUHAPHOIO INPUMEHEHHUs IIPEICTaBIsCTCS B
COOTBETCTBYIOIIUH YIIOJHOMOYEHHBIH (peiepabHbli OpraH UCIOJHUTEIbHOM BIACTH
HE paHee 4YeM 3a CTO BOCEMBJAECAT JHEW O HCTEYEHUs CpOKa JEeUCTBUSA
PEruCTPalMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IIperapara sk BETEpUHAPHOTO
IPUMEHEHUs] U HE II03/IHEE OKOHYaHus cpoka ero neicrtBus. (Hacte BBeneHa -
®enepanbubiii 3akoH oT 02.08.2019 Ne 297-D3)

3. [loaTBepkaeHne  TOCYAApPCTBEHHOW  PETUCTpPAIlMU  JICKAPCTBEHHOTO
nmpernapara OCYHIECTBIISETCS MO Pe3ysbTaTaM SKCIEPTHU3bl OTHOIICHUS OXKUIAEMOM
MOJIb3bl K BO3MOXKHOMY PHCKY TPHUMEHEHHUS JIEKapCTBEHHOTO TMpernapara Ha
OCHOBAHMM  pPE3YyJbTaTOB MOHHUTOpPUHTa d3(PQPEeKTUBHOCTU U  0€30MaCHOCTH
JIEKapCTBEHHOTO  Ipemapara, TMpPOBOJAUMOIO  JIepXKaTelieM WKW  BIAJIEIbIEM
PETUCTPALIMOHHOTO  YAOCTOBEPEHHs]  JIEKAPCTBEHHOTO  Mpemapata OO0

YIOOJIHOMOYCHHBIM HMH HOPpUIWYCCKHUM JIMIOM, a TaKiKC COOTBCTCTBYIOLIINM



YIIOJTHOMOYCHHBIM (I)G,[[epaJIBHLIM OpraHomM HCITOJTHUTEILHOM BJIACTH B COOTBETCTBUU

C Tpe6OBaHI/IfIMI/I craTbu 64 HACTOAIICTO cDeI[epaJ'H)HOFO 3aKOHa.

4. K 3asgBieHHI0O O TIOATBEPXKACHUH TOCYJAPCTBEHHOW perucTpanuu

JICKAPCTBCHHOTI'O IIpfrapara A1 MCAUIUHCKOIO IPUMCHCHUA MPUJIararoTCs:

1) TOKyMEHTBI, COepIKaIIie pPe3yJIbTaThl MOHUTOPUHra S(P(EKTUBHOCTH U
0e30MacHOCTH  JICKAPCTBEHHOTO Iperapara s MEIUIMHCKOTO TMPUMEHEHHS,
IPOBEJCHHOIO JepKaTeleM WM BIAJeNbLEeM PErUCTPAlUOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO  Tpemapara A MEIWIUHCKOTO  TPUMEHEHHs  JH00
YHIOJHOMOYEHHBIM UM  IOPUAMYECKUM JIMIIOM, 1O QopMe, YTBEpKICHHON

YIIOJIHOMOYCHHBIM (beﬂepaJIBHBIM OopraHomM HUCIIOJTHUTEIbHOM BJI1aCTH,

2) CBEICHHUS O JAaTe MPEJOCTABICHUS 1 PErHCTPAIMOHHOM HOMEPE JTUIICH3UU Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB WJIW CBEJEHHUS O JaTe MPEAOCTaBICHUS U
PETUCTPAIIMOHHOM  HOMEPE 3aKIIOYEHUSI O  COOTBETCTBHM  MPOU3BOAMTENS
JIEKapCTBEHHBIX CPEICTB TpPeOOBaHUAM IMPaBUJI HAJJEKAlled MPOU3BOJICTBEHHOU
NPAKTUKHU,  TPEJOCTABICHHBIX  YIOJIHOMOYEHHBIM  (eepaibHbIM  OpPraHoM
UCIIOJIHUTEIbHOM  BJIACTU B~ OTHOUIEHUM  MPOU3BOJCTBEHHON  IUIOIIAJIKU
JIEKapCTBEHHOTO TMpemnapara i MEAMIMHCKOTO MPUMEHEHUs, TOCyJIapCTBEHHas
perucTpanus KOTOPOTO TOATBEPXKAAETCS B  clydae, €clid IPOU3BOJACTBO
JIEKapCTBEHHOTO TMpemnapara jis MEIUIMHCKOTO MPUMEHEHHUS OCYIIECTBISACTCS B
Poccuiickoit ®enepanun; (B penakiun denepanbroro 3akona ot 27.12.2019 Ne 478-
®3)

3) Komus MPEAOCTABICHHOMN YIIOJTHOMOYCHHBIM OpraHoM CTpaHsbI
IIPOU3BOJUTENS JIMUEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHOIO Ipenapara s
MEJIMIMHCKOTO TPUMEHEHUSI U €€ TMEPEeBOJ Ha PYCCKUMl S3bIK, 3aBEPEHHBIE B
YCTAHOBJIEHHOM TMOpSJKE, a TakKe KOMHUS 3aKIIOUYeHUs] O COOTBETCTBHUHU
MPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB TpPeOOBAaHUAM TMPABWI  HaJIeKaIIEH
MPOU3BOJCTBEHHONW TMPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM  (eaepanbHbIM
OpPraHoM MCITOJIHUTENBHOM BJIACTH B OTHOLIEHWH IPOM3BOJICTBEHHOM IUTOLIAJKU
JIEKAPCTBEHHOTO Ipernapara Uil MEAUIUHCKOrO IPUMEHEHUs, TOCyAapCTBEHHAs
perucrpauus KOTOPOTO IMOATBEPKAAETCSA, WIA KOMUS PEUIEHUs YIIOJIHOMOYEHHOIO
dbenepanbHOTO OpraHa WCIOJHHUTEIBFHON BIACTH O TPOBEIECHWH HWHCIICKTHPOBAHUS

MNPOU3BOJAUTCIIAT  JICKAPCTBCHHBIX  CpEACTB B ClIydac, CCJIIM IIPOU3BOJACTBO



JIEKAPCTBEHHOTO IIpenapara il MEIULIMHCKOrO0 MPUMEHEHHUS OCYILECTBIIETCS 32
npeaenamu  Poccuiickoit  ®epepauuu. (B pemakuun  denepanbHOro  3aKoHa
ot 27.12.2019 Ne 478-D3)

(Hacts B penakuuu DenepansHoro 3akona oT 04.06.2018 Ne 140-D3)

41, B orHOmIEHMHM OHOJIOTMYECKMX JIEKAPCTBEHHBIX IPENApaToB  JJis
MEIHUIMHCKOTO MPUMEHEHUS 3asIBUTENb JIOMOJHUTEIBHO MPEACTABISIET PE3YIbTAThI
MEPOIPHUITUH, TPELYCMOTPEHHBIX IIJIAHOM YIPABICHUS PUCKAMH, YTBEPKICHHBIM
YIOJIHOMOYEHHBIM  (beJlepaIbHBIM  OpraHOM  HMCIIOJIHUTCIBHOW  BJIACTH  TPH
OCYILECTBIICHUH TOCYJApPCTBEHHOW PErMCTPAllMM JICKAPCTBEHHOrO Mperapara st
MEIUIIMHCKOI O IIPUMEHEHUS. (Hactp BBEJICHA - denepanbHbIN 3aKOH
ot 04.06.2018 Ne 140-D3)

42, K 3agBICHUI0O O TIOATBEPKICHMH TOCYJAPCTBEHHON pErMCTpaluu
JIEKApCTBEHHOTO TMpenapara sl BETEPUHAPHOTO NPUMEHEHHS MpUIararoTcs
JOKYMEHTBI,  COJ€p)Kalllue  pe3yJlbTaTbl MOHUTOpUHTAa A(PQPEKTUBHOCTH U
0€30MacHOCTH JICKApCTBEHHOTO TIpemapara i BETEPUHAPHOTO MPUMEHEHHS,
IIPOBOJMMOrO JAEpP/KATEIEM WM BIAJEIBLEM PETUCTPALIMOHHOIO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO  TMperapara  Jjsg  BETEPUHAPHOTO  MPUMEHEHUs  Ju0o
YIOJIHOMOYEHHBIM UM  IOPUJIMYECKUM JIMIIOM, TI0 (opMme, yTBEpKICHHOM
YIOJHOMOYEHHBIM (he/IepaIbHBIM OPTaHOM HCTIOJTHUTEIBHON BIACTH,  JOKYMEHTHI,
yKa3aHHBIE B MyHKTax 1,2 - 22, moanynkrax "a", "6", "k", "n" nyHkra 4 yactu 3 cratbu
17 wnacrosmero ®enepanbHOro 3akoHa. B OTHOIIEHWHM HMMMYHOOHOIOTUYECKUX
JIEKAPCTBEHHBIX NpenapaToB JJIsi BETEPUHAPHOTO MPUMEHEHUS HE MPEJICTABISIIOTCS
CBEJICHMS, YKa3aHHbIC B MOAMYHKTE "K" MyHKTa 4 yactu 3 crarbu 17 HacTOSIIETO
denepaibHOrO 3aKoHA. B OTHOIIEHWM  JIEKApPCTBEHHBIX  IIpEnapaTtoB st
BETEPUHAPHOTO TPUMEHEHHS, MOJYYEHHBIX C MNPUMEHEHUEM T'€HHO-UHXKEHEPHO-
MOAU(UIIMPOBAHHBIX ~ OPTaHW3MOB WM  COJEpKAIIMX TaKue OpPraHU3MBI,
JOTIOJIHUTEIIBHO MPEICTABIISIOTCS CBEACHUS, YKa3aHHbIE B MyHKTE 13 yactu 3 craTtbu
17 mactosmero ®enepanpHoro 3akoHa. (YacTs BBeacHa - DenepalbHBIA 3aKOH
ot 04.06.2018 Ne 140-03; B penaxkuuu OeaepansHoro 3akona ot 02.08.2019 Ne 297-
®3)

43, 3agBuTENnb BIPaBe IPEJACTABHTH C  3asABICHUEM O MOATBEPKICHHUU

FOCy,HapCTBCHHOfl perucTtpanuun JICKAPCTBECHHOI'O IIpfriaparta KOIIMKO MJOKYMCHTA,



NOATBEPKAAIOUICTO  YIUIATy TOCYAAPCTBEHHOM IIOLUIMHBI 33 IOATBEPKIACHUE
rOCYJJapCTBEHHOW PETHCTPALMM JIEKAPCTBEHHOI'O IIpenapara, a TakKe BblJaBacMble
(mpenocraBiiieMble) yIOJTHOMOUYEHHBIMU (eepaIbHBIMU OpraHaMU UCIIOJIHUTEIbHOM
BJIACTH JIOKYMEHTHI (CBEIEHHA), YKa3aHHbIE B IyHKTax 2 W 3 yactu 4 Hacrosuein
cTaThu. B ciyyae WX HeMpeACTaBICHUS YMOJTHOMOYEHHBINM (eaepanbHblii opraH
UCTIOJHUTEIBHON BJIACTH 3allpallliBaeT yKa3aHHbIEC TOKYMEHTHI (CBEICHNUS) B IOPSIIKE
MEKBEIOMCTBEHHOIO MH(OpMalMOHHOTO B3auMmozeiicteud. (Yacte BBeneHa -
®enepanbhbiii 3akoH 0T 04.06.2018 Ne 140-03) (B penakuun denepanibHOTO 3aKOHA
ot 27.12.2019 Ne 478-D3)

5. B Tteuenue necatm paboumx JHEH CO [JHA TPUHATHSA 3asABICHUS O
MOATBEPKJACHUU TOCYJIapCTBEHHOM PETHCTpalMK JIEKAPCTBEHHOrO IIpernapara Hu
JOKYMEHTOB,  COAEpXalIMX pe3ydbTaTbl MOHUTOpPUHTa 3(PPEKTUBHOCTH U
0€30MacHOCTU  JIEKAPCTBEHHOI'O IIperapara, MPOBOJAKWMOIO JepxkaTelieM WIH
BJIQJICNIbLIEM PErUCTPALlMOHHOIO YJIOCTOBEPEHHUs JIEKAPCTBEHHOIO IMpernapara Jn0o
YIOJHOMOUYEHHBIM UMHU IOPUIUYECKUM JUIIOM, YIIOJIHOMOYEHHBIN (enepanbHblil

opran HUCIIOJIHUTEILHOM BJIACTU:

1) mpoBOIUT POBEPKY MOTHOTHI CBEICHUH, COICPIKAIIMUXCS B IPEACTABICHHBIX

3asIBUTCIICM JJOKYMCHTAX,

2) IPUHUMAET pEIICHWe O TPOBEICHHH WM 00 OTKa3e B MPOBEICHUU
HKCHEPTU3bI OTHOIICHUS OXKHIA€MOM MOJb3bl K BO3MOXKHOMY PUCKY MPUMEHEHHUS
JeKapCTBEHHOr0  Ipenapara Ha  OCHOBAHMU  PE3YyJbTaTOB  MOHMTOpPHHIA
3QGEKTUBHOCTH M 0E€30MaCHOCTH JIEKAPCTBEHHOIO IIpernapara, IPOBOIHMOIO
JiepKaTesleM WM BJa/leablleM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata MO0 YNOJIHOMOYEHHBIM MMM IOPHJIMYECKHM JIMIIOM, a TaKXke
(enepaabHbBIM OpPraHOM HCIIOJHUTEIBHON BIACTH B COOTBETCTBUU C TPEOOBaHUAMU

ctatbu 64 HacTosero deaepanbHOroO 3aK0Ha;

3) yBeOMIIIET B DJCKTPOHHOM (OpME WIIM MUCHMEHHOH (opMe 3asBUTEIS U
HKCTIEPTHOE YUPEKICHUE O MPUHSITOM PEIICHUH MO0 B Cllydae MPHUHSATHS PEIICHUS

00 OTKa3e B MPOBCACHNU OKCIICPTU3bI YKA3bIBACT IIPUYUHBI TAKOTI'O OTKAa3a.

6. B ciy4yae BBISBICHUS HEIOCTOBEPHOCTH U (WIM) HEIOCTATOYHOCTH
uH(pOpMAIINK, COJEp)KAIllEHCs B TPEACTABICHHBIX 3asBUTEIEM JOKYMEHTaX,

YIIOJITHOMOYEHHBIH (eZIcpaIbHBI OpraH HCIOJHUTECIBPHOW BIIACTH HAIIPaBIIsSCT



3asBUTENI0  3alpoc 00  YTOYHEHMM  YKa3aHHOM  uH(popMauuu.  3amnpoc
YIOJIHOMOUYEHHOTO (peiepalibHOTO OpraHa HCHOJHUTENBbHOM BIIACTH MOXKET OBIThH
nepefaH yHNOJHOMOYEHHOMY TPEACTABUTENIO 3asBUTENS JIMYHO TMOJ PACIHUCKY,
HAIPaBJICH MO MOYTE 3aKa3HBIM MHUCHMOM WM TIEpPEelaH B DJIEKTPOHHOU (opme Mo
TEJICKOMMYHHUKAIIMOHHBIM KaHajaM CBsi3u. B ciyuae HampaBieHHs 3ampoca
YIOJIHOMOUYEHHOro (pefiepaibHOr0 OpraHa HCIOJHUTEIBHON BIACTH IO IOYTE
3aKa3HbIM MUCbMOM OH CUMTAETCS MOJYYEHHBIM [0 UCTEUEHUU LIECTH THEU C JaThbl

HaIIpaBJICHUA 3daKa3HOI'O IMMCbMa.

7. 3asBuTenb O00s3aH TPEACTABUTh OTBET Ha 3alpoC YIOJHOMOYEHHOTO
dbenepanbHOTO OpraHa MCIOJTHUTCIBPHOW BIACTH B CPOK, HE TPEBBIMIAFOITUI
NEBSAHOCTa pabouux AHEW co NHA ero moiuydeHus. Cpok, yKa3aHHBIM B 4acTH 5
HACTOSILIEN CTaThbU, IPUOCTAHABIMBAETCS CO JHS HAIPABIICHUS 3asBUTEIIO 3apoca
YIOJHOMOYEHHOTO (peepanibHOr0 oOpraHa HWCIOJHUTEIbHOM BIACTH [0 JHS
MOJYYE€HUS UM COOTBETCTBYIOIIETO OTBETA U HE YUUTHIBACTCS IIPU UCUUCIICHUU CPOKA

IMMOATBCPIKACHUA FOCY,Z[apCTBeHHOﬁ perucTpanuu JICKapCTBECHHOT'O IIpCIiapara.

8. OcHoBaHuEM JJIs1 OTKa3a B MPOBEJCHUU SKCIIEPTU3bI OTHOILICHUS OKUIAEMOM
MOJIb3bl K BO3MOXXHOMY PHCKY MPUMEHEHHMsS JIEKQPCTBEHHOIO Tpernapara siBIseTCs
IpeiCTaBlieHne  JOKYMEHTOB,  COJEpKallluX  pe3yJbTaThl  MOHUTOPUHIA
(¢ PeKTUBHOCTH U 0€30MMaCHOCTH JIEKAPCTBEHHOTO Tpernapara, U (Wju) B OTHOIIEHUU
OMOJIOTUYECKUX  JIEKAPCTBEHHBIX  IPEMapaTOB  PEe3yJbTaTOB  OCYIIECTBICHUS
MEPOIPUSATUH B COOTBETCTBUHU C IIJIAHOM YIIPaBJICHHUS PHUCKAMU, yTBEPKICHHBIM
YIOJHOMOYEHHBIM  (peepanibHbIM  OpPraHOM  HWCIOJHUTEIBLHOW  BIACTH  MpHU
OCYIIECTBICHUHN TOCYJaPCTBEHHOM pPErucTpaldyd JEKapCTBEHHOTO TMperapara, B
HEMOJIHOM 00beMe, OTCYTCTBHE HH(pOpPMAlMM, TOATBEpKIaomeld (akT yruiaTel
roCyJapCTBEHHOW MOILIMHBI 32 TMOJATBEPKICHUE TOCYJapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO Ipenapata, J1u00 HelpeICTaBICHUE 3assBUTEIEM B YCTAHOBJICHHBIN
CPOK OTBETa Ha yKa3aHHBINA B 4acTU 6 HACTOALICH CTaThU 3aIPOC YIIOJTHOMOUYEHHOTO
denepanbHOTO OpraHa UCTIOJHUTEIHHON BJIACTH, @ TAK)KE OTCYTCTBHE B YKa3aHHBIX

JOKyMEHTaX WH(OpMAaIH, KOTOpas T0JKHA OBITh B HUX OTPa)KEHa.

9. DkcnepTH3a OTHOILIEHHUS OXUAAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY

MMPUMCHCHH: JICKAPCTBCHHOTO IIPCIIapaTa B HCJIAAX ITOATBCPIKIACHUA FOCY,I[apCTBCHHOﬁ



perucTpauuy JIEKapcTBEHHOTO IMpenapara MPOBOJUTCS KOMHUCCUEH 3KCIEPTOB

HKCIIEPTHOTO YUPEKJAEHUS B CPOK, HE MIPEBBIIIAIOIINNA COPOKAa pabOUUX JTHEH.

10. B cimydae HEIOCTAaTOYHOCTH MPEACTABICHHBIX AKCIEPTY MaTEPUATIOB IS
JTa4M 3aKJIFOUEHUS DKCIIEPT o0paliaeTcs K pyKOBOAUTEINIO SKCIIEPTHOTO YUPEKICHUS
0 TMPEIOCTABICHUH €My HEOOXOAMMBIX MaTepuanoB. PyKOBOAMUTENh HKCIIEPTHOTO
yUpeXKACHHUS 0O0palaeTcss C COOTBETCTBYIOUIMM 3alpoCcoOM B YIOJTHOMOYEHHBIN
(denepanbHbIil Opral UCHOJIHUTEIHLHOW BIACTH, BBIIABIIWHN 3aJaHME HA TIPOBEICHHE
HKCHEPTU3BI OTHOIICHUS OXKHIa€MOUM MOJb3bI K BO3MOXHOMY PUCKY MPUMEHEHHUS
JIEKapCTBEHHOTO TperapaTta Ha OCHOBAaHHWH JTOKYMEHTA, COJEPKAIIero pe3yiabTaThl
MOHHUTOpPUHTA S(P(HEKTUBHOCTH U OE30MaCHOCTH JIEKApCTBEHHOro TMpemapara. B
TeYeHHEe TNATH pabouux JHEH CO JHS TOCTYIUIGHHS 3ampoca pPyKOBOAUTENS
HKCIIEPTHOTO YUPEKICHUS YKa3aHHbIN (eiepaabHblii OpraH UCIIOJHUTENbHON BIACTH
HaNpaBJIsIeT 3asABUTENIO 3alpoc O MPEICTaBICHUH HEOOXOAUMBIX MaTEpHAaJIOB,
KOTOPBIN MOKET OBITh MEPEIaH YIOTHOMOYEHHOMY MPEACTABUTEIIO 3asIBUTEIS IMYHO
I0]T PACIHCKY, HAIIPABJICH I10 MTOYTE 3aKa3HbIM TUCHbMOM HJIU MIEPEIaH B JIEKTPOHHOM
dbopMe 1o TEIEeKOMMYHHUKAITMOHHBIM KaHajlaM CBs3U. B cirydae HampaBiieHus 3ampoca
YHIOJHOMOYEHHOTO (eAepaqbHOTO OpTraHa WCIHOJHUTEIBLHOM BIACTH IO TOYTE
3aKa3HBIM MTUCHMOM OH CUUTAETCS MOJTYYEHHBIM 10 UCTECYCHUH IIECTH JTHEU C JaThl

HaIpaBJICHUA 3aKAa3HOI'O IMMCbMa.

11. 3asBuTenp 00s13aH NPEICTaBUTh OTBET HA 3alpoC YIMOJIHOMOYEHHOIO
dbenepanbHOTO OpraHa WCIHOJHUTEIBPHOW BJIACTHM B CpPOK, HE MPEBHIIIAOIIHNMA
miecTuaecaTd paboymx JHEH CcO JHA TONy4YeHHS YKa3aHHOTO  3ampoca.
YroaHoMoueHHBIH (eaepanbHbIii OpraH WCTIOJHUTEIBHOW BJIACTH, BBIJABIIANA
3a/1aHME Ha IIPOBEJICHUE YKCIEPTU3bI OTHOLIEHUS 0KUIAEMOM MOJIb3bI K BO3MOKXHOMY
PUCKY TPUMEHEHHUs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JIOKYMEHTA,
CoZIepKalllero  pe3yJbTaThl MOHHUTOPUHra dS()PEKTUBHOCTH U  O€30MaCHOCTH
JIEKapCTBEHHOTO IMpenapara, B TEYEHUE MATH padoyux JHEH O JHS MOCTYIUIEHUS OT
3asBUTENS]  OTBETA HA 3ampoc  YMOJHOMOYEHHOTO  (eaepaibHOr0  OpraHa
VICTIOJIHUTEBHOM BJIACTH HAIPABIISIET 3TOT OTBET B JKCIEPTHOE yupexacHue. B
Clly4ae HENpEeJCTaBICHUS MO MCTEYCHHUH IMISCTUACCATH pabouux JHEU 3asiBUTEIIEM
OTBETAa HA yKa3aHHBIM 3amMpoc  YMNOJTHOMOYEHHBIH  (epepaibHbli  Opras
VCIIOJIHUTEBHOM BJIACTM, BBIJABIIMK 33JaHME HA IIPOBEJCHUE DKCIIEPTU3bI

OTHOLICHUA O)KHHaeMOﬁ IMOJIB3bI K BOBMOKHOMY PUCKY ITPUMCHCHUA JICKAPCTBCHHOI'O



npenaparta Ha OCHOBAaHMM JOKYMEHTA, COAEPIKALIErO pPe3ysbTaThl MOHUTOPHUHIA
3¢ deKTUBHOCT U O€30MacHOCTH JIEKAPCTBEHHOIO IIpernapaTa, B TEUEHHE IISTH
pabounx JHEW HampaBiseT B JKCIEPTHOE YUYPEKICHUE YBEAOMIICHHUE O
HENPEICTAaBICHNN 3asBUTEJIEM OTBETA HA 3alIpOC YKa3aHHOIO opraHa. Bpemst co aus
HAIPaBJICHHS 3aIIPOCa SKCIEPTHOTO YUPEKIACHHUS B YIIOJTHOMOUYCHHBIHN (heepanbHbIi
OpraH WCIOJIHUTEIbHON BJIACTU A0 JHSA IOJYYEHHS] SKCIEPTHBIM YUYPEKIACHUEM
OTBETa Ha 3aIllpoC WIM YBEAOMIICHMS O HENPEACTABICHWU OTBETA Ha 3alpoc HE
YUYUTBIBAETCA MPHU HUCYUCIEHUU CpPOKA NPOBEACHUS OKCIEPTU3bl OTHOLIEHUS
0’KHMJIa€MOM N0JIb3bI K BOBMOYKHOMY PUCKY NPUMEHEHHUS JIEKApCTBEHHOI'O Mpernapara
Ha OCHOBAHUU JOKYMEHTA, COJIEPKAIIETO Pe3yIbTaThl MOHUTOPUHTA AP PEKTUBHOCTH

1 0€30MacHOCTH JIEKAPCTBEHHOTO TIperapara.

12. B cpok, He MpeBBIMAIOMMUN AECITH paboyux JHEH CO JHS MOJy4deHUS
3aKJTIOUYCHUS] KOMHCCHU DJKCIEPTOB IO pe3yJjbTaTaM dKCHEPTH3bl OTHOIICHUS
0’KHJIA€MOM MOJIB3bI K BO3MOXXHOMY PUCKY MPUMEHEHHUS JIEKapCTBEHHOTO TIperapara,

COOTBGTCTBYIOHII/Iﬁ YHOHHOMOquHBIfI (beﬂepaJIBHBIﬁ opraHn HUCITIOJTHUTEILHOM BIACTH:

1) ocyIIecTBIIET OIEHKY JTOr0 3aKJIOYCHHS JUISL  ONPEICIICHHUS  €ro

COOTBCTCTBUA 3aJaHUIO HA IIPOBCACHUC YKaSaHHOfI OKCIICPTHUS3EI,

2) IPUHUMAET PEIICHHE O TMOATBEPKIACHUU TOCYAapCTBEHHOW PErHCTpaiuu
JIeKapCTBEHHOTO Tpenapara Win o0 OTKa3e B MOATBEPKICHUU TOCYAapCTBEHHOMN

perucTpaluu JIEKapCTBEHHOTO MpernapaTa;

3) BHOCUT TIpU MPHUHATHH PEIICHUS O MOJATBEPXKICHUH TOCYAapCTBEHHOU
perucTpauuy JIEKapCTBEHHOIO Mpernapara CBEACHUS B TOCYIJApPCTBEHHBIA PEECTP
JIEKapCTBEHHBIX CPEJICTB M BBIAAET 3asBUTENI0 OECCPOYHOE PETUCTPALMOHHOE

YAOCTOBEPCHHUC JICKAPCTBCHHOT'O IIpCIiapara.

13. OcHoBaHmeM ISl 0TKa3a B IMOATBEPKICHUH TOCYTAPCTBEHHOMN peruCcTpaIiuu
JEKapCTBEHHOTO  Tperapara  SBISIETCS  3aKIIOYCHHE  COOTBETCTBYIOIIETO
YIOJTHOMOUYEHHOTO (heIepaTbHOTO OpraHa MCIIOJTHUTEIHHON BIACTH O TOM, YTO PHCK
NPUYMHEHUS] Bpela 3J0POBBIO0 YEIOBEKAa WM JKUBOTHOT'O BCIICACTBHE IpUEMa
JICKApCTBEHHOTO Tpernapara mpeBbimaeT 3(G(EKTUBHOCTh ero npuMeHeHus. (B
penakiuu @enepanpHoro 3akoHa ot 04.06.2018 Ne 140-D3)



14. B nepuon npoBelneHUs MPOLEAYypbl MOATBEPKIACHUS T'OCYAapCTBEHHON
perucTpanuu JIeKapcTBEHHOT o MpenapaTa ero odpaimenue B Poccuiickoit denepanun
HE IPUOCTAaHABIMBAETCA.

15. JlomyckaeTcs oOparieHue JeKapCTBEHHBIX MPEnapaToB A0 UCTEUEHUS CPOKa
TOJTHOCTH, MTPOU3BEICHHBIX B TEUCHUE CTa BOCBMHUJCCITH KaJCHIAPHBIX JHEH TOCIe
JIaThl IPUHSATHUS YIIOJIHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOJIHUTEIBHOMN BIIACTH
pelIeHusT O TMOJITBEPXKJACHUU TOCYIAPCTBCHHOW PETHCTPAIlUK, B COOTBETCTBUH C
uHQOpMaIeH, coaepXkaieiics B JOKyMEHTaX pPETHCTPAllMOHHOTO JOChe Ha
JICKApCTBEHHBIM TpemapaT N0 JaThl NPHHATHS Takoro perieHus. (B pemaknuun
®denepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

(Cratps B penakuuu denepanbaoro 3akoHa ot 22.12.2014 Ne 429-D3)

Crartbs 30. BHeceHue usMeHeHHUil B JOKYMEHTBI, CoJepKaluecs B
PErncTPAMOHHOM J0Che HA 3apPerucTPUPOBAHHBII

JIeKapCTBeHHBIﬁ npemapart 1Jids MEAUIUHCKOI'O IPUMEHECHUSA

1.B uensix BHeceHUS HW3MEHEHUH B JIOKyMEHTbI, cOJepXaliuecs B
PErUCTPAllMOHHOM J0ChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s
MEIULUHCKOIO IPUMEHEHHMs, Jep)KaTelb WU BIAJEICL PErucCTPalliOHHOIO
YAOCTOBEPEHMs JIEKapCTBEHHOI'O IIpenapara WIA YIOJHOMOYEHHOE UM JApyroe
IOpUJIMYECKOE JIMIO (Jajjee B HACTOSIIIEH CTaThe - 3asBUTENb) MPEICTABISIET B
YIOJIHOMOUYEHHBIA (efepanbHbIi OpraH HCIOJIHUTEIBHON BJIACTU 3asBICHHE O
BHECEHMM TaKMX HU3MEHEHUl 1no ¢opMe, YCTAHOBJIEHHOW YHOJIHOMOYEHHBIM
(enepabHBIM OPraHOM HUCIIOJHUTENIBHOM BIACTH, U IIPUJIaraéMble K HEMY U3MEHEHHUS
B yYKa3aHHbIE JOKYMEHTBI, a TAaKKE€ JTOKYMEHTHI, ITOATBEPKIA0LIIE HEOOXOIUMOCTh

BHECEHHMS  Takux  u3MeHeHuit. (B pemakumm  denepanbHBIX  3aKOHOB
ot 22.12.2014 Ne 429-®3; ot 04.06.2018 Ne 140-D3)

11. Tlpu HEeOoOXOAMMOCTH BHECEHHMS B JOKYMEHTBI, COJAEPIKAIIUECS B
PETUCTPALIMOHHOM JOChE€ Ha 3apEeTrHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s
MEIULIHHCKOTO TPUMEHEHMS, '3MEHEHU !, YKa3aHHBIX B IIYHKTE 3 4aCTH 2 HACTOALLIEH

CTaTbu U TpGGYIOH_[I/IX MPOBCACHUA SKCIICPTHU3BI KAa4YCCTBA JICKAPCTBCHHLIX CPCACTB,



3asBUTENH JTOTIOJHUTEIBHO MPEACTABIISICT B YIIOJHOMOYCHHBIN (eepaabHbIi OpraH
WCTIOJIHUTEIIFHOM BJIACTH CBEJICHUS O JaTe TPEJOCTABICHHUS M PETUCTPAIMOHHOM
HOMEpE JIUICH3UN Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEJCHHS O JaTe
IPEJOCTABICHUS W PETHCTPAIlMOHHOM HOMEpE 3aKJIIIOYEHHS] O COOTBETCTBUU
IPOU3BOJMUTENSA JICKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM MPaBHI HaJUICKAIICH
IIPOM3BOJICTBCHHON IPAKTHKH, BBIJIAHHBIX (IPEIOCTABIICHHBIX) YIIOJHOMOYCHHBIM
denepanbHBIM OPTaHOM UCIIOJIHUTEILHOM BJIACTH B OTHONIIEHUU U3MEHEHHOMW U (HJTH)
JIOTIOJTHEHHOM TIPOM3BOJICTBEHHOH IIIOMIAIKH JIEKAPCTBEHHOT'O Mperapara, B ciiydae,
€CJIM TIPOU3BOJICTBO JIEKAPCTBEHHOTO IMpemnapara OCYIIECTBISIETCs B Poccuiickoit
®deneparuu, auOO CBEACHUS O JaTe TMPENOCTaBICHUS W PETHCTPAIMOHHOM
HOMEpE BBIJAHHON YIOJHOMOYCHHBIM OpPraHOM CTPaHBI IIPOW3BOIUTEIS JTMIICH3UH Ha
IIPOM3BOJICTBO JIGKAPCTBEHHOI'O TIpermapaTta M €¢ IIepeBOJ Ha PYCCKUH SI3BIK,
3aBEPCHHBIC B YCTAHOBJIICHHOM TOPSIKE, a TAK)KE CBEJICHHUS O JaTe MPEA0CTaBICHUS U
PETHCTPAIlMOHHOM  HOMEpE 3aKJIIOYEHUS O  COOTBETCTBHHM  ITPOHM3BOJAMTEIIS
JICKapCTBEHHBIX CPEICTB TPeOOBaHMSM IPaBUJ HaJJICKAIIEH IPOW3BOJICTBCHHOU
MPAKTUKH, BBIAHHOTO YIIOJHOMOYEHHBIM (peiepaibHbIM OpraHOM HCITOJIHUTEIHHOM
BJIACTH B OTHOIICHUM HW3MEHEHHOW U (WJIM) JOTIOJHEHHOW MPOM3BOICTBEHHOM
TUTOIIAIKUA JIGKAPCTBEHHOTO TIperapara, WU CBEJICHUS O JIaTe MPEJAOCTABJICHUS |
PETHCTPAIlMOHHOM HOMEpE PEIICHHS YIIOJIHOMOYECHHOTO (eJepaJbHOr0 OpraHa
UCIIOJIHUTEIPHOM BIIACTH O IIPOBEJICHWHM HWHCICKTHPOBAHUS  IPOU3BOIUTENS
JICKapCTBEHHBIX CPEJICTB B ClIydae, €CIIM MPOM3BOCTBO JIEKAPCTBEHHOTO Ipernapara
ocyuiecTBisiercss 3a mnpenenamu  Poccuiickoit  ®epepauuu. (Hacte BBeneHa -
®enepanphbiii 3ak0H 0T 04.06.2018 Ne 140-D3) (B penakiiun denepaibHOTO 3aKOHA
ot 27.12.2019 Ne 478-D3)

12. Tlpy HeOOXOAMMOCTH BHECEHHS B JOKYMEHTHI, COJAEPKALIAECT B
PETUCTPALIMOHHOM JOChE Ha 3apEerHCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar s
MEIULIHHCKOTO TPUMEHEHMS], '3MEHEHU I, YKa3aHHBIX B IIYHKTE 4 4acTH 2 HACTOALLIEH
CTaThU W TPEOYIOIIMX MPOBENECHUS SKCIEPTU3bl KaUECTBA JIEKAPCTBEHHBIX CPE/CTB,
3asBUTENH JIOMOJHUTEIHHO MPEACTABISIECT B YIOJIHOMOUYCHHBIN (eaepaabHbIi opran
VCIIOJIHUTENBHOM BJIACTU CBEJCHHUS O JaT€ NPENOCTABICHUS M PETUCTPALIMOHHOM
HOMEpE JINIIEH3UN HA POU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB WJIM CBEIECHHUS O JaTe
MPEIOCTABJIEHNU W PETUCTPALMOHHOM HOMEPE 3aKJIFOYEHHUSI O COOTBETCTBUHU

MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM TMPAaBUI HaJUIeKaIIEH



IPOU3BOJICTBEHHON MPAKTUKH, BBIJIAHHBIX (MPEJOCTABIICHHBIX) YIOJIHOMOYEHHBIM
(denepanbHbBIM OPraHOM MCIHOJHUTEIBHOM BJIACTH B OTHOLIEHUM IPOU3BOJCTBEHHOM
IUIOLIAJKK  JIEKAPCTBEHHOIO  Ipernapara, B  ClIy4yae, €ClIM  IPOU3BOJICTBO
JIEKapCTBEHHOr0  mpemnapara ocymectBiasiercs B Poccuiickont  depepanuu,
7100 CBEJIEHUsI O JaTe MPENOCTaBICHUS M PETUCTPAIMOHHOM HOMEpE BBIIAHHOU
YIOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOW3BOAMUTENS JIMIEH3UH HA MPOU3BOJCTBO
JIEKAPCTBEHHOTO IIpernapara M €€ IEepeBOJ Ha pPYCCKUM S3bIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM TIIOPSAKE, a TaKKe CBEJACHUS O JaTe IMPEAOCTABICHUS H
PETUCTPALlMOHHOM  HOMEPE 3aKIOYEHUSI O  COOTBETCTBMM  IPOU3BOAMTENS
JIEKapCTBEHHBIX CpPEICTB TpPeOOBaHMSAM IMpaBUJ HAJJIEKAIIEW IPOU3BOJICTBEHHOU
MPAKTUKH, BBIIAHHOTO YTIOJHOMOYEHHBIM (peiepaibHbIM OpPTraHOM HCIIOJTHUTEILHON
BJIACTU B OTHOUIEHWH MNPOW3BOACTBEHHOW IUIOIIAJKH JIEKAPCTBEHHOIO Ipernapara,
WM CBEJICHHUSI O JlaT€ NPEAOCTABICHUS M PErUCTPAMOHHOM HOMEPE PELICHUS
YIOJHOMOYEHHOTO (efepaqbHOTO OpraHa HCIOJHUTENBbHON BJIACTH O MPOBEACHUU
WHCIIEKTUPOBAHUS TPOU3BOAUTENS JIEKAPCTBEHHOIO CpPEACTBA B Clydae, €CIIH
IPOU3BOJCTBO  JIEKAPCTBEHHOTO IIpemnapara OCYIIECTBISETCA 3a IMpeleraamu
Poccuiickon ®enepanuu. (Yactb BBEJICHA - ®denepalibHBIN 3aKOH
ot 04.06.2018 Ne 140-®3) (B penakin denepabHOrO 3aKOHA
ot 27.12.2019 Ne 478-D3)

13. IlpunsTHE pEIIEHUsS O BHECEHUM M3MEHEHUH MM 00 OTKa3e BO BHECEHUH
M3MEHEHU B JIOKYMEHTBI, COJIEpXKAIUECSd B PETUCTPALIMOHHOM JIOChE Ha
3apErucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i1 MEIUIIMHCKOTO IPUMEHEHNUS, B
cilydae HEOOXOJAMMOCTH MPOBEACHUS IKCIIEPTU3bI KAUECTBA JICKAPCTBEHHBIX CPEJICTB
U (WIM) SKCIEPTU3bl OTHOIICHUS OXKHMIAEMON TOJIb3bl K BO3MOXXHOMY PHCKY
IIPUMEHEHHs] JIEKAPCTBEHHOIO Ipemnapara sl MEIUIMHCKOTO  IPUMEHEHHS
OCYIIECTBJISIETCS B CPOK, HE IPEBBILIAIONINHN IEBIHOCTA paOOUYUX JHEH, a B OCTAIBHBIX
CiIly4yasix B CPOK, HE MPEBBIIIAIOUINN TpUALATH paboYuX AHEH CO JIHA TPUHSATHS
YIIOJITHOMOYEHHBIM (pe/iepaibHbIM OPTraHOM HMCIIOJIHUTEIHHOW BJIACTH 3asIBJICHUS O

BHECeHMH Takux u3MeHeHuil. (Yacte BBenena-  DenepasibHbIE  3aKOH
ot 04.06.2018 Ne 140-D3)

14, VonaoMo4eHHbli (eepanbHblii Oprad UCIOJHUTENBHOM BIACTH C YIETOM
pe3ynbTaToB (papMaKoOHaA30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB,

HaXOJSIIMXCSI B TPaXIaHCKOM OOOpOTE, YCTAaHOBJIEHHBIM TPEOOBAHMSIM K HUX



KayecTBY B T€UEHUE JIeCATU paboUMX JAHEH CO JIHSA MOCTYIUIEHUSI COOTBETCTBYIOLIEH
uHboOpMaIMK pa3MelmiaeT Ha cBoeM odunmuansHoM caiite B cetu "HMuTepner”
CBEJCHUA O HEOOXOJUMOCTH BHECEHUS B HWHCTPYKLUHUIO 10 MEAUIHUHCKOMY
NPUMEHEHHUIO JICKaPCTBEHHOTO Tpernapara WU3MEHEHUH B OTHOIICHWHM CBEICHUU O
MOKa3aHMSIX IS TPUMEHEHUS W  MPOTHUBOMOKA3aHUAX JJII  TPUMEHEHHS
JIEKapCTBEHHOTO Tpemnapara, BBIABICHHBIX MOOOYHBIX ACHCTBUSX, HEXEIaTeIbHBIX
peakuusX Ipu MPUMEHEHUU JIEKApCTBEHHOI'O Mpernapara U yBeIoMiIsieT 00 3TOM B
AJIEKTPOHHOM (hopMe WK MHUCbMEHHOU opMe (Ha OyMaKHOM HOCUTENIE) AepiKATEIs
WIN BJa/iefbla PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO MpernapaTa (Win
YIOJHOMOUYEHHOE MM JApPYroe IOPUAWYECKOE JIMI0), a TaKKe JepKaTesied Wiu
BJIQJICTIBIIEB PETUCTPAIMOHHBIX YIAOCTOBEPEHHUI JIEKapCTBEHHBIX MpemapaToB (WU
YHOOJHOMOYEHHBIX HWMH JPYTUX IOPUAMYECKHX JIMI[), KOTOpbIE SBISIIOTCS
B3anmo3ameHsieMbIiMu. (YacTe BBeneHa - OenepanbHblii 3akoH oT 27.12.2019 No 475-
D3)

1°. Jlepxatens ~ MaM  BUAJENEll  PETMCTPALMOHHOIO  YAOCTOBEPEHHMS
JIEKapCTBEHHOT'O IIPEIapara, a TAKXKe JAepKaTENN WIHA BIIAIEIbIbl PETUCTPALMOHHBIX
YAOCTOBEPEHUI JIEKAPCTBEHHBIX MpenapaToB (KWW YIOJTHOMOYECHHBIE UMU JIPYTHE
IOPUIMYECKUE JIMIA), KOTOPBIC SBISIFOTCS  B3aMMO3aMEHSEMBIMH, OOS3aHbI
NPEICTaBUTh B YMOJIHOMOYEHHBIM (eaepaibHblii OpraH HCIOIHUTEIbHON BIAcTH
3as4BJICHUS O BHECEHMHM HW3MEHEHMW B  JIOKYMEHTBI, COZAEpKaluecs B
PETUCTPAIMOHHBIX JIOChE HA 3apPETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE MPENapaThl IS
MEIUIIMHCKOTO TPUMEHEHHUSI, B OTHOIIIEHUU CBEJICHUM, YKAa3aHHBIX B MHCTPYKIIHUH T10
MEIMIIMHCKOMY NPUMEHEHUIO JIEKaPCTBEHHBIX IpenapaTroB, B TEUYEHUE COPOKa
pabouux [HEW CO JHA pa3MEIICHUs YMOJHOMOYEHHBIM (QeAepaTbHbIM OpPTaHOM
VCTIOJIHUTENEHON BilacTd MH(OPMAIMHU, YKa3aHHOW B yacTh 14 HacTrosmel craThy.
JlanHoe TpeboBaHNe HE PACTIPOCTPAHAETCA HA CIydad BHECEHHS B MHCTPYKIUIO IO
MEIUIMHCKOMY NPUMEHEHUIO JIEKaPCTBEHHOTO IIPENapaTa U3MEHEHUN B OTHOLLICHUU
HOBBIX TTOKA3aHUM Uil TPUMEHEHHUS JIEKAPCTBEHHOIO IIpernapara Ha OCHOBAaHUU
pEe3yJIbTAaTOB COOTBETCTBYIOIIMX HccienaoBaHui. (Hacth BBeneHa - DenepaibHbIil
3ak0H OT 27.12.2019 No 475-D3)

2. DKcmepTu3a JIEKApPCTBEHHBIX CPEJICTB B YaCTH JKCIEPTU3BI KauecTBa
JIEKAPCTBEHHOTO CPEACTBA M (MJIM) SKCIEPTU3bl OTHOIICHUS OKHIAEMOM IMOJIB3bI K

BO3MOXXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O IIperapara il MEIULIMHCKOIO



INPUMCHCHHA TIPOBOAUTCS B  CJIydaC BHCCCHUA W3MEHCHUH B HOKYMCHTHI,
coacprKalrecCi B pCruCTpaiuoOHHOM OJOCHEC HA Sapel"I/ICTpI/IpOBaHHI)If;I HeKapCTBeHHBIﬁ

npemnapar, B OTHOICHU N

1) cBeficHUH, yKa3aHHBIX B MHCTPYKIUHU IO MEIMIIMHCKOMY NPUMEHEHHIO

JICKAPCTBCHHOTI'O IIpfIiapara:

a) JICKAapCTBCHHAA Q)opMa C YKa3aHUCM HAaMMEHOBAHMN M KOJHUYECTBEHHOI'O
coCTaBa HGﬁCTBYMMHX BCHICCTB MW KA4YCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCJIIBHBIX
BCIICCTB (HpI/I HGO6XOI[I/IMOCTI/I KOJINYCCTBCHHOT'O COCTaBa BCIOMOI'aTCIIbHBIX

BEIIIECTB);

0) apmakoguHaMuKa U (apMaKOKMHETHKA (3a UCKIIFOYEHUEM
(apMaKOKMHETUKH TOMEOIATUUYECKHUX JIEKAPCTBEHHBIX MPENapaToB U PaCTUTEIbHBIX
JIEKapCTBEHHBIX MPEMapaToB);

B) MOKa3aHUs JJIsl IPUMEHEHHUS,
I') IPOTUBOIIOKA3aHUs JJI IPUMEHEHUS;
1) MEPBI IPEAOCTOPOKHOCTH MPHU MPUMEHEHUU;

€) YKa3aHue BO3MOXHOCTH W OCOOCHHOCTEH MPUMEHEHHUS JEKapCTBEHHOTO
nperapara Il MEAWIIMHCKOTO TNPUMEHEHHsS OEpEeMEHHBIMU  KCHIIWHAMH,
KCHITMHAMU B MIEPHUOJI TPYIHOTO BCKAPMIIMBAHUS, JIETHbMH, B3POCIBIMU, UMEIOIIUMHU
XpOHUYECKHE 3a00JIeBaHUS;

) pSKAM  JTO3UPOBAHMS, CIOCOOBI BBEICHHWS W TPUMEHEHHUS, TIPH
HEOOXOJUMOCTH BpeMs NpHeMa JICKAPCTBEHHOTO Mperapara, MpoJ0JDKUTEIbHOCTD

JICUYECHUS, B TOM YHUCJIC Y JIETEN 10 U MOCJE OJHOTO TOa;

3) BO3MOJKHEIE TTOOOYHEIE ﬂCﬁCTBHH N HCXKCJIATCIIbHBIC PCAKIUKU IIpU

INPUMCHCHHNHU JICKAPCTBCHHOI'O IIpCIIapara,

M) CUMITOMBI  MEPEAO3UPOBKH, MEphl 1O OKA3aHMUIO IOMOIIU TpH
IIEPEO3UPOBKE;

K) B3aMMOJICHCTBUE C JPYTMMHU JIEKAPCTBEHHBIMHU IIpenaparamMu U (WUJn)

IMUIICBBIMHU MIPOAYKTAMMU,

1) (opMBI BBIITyCKa JIEKAPCTBEHHOTO TPETapara;



M) yKa3aHue (Ipu HEOOXOJMMOCTH) OCOOEHHOCTEH NEHCTBUS JIEKapCTBEHHOTO

nperapara npu nepBoM MMpuemMe Ui 1rmpu €ro OTMCHC,

H) CBCACHHUA O BO3MOXHOM BJIHMAHHUKW JICKAPCTBCHHOI'O IIpfriapara A
MCIAUIUHCKOIO IPHUMCHCHMHA  HaA CIIOCOOHOCTH YHOPaBJIATbL  TPAHCIIOPTHBIMU

CpeaCTBaMH, MCXaHU3MaMU,

O) CPOK TOAHOCTH M YKA3aHUC Ha 3alpCT IMIMPHUMCHCHUA JICKAPCTBCHHOI'O

nperapara 1o UCTEYCHUU CPOKa TOAHOCTH;
1) YCJIOBHS XpaHEHUS;
P) YCIIOBHS OTITYCKa;
2) cocTtaBa JICKapCTBEHHOTO TIperapara sk MEAUIIMHCKOTO IPUMCHEHUS;

3) UI3MCHEHUsI MecTa MPOW3BOJCTBA JIGKAPCTBEHHOTO —Mperapara  Jyis

MCIUIUHCKOT'O ITPUMCHCHUA

4) u3MeHeHus1 TIOKa3aTelied KadyecTBa JICKApCTBEHHOTO Ipemaparta s
MEIUIIMHCKOTO MPUMEHEHHUS U (MJIM) METOJIOB KOHTPOJIS KadecTBa JIEKAPCTBEHHOTO

npemapara 11 MCAUIUHCKOTO IPUMCHCHU A,

5) N3MCHCHUS CPOKaA I'OJHOCTHU JICKAPCTBCHHOTO IIpCIiapaTta JJIsi MCAUIUHCKOTO

IMPUMCHCHMUSI,

6) cBemeHnii 0 HEOOXOAMMOCTH BHECEHHUS MHBIX U3MEHEHUH B HHCTPYKIIUIO I10
MEIULINHCKOMY TPUMEHEHHUIO JICKAPCTBEHHOI'O Mperapara, a TakKXke B HWHbIE
JIOKYMEHTBI, COAEPKAIIUECS B PETHUCTPALMOHHOM JOChE€ Ha 3apErUCTPUPOBAHHBIN
JIeKapCTBEHHBIN npenapat. [Ipu 3Tom perieHne o NpoBeICHNUN SKCIEPTU3BI KAUECTBA
JIEKAPCTBEHHBIX CPEACTB M (MJIM) SKCHEPTU3bl OTHOUIECHUS OXXHJAAEMOM MOJB3bl K
BO3MOXXHOMY PHUCKY NPUMEHEHHUs JIEKaPCTBEHHOTO Iperapara Jjisi MEIULMHCKOTO
MPUMEHEHUSI TPUHUMAECTCS B COOTBETCTBUU C YTBEPKICHHOW YIOJIHOMOYECHHBIM
dbenepaabHBIM OPTaHOM HCIIOJHUTEILHON BIIACTH KiIacCU(UKAIIMCH W3MEHEHUH,
BHOCHMBIX B JOKYMEHTBI, COAEpXKAIIUECs B PETrUCTPALIMOHHOM JOChE Ha

3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar.
(Hactp B penakuuu denepanpHoro 3akoHa ot 22.12.2014 Ne 429-D3)

3. 3asBUTENb BIIpaBE MPEACTaBUTh MO COOCTBEHHOW WHHUIIMATUBE BMECTE C
3a4BJICHUEM O BHECEHWM HW3MEHEHHM B  JIOKYMEHTBI, COZAEpXKaluecs B

PEruCTPalMOHHOM JIOChE€ Ha 3apEeTHMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Uit



MEIUMLIHUHCKOTO IPUMEHEHUS, KOINMM JOKYMEHTOB, IOATBEPKAAIOIIUX YIUIATY
rOCyJJapCTBEHHOW TMOIUJIMHBI 32 BHECEHHE B JIOKYMEHTBI, COJEpKallhecs B
PErUCTPAIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar s
MEIUITMHCKOTO TMPUMEHEHHUs, W3MEHEHHH, TPeOYyIOMMX MPOBEACHHUS DKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB B YaCTH SKCIEPTU3bI KAUECTBA JICKAPCTBEHHOT'O CPEACTBA U
(M) DKCIEPTU3bl OTHOMIICHHUS OXXUJAEMOM TONB3bl K BO3MOXXHOMY PHCKY
IIPUMEHEHHS JIEKAPCTBEHHOIO0 Mpemnapara s MEIULMHCKOrO IPUMEHEHUS,
rOCyJJapCTBEHHOM TOLUIMHBI 3a BHECEHHUE B JIOKYMEHTBI, COJEpKaIIUecs B
PErUCTPAIIMOHHOM JIOChE Ha 3apeTrHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
MEIUITTHCKOTO MPUMEHEHHs, U3MEHEHHUH, HE TPeOYIONINX MPOBEACHUS YKCIIEPTU3HI
JEKApCTBEHHOTO  CpPEACTBAa, a TakXkKe  BblJaBaeMble  (IIPEIOCTABIISIEMBIE)
YHIOJHOMOYEHHBIMH (eZIepabHBIMU OpraHaMHi UCTIOJTHUTEIHHON BIIACTH JJOKYMEHTHI
(cBeneHus1), ykaszaHHble B dacTax 1! m 12 mactosmeill craten. B ciydae mx
HEMpPEeICTaBICHUs YIIOJTHOMOYEHHBIN (penepanbHblii OpraH UCIOJHUTENBHON BIACTH
3ampaniuBaeT yKa3aHHbIE JOKYMEHTHI (CBEICHHUs) B MOPSIAKE MEXKBEIOMCTBEHHOTO
uHopManonHoro  B3aumojaeicTBud. (B pemakuuu ~ ®DenepasbHOro  3aKoHa
ot 27.12.2019 Ne 478-D3)

4. B tedenwne aecatu paboyux JHEH CO JHS MOCTYIUICHUS YKa3aHHOTO B YacTH
1 Hacrosiel CTaThbu 3asBICHUS M HEOOXOJMMBIX JIOKYMEHTOB YITOJTHOMOYCHHBIN

dbenepanbHBIN OpraH UCIIOTHUTEILHOMN BIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI M JIOCTOBEPHOCTH CBEACHUH, COJCPKAIIXCS

B IPCACTABJICHHBIX 3asBUTCIJICM MAaTCpHajlax,

2) IPUHUMAET PEIICHUE O IPOBEJICHUH YKa3aHHBIX B YaCTH 2 HACTOSIIICH CTaThU
COOTBETCTBYIOIIUX 3KCIEPTU3 JIEKAPCTBEHHOTO CpeAcTBa WM 00 OTKa3ze B HUX

IMPOBCACHUH,

3) yBeIOMIISET B 3JIEKTPOHHOM WIIM MMCHMEHHOM (hopMe 3asIBUTEIIS O IPHHITOM
pelICHWH WM B Clydae NPHHATHS peEIIeHHs 00 OTka3e B IIPOBEJICHUHU
COOTBETCTBYIOIIEH KCIEPTHU3BI C YKa3aHWEM NPHUYMH Takoro orkasa. (B pemakiuu
denepanpHOro 3akoHa o1 22.12.2014 Ne 429-D3)

41, B cnydae BBISABIEHHMS HEIOCTOBEPHOCTH CBENEHHH, CONEPKAIIUXCS B
MPE/ICTABICHHBIX 3asBUTEIIEM MaTepuaiax, yIOoJIHOMOUYCHHBIN (heaepalbHbIi OpraH

WCTIOJIHUTEILHOM BIIACTH HAIPABIISIET 3asBUTENIO 3alIPOC 00 YTOUHEHUU yKa3aHHBIX



cBeqieHul. JlaHHbIN 3a1IpOC MOXKET ObITh NepeAaH YIIOTHOMOYEHHOMY MPEACTABUTEIIO
3asiBUTENSI JIMYHO I0J] PACIUCKY, HANpPAaBJIEH IO MOYTE 3aKa3HbIM MHCbMOM WJIU
nepesaH B 3JIEKTPOHHOM (opMe MO TEeIeKOMMYHHUKAIIMOHHBIM KaHallaM cBsi3u. B
CJy4yae HaIpaBJICHHs TAHHOTO 3aIpoca Mo MOYTE 3aKa3HbIM MUCbMOM OH CUUTAETCS
MOJIYYEHHBIM MO UCTEYEHWHU IIECTH JHEW C JaThl HAMPABIICHUS 3aKa3HOTO MUCHMA.

(Uacts BBeneHa - enepanbhbiit 3akoH oT 25.11.2013 Ne 317-D3)

42, 3asBuTenb 00A3aH MPEACTABHTH OTBET HAa 3alpPoOC YIOJIHOMOYEHHOIO
(denepanbHOrO OpraHa UCIHOJIHUTEIBHOM BJIACTH B CpPOK, HE IPEBBIIIAIOIINIMA
JIEBSHOCTA pabOUYUX THEH CO JHA MOJy4YeHHs JaHHOTO 3ampoca. Cpok, yKa3aHHBIN B
4acTH 4 HACTOAIIEH CTaThU, MPUOCTAHABIMBAETCS CO JIHA HAMPABICHUS 3aSBUTEIIO
3arpoca yrnoJIHOMOUYEHHOTO (efepalbHOTO OpraHa MCIOJIHUTEIBHON BIIACTU 0 JHS
MOJIyYeHHs] UM OTBETA Ha JAHHBIN 3alpOC U HE YUYUTHIBAETCS MIPU UCUUCICHUU CPOKa
OPUHATHS pPEUIeHUS] O BHECEHWHM HM3MEHEHUH B JOKYMEHTBI, COJAEpIKalluecs B
PETUCTPALIMOHHOM JIOCh€ HA 3apETHMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s
MeauiuHckoro — npumeHeHus.  (Yactb  BBegeHa - — DenepanbHBI  3aKOH
o1 25.11.2013 Ne 317-D3)

5. OcHoBaHWEM JUIS OTKa3a B MPOBEACHUHM YKA3aHHBIX B YACTH 2 HACTOSIICH
CTaThH IKCIIEPTHU3 SABIISICTCS NPEICTABIICHUE IOKYMEHTOB, TEPEUYUCIICHHBIX B 4aCTAX |
U 3 HACTOSIICH CTaThbW, B HEIMOJHOM OOBEME, HEMpE/CTAaBIICHUE 3asBUTEICM B
YCTaHOBIICHHBIA CPOK OTBETA HA YKA3aHHBIM B yacTH 4! HacTOsIIEH CTaThbH 3aIpoc
YIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa WCIOJIHUTEIBLHOW BIACTH, a TaKXKe
OTCYTCTBHE€ B  TIPEJCTABIICHHBIX  JIOKYMEHTaX  JOCTATOYHBIX  CBEJICHUM,
MOJTBEPXKAAONINX HEOOXOJMMOCTh BHECEHHS W3MCHCHHMH, WJIM OTCYTCTBHE
uH(pOpMaIMK, TOATBEPXKAAMONICH (aKkT yIulaThl TOCYJAapCTBEHHBIX — ITOILIUH,
yKa3aHHBIX B 4acTH 3 Hacrosmed crathu. (B pemakiuu (denepaibHBIX 3aKOHOB
ot 25.11.2013 Ne 317-®3; ot 22.12.2014 Ne 429-D3)

6. VkazaHHble B 4YacTU 2 HACTOAILIEH CTaTbU DKCHEPTU3bl MPOBOAATCSA B

NOPSIAKE, YCTAHOBJIEHHOM CTaThbel 23 HacTosimero denepaibHOrO 3aKOHA.

7.B cpok, HEe MpeBbIIAIOMINN JeCATH padoyux AHEH €O JHSA MOJyYEHHUS
3aKJIF0YEHUI KOMUCCHI SKCIIEPTOB MO PE3yJIbTaTaM yKa3aHHBIX B YACTH 2 HACTOSIILIEH
CTaTbU HKCIEPTHU3, YIIOJTHOMOUYEHHBIN (eiepalibHbII OpraH UCIOJTHUTEILHOM BIACTH:

(B penakmun denepanbroro 3akoHa ot 22.12.2014 No 429-D3)



1) npuHUMaeT peleHUe O BHECCHUH W3MEHEHUH B JIOKYMEHTBI, COJIEPIKAIIUECS]
B PETHUCTPAILMOHHOM JIOChE€ Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s

MCIUIUHCKOT'O ITPUMCHCHUS, NJIN 00 OTKa3e BO BHECCHUM TAKHX HSMGHGHHﬁ;

2) BHOCHT B FOCYIapCTBEHHBIN PEeCTp JICKAPCTBEHHBIX CPEACTB HA OCHOBAHUHU
peLIeHUs O BHECEHUH U3MEHEHHUM B JOKYMEHTBI, COJIEPKAIIUECA B PETUCTPALIOHHOM
JIOCBE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpernapar s MEIUIMHCKOrO

IMPUMCHCHMUI, H606XOIII/IMI>IG HN3MCHCHU U BO3BPAIIACT UX 3aABUTCIIIO,

3) BBIIa€T  3aABUTENI0  HOBOE  DPETHCTPAIMOHHOE  yIOCTOBEpEHHE
JIEKapCTBEHHOTO TperapaTa B CIy4ae U3MEHEHHUs CBEJICHUM, COAEPKAIIUXCS B HEM.
(ITlyukT BBeneH - DenepanbHblil 3akoH 0T 22.12.2014 Ne 429-D3)

8. OcHoBaHueM MJii OTKa3a BO BHECEHHMM W3MEHEHHMI B JIOKYMEHTHI,
coJiep KaInuecs B pErUCTPAIlMOHHOM JIOChE HA 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpemapat g MEAUIMHCKOTO  TNPUMEHEHHS,  SBJSIETCS  3aKIIOYeHUE
YIOJIHOMOUYEHHOTO (heZiepaibHOr0 OpraHa MCIOJIHUTENBHON BIACTH O BO3MOKHOCTH
CHIKEHHSI 0€30IacHOCTH, KadyecTBa, d(P(EKTUBHOCTHU JIEKAPCTBEHHOI'O CPEJCTBA B

ClIydac BHCCCHUA TAKUX W3MCHCHHUH.

9. llommyckaercst oOpalieHne JIeKapCTBEHHBIX MPEnapaToB JJIsl MEIUITMHCKOTO
MPUMEHEHHS] 0 HCTEUEHMs] CpOKa TOJHOCTH, NPOU3BEICHHBIX B TEUYEHHE CTa
BOCBMHJICCATH JHEH TMOcCle AaThl NPUHATHS YIIOJTHOMOYCHHBIM (DerepabHbIM
OPTraHOM HUCIIOJIHUTEILHON BJIACTH PEUICHHUS O BHECEHWU U3MEHEHUI B JIOKYMEHTHI,
coJiepKaluecsi B PETUCTPAIMOHHOM JIOChE, B COOTBETCTBHUU C HWH(MOpMaIUEH,
colepxkauencss B JOKYMEHTax PErUCTPAllMOHHOTO JOCh€ Ha JIEKapCTBEHHBIN
npenapar J10 J1aTbl NPUHATHUS Takoro pemieHust. (B penakinuu ®@egepaibHOTO 3aKOHA
o1 22.12.2014 Ne 429-D3)

Cratbs 31. BHeceHne u3MeHeHMI B AOKYMEHTBI, COAECPKAIUECH B
PErMCTpaliiOHHOM J10CHEC HA 3apernchnpOBaHHuﬁ

JIEKAPCTBEHHBI Mpenapar JAJisi BeTePUHAPHOT0 IPUMEHEeHH sl

1.B LIEJIIX BHECEHUS M3MEHEHMU B JAOKYMCHTBI, COICPKaIIUCCA B

PETruCTpallMOHHOM OOCHC Ha Sapel"I/ICTpI/IpOBaHHHﬁ HCKapCTBeHHBIﬁ nperapar ajs



BETCPUHAPHOIO IPUMEHEHMs, Jep)KaTeiab WIM BIAJEICLl PErUCTPALlMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara WA YIOJIHOMOYEHHOE WM JApPYroe
IOPUANYECKOE JIMLO (J1ajee B HACTOSILEHW CTaThe - 3asBUTENb) IPEACTABISET B
YIOJHOMOYEHHBIN (eepanabHblii OpraH HUCIOJHUTEIBHOW BIIACTU 3asIBICHHE O
BHECEHUU TaKMX W3MEHEHUWH 10 ¢GopMe, YCTAHOBJICHHOW YMOJIHOMOYEHHBIM
denepanbHBIM OpTaHOM UCIIOJIHUTEIBLHOM BIACTH, U IPUJIaraeMble K HEMY U3MEHEHHUS
B yKa3aHHbIE JOKYMEHTHI, a TaKK€ JTOKYMEHThI, MOATBEPKIAAIOIINE HEOOXOUMOCTD
BHECEHUs Takux u3MeHeHui. [Ipm HeoOXoAMMOCTH BHECEHUS W3MEHEHUH B
JIOKYMEHTBI, COJEpKAlIUecs B PETMCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN
JIEKAPCTBEHHBIN Mpenapar JJisl BETEPUHAPHOIO IPUMEHEHUS, B CIIy4asX U3MEHEHHUs U
(uM) JOTONHEHHS] TPOW3BOJCTBEHHOW IIJIOMIAKA JIEKAPCTBEHHOTO CPEACTBa, a
TAaK)K€ W3MEHEHHMs I[I0OKa3aTeleld KayecTBa JICKApCTBEHHOIO Ipenapara i
BETEPUHAPHOTO MPUMEHEHUS U (MJIM) METOJ0B KOHTPOJISI KauecTBa JIEKapCTBEHHOTO
mpenapara Uil BETEPUHAPHOIO  NPUMEHEHUs  3adABUTENb  JIOTOJHUTEIBHO
NPEICTaBIsAECT B YINOJHOMOYEHHBIM (efepanbHblil opraH MCIOJHUTEILHOM BIACTH

clenymmue  J0oKyMeHTHI (cBeacHus): (B pemakium — demepanbHOro  3akoHa
ot 27.12.2019 Ne 478-D3)

1) cBeieHUs O 1aTe MPEIOCTABICHHSI M PETUCTPAIIMOHHOM HOMEPE JIUIICH3UU Ha
IIPOU3BOJCTBO JIEKapCTBEHHBIX CPEACTB, IPEAOCTABIEHHON TPOU3BOAUTEIIO
JIEKapCTBEHHOI'O0 IIperapara Jyuisi BETEPUHAPHOIO INPUMEHEHUS, ISl POCCUUCKHUX

npousBoauteneit; (B penakmun denepanbroro 3akona ot 27.12.2019 Ne 478-D3)

2) CBEJICHUS O JaTe MPEAOCTABICHUS U PETHCTPAIIHOHHOM HOMEPE JTUIICH3UH Ha
IIPOU3BOACTBO JIEKapCTBEHHBIX CPEICTB, IPEAOCTABICHHON TPOU3BOAUTEIIO
dapmarneBTHYECKO CyOCTaHIIMU, BXOMSIIEH B COCTaB JIGKAPCTBEHHOIO Iperapara
JUIsl BETEPUHAPHOTO0 MPUMEHEHHUs, Ul POCCUUCKUX Mpou3BoauTeneil; (B penakuuu
®denepanpHOro 3akoHa ot 27.12.2019 Ne 478-D3)

3) xonus JOKYMEHTAa, BBUIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbI
NPOU3BOJUTENS JJI1  KaXJOM MPOU3BOJCTBEHHON IUIOIMIAJKK JIEKAPCTBEHHOIO
npenapara Uil BETEPUHAPHOTO NMPUMEHEHUsS] W IOATBEPKIAOLIETO COOTBETCTBUE
MPOU3BOJUTENS JIEKAPCTBEHHOTO Ipenapara TpeOOBaHUSAM IMpaBUJl HaJuIexKalei
IIPOM3BOJICTBEHHON MpPAKTUKH, U €ro NEepeBOJ HA PYCCKUUM S3bIK, 3aBEPEHHBIC B

YCTAHOBJICHHOM  TIOPAAKE, a TAKKC KOIIUA 3aKIOYCHUA O COOTBCTCTBUU



IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBAaHUSAM MpaBUI HaJUIeKalel
NPOU3BOACTBEHHON MPAKTUKHU, BBIIAHHOTO YIMOJHOMOYEHHBIM  (eepallbHbIM
OpPraHOM HCIIOJHUTEIBbHOM BJIACTU JUISl KaXIO0M IIPOU3BOACTBEHHOW IUIOLIAAKU
JIEKapCTBEHHOTO Tpemnapara Jjisi BETepUHAPHOTO MPUMEHEHHs, TUOO0 KOTHSI PeIIeHuUs
O TNPOBEACHUM HHCIEKTUPOBAHUS TMPOU3BOAMUTENSA JIEKAPCTBEHHBIX CPENCTB,
NPUHITOTO YIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM MCTIOTHUTEIBHON BIACTH IS
KOKIOM  MPOM3BOJACTBEHHOM  IUIOMIAJKH  JIEKAPCTBEHHOIO  Ipemapara i
BETEPUHAPHOIO NPUMEHEHHUs. YKa3aHHbIE JOKYMEHTBHI IPEACTABISAIOTCS B Ciydae,
€CJIM IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Iperapara Uil BETEPUHAPHOTO NPUMEHEHUS

OCYHIECTBIISIETCA 3a npenenamu Poccuiickoit @enepannu;

4) konusi JOKYMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbI
MPOU3BOIUTENS (papMaIEeBTHUECKOM CYOCTAaHIIUU U TTOATBEPHKAAIOIET0 COOTBETCTBUE
npou3BoaUTENsT  (apMalleBTUYECKOM  CyOCTaHIIMM, BXOJAIIEH B COCTaB
JIEKAPCTBEHHOTO Mpernapara JJisi BETEPUHAPHOTO IPUMEHEHUS, TPEOOBAHUSAM MPABUI
HaJyIeKalle MpOU3BOACTBEHHOW MPAKTUKH, U €ro TEpPEeBOJ Ha PYCCKUM SI3BIK,
3aBEPEHHbIE B YCTAHOBJIEHHOM TIOpSIAKE, B CiIy4yae, €CId MPOU3BOJCTBO
dbapmaneBTHYECKON CyOCTaHIIMM OCYIIECTBISIETCS 3a Tmpeaenamu Poccuiickoid

denepanuu.
(Hactp B penakuuu Denepansaoro 3akona oT 04.06.2018 Ne 140-D3)

1'. B cinyuae usMeHeHus U (MIM) JOIOJHEHMS TPOU3BOACTBEHHON IIIOMIANKN
JIEKAPCTBEHHOTO CPEJCTBA JIOKYMEHTHI, YKa3aHHbIE B 4acTU | HACTOSIEH CTaThH,
MPEICTABIIAIOTCS 3asgBUTEIEM B OTHOILICHUU H3MEHSIEMOW M (WIIM) JTOMOIHSIEMOM
IIPOM3BOJICTBEHHOM IUIOIIAJIKK JIEKAPCTBEHHOI'O CpeAcTBa. PerieHue o BHECEHHUH
U3MEHEHUM B JIOKYMEHTBI, COJAEpXallhecsi B PETUCTPALMOHHOM JOChE€ Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIA MpenapaT sl BETEPUHAPHOTO MPUMEHEHUS,
win 00 OTKa3e B MX BHECCHUU MPUHUMAETCS B CIydae HEOOXOIUMOCTH MPOBEIACHHUS
HKCMEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA B CPOK, HE MPEBBIMIAIONIUMN JIEBIHOCTA
pabouux AHEH, a B OCTAIBHBIX CIyUYasx B CPOK, HE MPEBBIIAIOIINN TPUALIATH PA00UINX
JTHEH CO JHSI MPUHATHS YIIOJTHOMOYEHHBIM (pejiepaibHbIM OPIaHOM UCTIOTHUTEIbHON

BJIACTU 3asBJICHUS O BHECEHHWU Takux n3MeHeHwil. (Yacth BBeaeHa - DeaepalibHBIN

3akoH oT 04.06.2018 Ne 140-D3)



12. B cnydae peopraHM3alvM AEPKaTels WM BIaesbla PErucTPAOHHOTIO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO IIPUMEHEHHS,
pa3padoTuuKa WM MPOU3BOAUTENS JIEKAPCTBEHHOTO Mpemnapara Jijisi BEeTepUHAPHOTO
MPUMEHEHHS B 3asBJICHMM O BHECEHUHM MU3MEHEHUH B JIOKYMEHTBI, COAEpKAIlNeECs B
PErUCTPAIIMOHHOM JOCh€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s
BETEPUHAPHOIO MPUMEHEHUS, YKA3bIBAKOTCS JaHHBIE JOKYMEHTA, TOATBEPKIAKOLIETO
BHECEHUE COOTBETCTBYIOIIMX HW3MEHEHHW B ENHMHBIM TOCYyIapCTBEHHBIN peEECTp
IOpUANYECKUX JUIl (A7 OpraHu3aluii, 3aperuCTpUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ~ ®denepaumu), WIM  HUHOTO  JOKYMEHTa,  MOATBEPXKIAIOIIETO
pEeopraHu3alurio OPUANYECKOro JINLA (151 OpraHU3alMM, HE 3apETUCTPUPOBAHHBIX HA
tepputopun Poccuiickoit ®denepanun). 3asBieHHE O BHECEHUHM HW3MEHECHUH B
JOKYMEHTBI, COJIEpPKAIIUECSs B PETHCTPALIMOHHOM JOChE Ha 3apErMCTPHPOBAHHBIN
JIEKApCTBEHHBIN penaparT AJisi BETEPUHAPHOTO MPUMEHEHUS, U MIPUJIaracMble K HEMY
JOKYMEHTBl ~ MPEACTABISIIOTCS B YINOJIHOMOYEHHBIM  (enepanbHbIA  Oprax
UCIIOJIHUTEIbHOM BJIACTH HE MO3JHEE YeM uepe3 TpUALaTh padouux JHEH cO AHS
BHECEHUSI COOTBETCTBYIOIIMX HW3MEHEHMU B ENWHBIN TOCYyIapCTBEHHBIN peecTp
IOpUANYECKUX JUIl (A1 OpraHu3aluii, 3aperucTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit denepanuu) uiam co JHS NPUHATUS COOTBETCTBYIOLIETO JIOKYMEHTA,
NOJTBEP/KIAIOIIET0 PEOPraHU3alUl0 OPUIUYECKOro Juua (Ans opraHu3anui,
HE 3apETUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoii ®denepamuu). B ciydae
peopranmM3alnuy JepKareiss WIA BiaJeliblla PETHCTPALMOHHOIO yIOCTOBEPEHHS
JIEKApCTBEHHOTO Ipernapara Juisi BETEpUHAPHOTO IPUMEHEHHS 3asIBJICHUE O BHECEHUH
U3MEHEHUW B JOKYMEHTBI, COJEpXkalluecs B PETHCTPALlMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIA Ipenapar Il BETEPUHAPHOTO MPUMEHEHUS,
NOJIaeTCs IOPUANYECKUM JIMIIOM, KOTOPOMY B XOJI€ PEOpraHU3aliy NEPEJaHo MIPaBo
BIQJICHUSI ~ TaKUM  PErHCTPAllMOHHBIM yaocToBepeHueM. (Uactr  BBemeHa -
®enepanbhbiii 3akoH 0T 02.08.2019 Ne 297-D3)

2.B ClIydyac BHCCCHUA U3MEHEHUH B JAOKYMCHTBI, COICPKAINIHUCCIA B

PErUCTPALMOHHOM JOChE HA 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s

nn

BETEPUHAPHOIO TPUMEHEHHS], B OTHOILIEHUH CBEJICHU, YKa3aHHBIX B MOJAIMYHKTax "e",
"x", "k", "n", "H", "c", "x" nynkra 7 yactu 3 ctarbu 17 Hactosimero denepanbHOro
3aKOHA, W3MCHEHWs W (WW) JIONIOJTHEHHUS IPOW3BOJCTBEHHON  IUIOMIATKH

JICKAapCTBCHHOI'O CPCACTBA, a4 TAKXKC B CJIIydaC HM3MCHCHUA MoKa3arejied KayecTBa



JIEKapCTBEHHOT'O MpernapaTta Uil BETEPUHAPHOTO MNPUMEHEHMs] U (WIH) METOJI0B
KOHTpOJISI Ka4ecTBa JIEKAPCTBEHHOI'O IIpenapara Uil BETEPUHAPHOTO IPUMEHEHUS
IIPOBOJIMTCS IKCIIEPTU3A JIEKAPCTBEHHOT'O CPECTBA Il BETEPUHAPHOTO IIPUMEHEHHS.
B cnyuae HE0OX0IMMOCTH BHECEHHSI UHBIX U3MEHEHHUH B TJOKYMEHTBI, COJEPKAIIUECS
B PETHUCTPALMOHHOM JIOChE€ Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar s
BETEPUHAPHOIO IIPUMEHEHHMs, OKCIEpPTH3a JIEKAPCTBEHHOIO CpeacTBa  Juifd
BETEPUHAPHOI0 MpUMEHEHMs He npoBoautcd. (B pemakuuu ¢enepaabHbIX 3aKOHOB
ot 22.10.2014 Ne 313-@3; ot 22.12.2014 Ne 429-D3)

3. 3asBUTENH BIIpaBE MPEACTaBUTH MO COOCTBEHHOW WHUIIMATHBE BMECTE C
3asBJICHHEM O BHECEHWHM W3MEHEHWW B JOKYMEHTBHI, coJep)Kamuecs B
PEruCTPallMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar ajs
BETCPUHAPHOTO TPUMEHEHHS, KOMUU JOKYMEHTOB, TOJITBEPKIAIOIINX YIUIATy
roCyJapCTBEHHONW TMOIUIMHBI 32 BHECEHHE B JIOKYMEHTBI, COJAEpKalluecs B
PETUCTPAIMOHHOM JIOChE Ha 3apeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpemapar s
BETEPUHAPHOTO TPUMEHEHHS, M3MEHEHUH, TPEOYIOMMX MPOBEACHUS IKCIEPTHU3BI
JIEKapCTBEHHOTO CPECTBA, MJIM U3MEHEHUH, HE TPEOYIOIMNX MPOBEACHUS SKCIIEPTU3HI
JIEKapCTBEHHOTO CpeacTBa. B ciayuae HE0OXOAMMOCTH HW3MEHEHHS CBEICHUH,
COJIEpP KAIINUXCS B PETUCTPAIIMOHHOM Y/IOCTOBEPEHUH JIEKAPCTBEHHOTO TIperapara Jijist
BETCPUHAPHOTO TPUMEHEHHMs, C 3asBJICHUEM, YKa3aHHBIM B 4YacTH | HacTosmen
CTaTbM, 3asBUTENIb BIpaBE IMPEJACTABUTh MO COOCTBEHHOW WHHIIMATHBE KOIHUIO
JIOKyMEHTa, TOJATBEPXKIAIOIIETO YIUIATy TOCYJapCTBEHHOHN IOINUIMHBI 3a BBIIAYY
PErUCTPaAIMOHHOTO YJOCTOBEPEHUS JIGKAPCTBEHHOI0 Ipenapara. 3asBUTENIb BIIPaBe
MPEICTaBUTh O COOCTBEHHOW WHUIIMATHUBE CBEICHUS O JUIEH3USX, yKa3aHHBIC B
nyHKTax | u 2 9actu 1 HAcTOsAIIEH CTaThHU, a TAK)KE BBIJJTABAEMbIC YITOJTHOMOUYCHHBIMHA
dbenepanbHBIMU OpraHaMH HMCIIOJHUTEIBHOW BIACTH JOKYMEHTBHI, YKa3aHHBIE B
nyHkre 3 yactu | Hacrosmied cTtaThu. B cilydae HempeacTaBiIeHUS YyKa3aHHBIX
JIOKYMEHTOB (CBEJICHUI) YIOJTHOMOYCHHBIN (pefepaibHbIi OpraH HCIOJHHUTEIHHOM
BJIACTH  3alpalivBaeT  yKa3aHHbIE JOKYMEHTHI  (CBEICHHMS) B  TOPSJIKE
MEXBEJJOMCTBEHHOTO UH(OPMAITMOHHOTO B3aumoiericteusl. (B penakuuu
®denepanpHOro 3akoHa oT 27.12.2019 Ne 478-D3)

4. B cpok, HE MPEeBBIIAIMNA AeciITH padouux JIHEW CO JIHA MOCTYIUICHHS
YKa3aHHOTO B 4acTH | HACTOAIIEH CTaTbU 3asBJICHUS U HEOOXOAUMBIX JTOKYMEHTOB,

YIOJHOMOYEHHBIN (eiepaibHblil OpraH UCIOJIHUTEIbHOM BIIACTH:



1) mpOBOAUT MPOBEPKY MOJHOTHI M JIOCTOBEPHOCTH CBEACHUHN, COJCPKALTUXCS

B IIPCACTABJICHHBIX 3asBUTCIICM NOKYMCHTAX,

2) IPUHUMAET PEIICHUE O TPOBEICHUH IKCIIEPTU3bI JICKAPCTBEHHOTO CPEICTBA

TUIs1 BETEPUHAPHOTO MMPUMEHEHUS MK 00 0TKa3e B €€ MPOBEICHNH;

3) yBeZoMIIsSIeT B TMCbMEHHOM (popMe 3asiBUTEINS O TPUHITOM PEUICHUU WA B
Clly4yae MPUHATHUS pelIeHUs 00 OTKa3e B MPOBEACHUM IKCIIEPTU3bI JIEKAPCTBEHHOTO

CpeICTBa JUIsl BETEPUHAPHOIO MPUMEHEHUS C YKAa3aHUEM ITPUYMH TAKOTO OTKAa3a.

41, B cnyuae BBISABICHUS HEIOCTOBEPHOCTH M (MIIM) HEIOCTATOYHOCTH
CBEJICHUM, COAEpXAaIlIMXCA B MPEACTABICHHBIX  3asBUTENEM JOKYMEHTaX,
YIOJHOMOYEHHBIN (eepaibHblii OpraH HCIOJIHUTEIbHON BIACTH HAIpaBIsET
3asBUTENIO 3anpoc 00 YTOYHEHHM YKa3aHHBIX CBEIEHHUH. 3ampoc MOXKET ObITh
nepenaH yInoJHOMOYEHHOMY TPEACTaBUTEINIO 3asgBUTEINS TOJI PACIUCKY, HaIllpaBicH
MO0 T0YTe€ 3aKa3HbIM MHCHbMOM WJIM TIEpelaH B DSJIEKTPOHHOW ¢dopme TIo
TEJICKOMMYHHUKAIIMOHHBIM KaHajaM CBsi3u. B ciyyae HampaBieHus 3ampoca 00
YTOYHEHUU YKA3aHHBIX CBEACHHUM IO TMOYTE 3aKa3HbIM MHUCBMOM OH CUUTAETCS
MOJIYYEHHBIM 110 MUCTEUEHUU IIECTU JHEN C JaThl HAINpaBJICHUS 3aKa3HOIO MHUChMA.
(Yactb BBeneHa - @eaepanbubiii 3akoH 0T 04.06.2018 Ne 140-D3)

42, 3agButens 00fA3aH TPEACTABUTH OTBET HAa 3allpoC  yNOJIHOMOYEHHOIO
denepaTbHOTO OpraHa MCIOJTHUTEIBHOW BIACTH B CPOK, HE TPEBBIMIAOITHI
JEBAHOCTA pabOYMX JHEH CO JHS MOJTy4YeHus JaHHOTOo 3amnpoca. CpokH, ykazaHHBIE B
vactu 1! HacTosMIIEH CTaThH, IPUOCTAHABIMBAIOTCS CO JHS HAITPABIECHHS 3aBUTENIO
3arpoca yrnoJIHOMOUYEHHOTO (eZIepallbHOTO OpraHa UCIOJIHUTENbHON BJIACTU A0 JAHS
IIOJIyYEHHs OTBETA Ha JAHHBIM 3alpOC U HE YYMUTBIBAIOTCS IIPU MCUHUCICHHHU CPOKa
NPUHATHUS PEUICHUS O BHECEHUM HW3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJis
BerepuHapHoro  npumenenus. (Yacts  BBemena - — DemepanbHbli  3aKOH
ot 04.06.2018 Ne 140-D3)

5. OcHOBaHMEM /IS OTKa3a B MPOBEICHUM DKCIEPTU3BI JIEKAPCTBEHHOTO
CpeacTBa ISl BETEPUHAPHOTO MPUMEHEHUS SIBIISIETCS NPEACTABICHUE NOKYMEHTOB,
yKa3aHHBIX B 4acTAX | U 3 HACTOSAIIECH CTaThH, B HETIOJTHOM 00OBhEME WIIH OTCYTCTBHE
B TMPEACTABICHHBIX JOKYMEHTAaX JOCTATOYHBIX CBEJICHUM, IOATBEPKAAONIUX

HGO6XOI[I/IMOCTB BHECCHUA HSMGHGHHﬁ, 0o HETIPCACTABIICHUC 3aABUTCIIEM B



YCTAQHOBJIEHHBIA CPOK OTBETA Ha YKa3aHHbBIM B 4acTu 4! HacTosmEed cTaThby 3ampoc
YIOJIHOMOUYEHHOTO (eiepalbHOTO OpraHa HCIONHUTENbHON BiacTH. (B penakuum
®denepanpHoro 3akoHa ot 04.06.2018 Ne 140-D3)

6. DxcnepTH3a JIeKapCTBEHHOTO CPEJCTBA JUIsl BETEPUHAPHOTO MPUMEHEHUS B
HEeJISIX BHECEHHS M3MEHEHMM B JOKYMEHTBI, COJEP)KAIMEeCs B PErHUCTPALIMOHHOM
JI0OChe Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM NpemapaTr s BETEPUHAPHOTO
IPUMEHEHUS, OCYIIECTBIISECTCSA B NMOPAJIKE, YCTAHOBIEHHOM CTaTheil 24 HACTOSILETO

CDCI[epaIII)HOI‘O 3aKOHa.

6. B cpok, He NpEBBHINAMOIIUN eCATH Pab0UYNX IHEH CO AHS IIOTydYEHHS
3aKJIIOYEHHS] KOMUCCHH SKCIIEPTOB 0 PE3yIbTaTaM YKa3aHHOW B YACTH 2 HACTOALIEH
CTaThbU 3KCHEPTU3Bl, YMNOJIHOMOYEHHBIM (enepalbHbIi OpraH HCIOJIHUTEIbHON

BnacTu: (B penakuun ®enepanproro 3akona ot 02.08.2019 Ne 297-D3)

1) npuHUMaeT peleHrue 0 BHECCHUH U3MEHEHUH B IOKYMEHTBI, COJICPIKAITUECS]
B PETUCTPALMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar i

BCTCPUHAPHOT'O IPUMCHCHUS, NN 00 O0TKa3e BO BHECCHHH TAKHUX H3M€HCHHI>1;

2) BHOCUT B TOCYTapCTBEHHBII peecTp JEKapCTBEHHBIX CPEICTB HA OCHOBAHUH
peLIeHNs O BHECEHUU U3MEHEHHH B JOKYMEHTBI, COAEPKALUECS B PETUCTPALMOHHOM
JIOCBE Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapaTr [Jjisd BETEPUHAPHOIO

INPUMCHCHMA, HGO6XOI[I/IMBIG HN3MCHCHHUA U BO3BPAIIACT 3T JOKYMCHTLI 3aABUTCIIIO,

3) BBIIACT 3asBUTEIIO HOBOE PETUCTPALIMOHHOE YAOCTOBEPEHHE
JEKAPCTBEHHOTO Ipemnapara JUisi BETEPUHAPHOTO NPUMEHEHHsT B  Clydae
HEOOXO/IUMOCTH HW3MEHEHMsI CBEIEHUM, COJEp)KAILMXCS B HEM, C COXPaHEHHEM
HOMEpa paHee BBIJAHHOIO PETrUCTPALMOHHOIO YIOCTOBEPEHUS JIEKapPCTBEHHOIO
npenapara ansi BetepunapHoro npumenenus. (Ilynkr sBegen - denepaibHbIi 3aKOH
ot 02.08.2019 Ne 297-03)

(Hacts BBeneHa - denepanbhbiii 3akoH oT 22.10.2014 Ne 313-D3)

6%. B ciyuac BHECEHMS H3MEHEHHII B JIOKYMEHTBI, COJEpKalquecs B
PETHUCTPAIIMOHHOM JOChE€ Ha 3apETHCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar s
BETEPUHAPHOI0 IPUMEHEHUS, B UACTH, KaCaOIIEeHCs N3MEHEHUS U (MJIH) JOTIOTHEHUS
IIPOM3BOJACTBEHHOM IUIOLIAJKK JIEKAPCTBEHHOI'O Ipernapara, Ipy IPEICTaBICHUN

3asIBUTEJIEM B COOTBETCTBHUM C TyHKTOM 3 4acTu | HacTOSIIEN CTaThbl KO PEIICHUS



YIOJHOMOYEHHOTO (peZepajJbHOT0 OpraHa HCIOJHUTENIbHON BJIACTH O MPOBEACHUU
UHCTIEKTUPOBAHUS TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, yKa3aHHBIM B
yact 6! HacTOALIEN CTATbH, IPUOCTAHABIMBAETCS CO JHA MOJYYEHHUS 3aKIHOYEHHS
KOMHCCHHU IKCIIEPTOB JI0 THS MPUHATHSA YIIOJHOMOYEHHBIM (helepaibHbIM OpPTraHOM
WCTIOJIHUTEIFHOM BJIACTH PEIICHUS O BbIJaue WM 00 OTKa3e B BbIAAU€ 3aKIIOUCHUS O
COOTBETCTBHM TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM MPaBUI
HaJJIeXKallel Mpou3BOJICTBEHHON MPaKTUKH, HO He 00Jiee YeM Ha CTO BOCEMBIECST
pabouux nuei. (Yacts BBeneHa - @enepanbublii 3akoH 0T 04.06.2018 Ne 140-D3)

7. OcHOBaHWEM I OTKa3a BO BHECCHUM W3MCHCHHA B JIOKYMCHTHI,
COJIEpIKaIIMeCcs B PETUCTPAIIMOHHOM JIOChE Ha 3aPETUCTPUPOBAHHBIN JICKAPCTBEHHBIH
nperapar JIjis BETEpUHAPHOTO MPUMEHECHHS, B CIIyYasx, He TPEOYIOIMUX MPOBEACHUS
OKCHEPTU3BI JIEKAPCTBEHHOT'O CPENICTBA, SBISIETCS IMPEACTaBICHHE TOKYMEHTOB,
yKa3aHHBIX B 4acTsaX | U 3 HACTOsAIICH CTaThU, B HETIOJIHOM 00BhEME HIIM OTCYTCTBHUE
B IIPEJICTABICHHBIX JOKYMEHTaX CBEIICHHIA, KOTOPBIC TOJIKHBI OBITh B HUX OTPaXKCHBI,
1100 HENpeCTaBJICHNUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIH B
yact 4! HacTosmIeN CTAaTbU 3ampoC YIOJIHOMOYEHHOro (eaepalbHOro OpraHa
ucrnosHuTeIbHOM BiacTu. (B penakiuu denepansuoro 3akona ot 04.06.2018 Ne 140-
D3)

7', OcHoBanMeM JUIi OTKa3a BO BHECEHWHM W3MEHEHMH B JIOKYMEHTEL,
coJiepKallluecs B pErUCTPAllMOHHOM JIOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapar il BETEPUHAPHOTO MPHUMEHEHHS, B CIy4asX, TPEOYIOIMMX MPOBEACHUS
HKCIIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, SBJIAETCS 3aKIIOUYEHHE YIOJIHOMOYEHHOTO
dbenepanbHOTO OpraHa UCIHOJHUTEIBHOM BIACTH O BO3MOXKHOCTH CHIDKCHHUS
0€30MacHOCTH, KayecTBa, 3PPEKTUBHOCTU JEKAPCTBEHHOTO MperapaTa BCIEICTBHE
BHECEHHUS W3MEHEHHUUW B YyKa3aHHbIE JOKYMEHTBI, OTKa3 YMOJIHOMOYEHHOTO
denepanbHOTO OpraHa HUCIOJHUTEIBHOM BJIACTM B BbIJAYE 3AKIIOYEHUS O
COOTBETCTBUM IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TpPEOOBAHUSAM IPaBUI
HaJIeXalllell MpPOU3BOJACTBEHHOM TIPAKTUKUM B CiIydyae U3MEHEHUs U (WIH)
JOTOJIHEHUSI TPOU3BOJICTBEHHON IUIOIIAAKN JIEKAPCTBEHHOIO IIpernapara, €cliu
MPOM3BOJICTBO JIEKAPCTBEHHOI'O Tperapata JUisi BETEPUHAPHOTO TPUMEHEHHS
ocymiecTBisieTca 3a npexnenamu Poccuiickon ®enepanuu, Wiyd OTCYTCTBHE 3TOrO
3axmouenus. (Yacte BBeaeHa - @enepanbubiii 3akoH oT 04.06.2018 Ne 140-D3)



8. lonmyckaercs oOpaiieHue JIeKapCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO
IIPUMEHEHMS 0 HCTEUYEHMs] CpOKa TOJHOCTH, NPOU3BEICHHBIX B TEYEHHE CTa
BOCBMHJIECATH JHEW Tmocie JarTbl MPHUHITHS YIOJIHOMOYEHHBIM (perepanbHbIM
OpraHoOM HCIIOJHUTEIBLHON BIACTU PEIIEHUS O BHECEHUU U3MEHEHUN B JIOKYMEHTBHI,
CoZiepKallluecslT B PETUCTPALIMOHHOM JOCh€ Ha JIEKAPCTBEHHBIM TIIpenapar, B
COOTBETCTBHM C HH(OpMAIUEH, CoAepKalleics B JTOKYMEHTaX PErucTpalioOHHOTO
JI0OChe Ha JIEKapCTBEHHBIM mpemapaT OO0 AaTbl NPUHATUSA Takoro pemieHus. (B

penakiuu OeaepanbHOro 3akoHa ot 22.12.2014 No 429-D3)

Cratbs 32. OTMeHA roCy1apCTBEHHOM PerucTPalu JIeKAPCTBEHHOT 0

npenapara

Pemenne 00 oOTMEHE TroCyJapCTBEHHOW pPETUCTPALMU JIEKAPCTBEHHOI'O
npenapara 1 UCKJIFOUEHUH JIEKAPCTBEHHOIO ITpenapaTa U3 rocy1apCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEACTB NMPUHUMAETCS YIMOTHOMOYEHHBIM (peiepaibHbIM OPraHOM

HCITOJTHUTEILHOM BJIACTH B ciy4dac:

1) mpencTaBneHUsT COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eiepabHbIM
OpPraHOM HCIOJHUTEIbHON BIIACTH 3aKJIIOYEHHUS O PUCKE WM 00 yrpose 3710pOBbIO,
JKU3HU YEJIOBEKA WJIM KUBOTHOI'O IPU INMPUMEHEHHH JIEKApCTBEHHOrO Ipernapara,
NPEBBIIAIOMINX €ro 3(PPEeKTUBHOCTh, MO pe3yJbTaTaM OCYIIECTBIIEMOrO0 UM

MOHHUTOpHUHIA 0e30MacHOCTH JICKapCTBCHHOT'O IIpCIIapara,

2) moiavuM JIepKaTesieM WM BIIAACTBIIEM PErHCTPAIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara v YIOJIHOMOYEHHBIM UM IPYTUM FOPUINYECKUM JIMIIOM
3asiBJIEHUs] 00 OTMEHE rOoCyJapCTBEHHOW pErucTpaldy JIEKAPCTBEHHOIO Ipernapara;
(B penakuun denepanbaoro 3akoHa ot 22.12.2014 No 429-D3)

3) HETIOATBEPKACHUSI ~ TOCYJApCTBEHHOW  PETHCTPAllMM  JIEKAPCTBEHHOTO
npenapara IO HCTEYEHUH CPOKa JEUCTBUS PETMCTPALMOHHOIO YIOCTOBEPEHUS,

BBIJAHHOT'O HA IIATH JICT,

4) HCTIPCACTABJICHUS 3asiABUTCICM I/IH(l)OpMaI_II/II/I, KOTOpasa MOKCT ITOBJICYL 3a

cobom HeO6XOI[I/IMOCTB BHECCHUSI H3MCHCHHUU B JOKYMCHTBI, COACPIKAIIHUCCIA B



PErucTpalliOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIM JIEKapCTBEHHBIN Ipemnapar, B

TCUCHUC TpUALATU p8.60‘—II/IX JIHEeH cO aHS HACTYIUUICHUA OTHUX H3MeHeHHﬁ;

5) OoCylIeCTBICHUST ~ TOCYJApCTBEHHOM  PErHCTpalliM  JIEKAPCTBEHHOI'O
rpenapara IoJi TOPrOBBIM HAMMEHOBAHUEM 3aPETUCTPUPOBAHHOTO PAHEE MOJ ATUM
TOPrOBbIM  HAWMMEHOBAaHUEM  JICKAPCTBEHHOI'O0  IMpemnapara,  OTIMYArOIIErocs
KaueCTBEHHBIM COCTAaBOM JeHCTByroIuX BemiecTs; (B pemakumm denepanbHOro
3akoHa OT 22.12.2014 Ne 429-D3)

6) OoCyIIeCTBICHHUS TOCYJIApPCTBCHHOM PETUCTPAllMd OIJHOTO M TOTO XKE
JIEKAPCTBEHHOTO IMpernapara B OTHOLICHHH OJHOIO M TOrO e AEpKaTells WIH
BJIAJICNIbLIa PETUCTPALMOHHOIO yIOCTOBEPEHMsI JIEKAPCTBEHHOIO IIpernapara B BUIEC
IByX W 0Oojee JEKApCTBEHHBIX IMPEnaparoB IMOJA pPa3jIM4YHbIMU TOPIOBBIMU

HauMeHoBaHUsAMH; (B penakuuu denepansroro 3akona ot 04.06.2018 Ne 140-D3)

7) BBIHECEHUS CY/IOM PEIICHUs O HAPYIICHUH TIPaB PpaBooOaaaTessi 00bEKTOB

MHTEJUIEKTYaJIbHOM COOCTBEHHOCTH MPHU OOpAIlleHUH JIEKaPCTBEHHBIX CPEJICTB;

8) OTCYTCTBHsI JICKApCTBCHHOTO IIperapara B oOparieHud B Poccuiickoit

denepanuu B TeueHue tpex u Oosee ser; (IIyHkt BBeneH - denepalibHblid 3aKOH
oT 22.12.2014 Ne 429-D3)

O) HEBBIITOJIHEHUST ~ JACp)KATeIeM WM BJAACibIIEM  PErHCTPAI[HOHHOTO
YAOCTOBEPEHHS JICKAPCTBEHHOTO Tpernapara Ju00 YIMOJTHOMOYECHHBIM UMHU JIPYTUM
IOPUIMYECKUM JIUIIOM MEPOTIPUSITHH 110 00eCIIeueHnI0 0€30MacHOCTH JIEKapCTBEHHBIX
MpenapaToB,  YCTAHOBJICHHBIX  YIOJHOMOYEHHBIM  (elepaibHbIM  OPraHOM
HUCITOJTHUTEILHOM BJIACTH B COOTBETCTBHMHU C YacTsAIMU 3 U 4 craThu 64 HACTOSIIETO
denepanpbHOr0  3aKOHa, B paMKaxX  OCYIIECTBIEHUS  (apMaKoHAI30pa;
(Ilynkt BBeaeH - @enepanbHbiii 3aK0H 0T 22.12.2014 No 429-D3)

10) oTkaza jgepkaTeliss WM BIIAJCIbI[Aa PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO IpernapaTa Ju00 YHOJTHOMOYEHHOTO WMHU JIPYTOro IOPUAUYECKOTO
JWIa OT BHECEHHWS W3MEHEHUH B MHCTPYKIUIO MO NMPUMEHEHHIO JIEKapCTBEHHOTO
mpernapara, KacalolIUXCs HOBBIX TOJATBEPIKACHHBIX JaHHBIX O TOM, YTO PHUCK
NPUYUHEHUS BpeJa 3/I0pPOBBI0 UYENOBEKA WM KMUBOTHOTO BCIIEJCTBUE IMpHEMa
JIEKapCTBEHHOTO Tpemapara TmpeBbimaeT AP(HEKTUBHOCTH €ro  MPUMEHEHHUS;
(Ilyukt BBeaeH - @enepanbHblil 3aK0H OT 22.12.2014 No 429-D3)



11) ycTaHOBJIEHHOM 4YacThl0 6 cratbu 65 HacTosmero ®eaepaabHOro
3akoHa. (ITyHkT BBeneH - DeaepanbHbiil 3akoH oT 27.12.2019 Ne 475-D3, BcTymaer B

cuny ¢ 1 suBaps 2023 rozaa)

Cratbs 33. 'ocynapcTBeHHBI peecTp JeKAPCTBEHHbBIX CPEACTB

1. 'ocynapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB COJEPXKUT IEpEeueHb
JIEKAPCTBEHHBIX  IPENaparoB, MPOLICAIINX TOCYJAPCTBEHHYIO PETUCTPALUIO,
nepeyeHb (apMaleBTUYECKUX CYyOCTaHIUM, BXOSIIMX B COCTaB JIEKaPCTBEHHBIX

IpenaparoB, U CAEAYIOIIYI0 HHPOPMALUIO:
1) B OTHOIIICHHUH JICKAPCTBEHHBIX MPEIAPATOB:

a) HAMMEHOBaHUE JIEKapCTBEHHOTO npernapara (MeXayHApOIHOE
HEMAaTeHTOBaHHOE, WM TPYNINHPOBOYHOE, WIM XUMHUYECKOE U  TOProBoOe
HaumeHoBaHus); (B penakiuu ®enepanpHoro 3akoHa ot 22.12.2014 No 429-D3)

0) mekapcTBeHHas opMa C YKa3aHUEM JO3UPOBKH JICKAPCTBEHHOTO TIperapara

n €ro KOJIM4cCTrBa B HOTp€6HT€HBCKOﬁ YIIAKOBKC;

B) HAUMEHOBAaHUE  Jep)KaTeiass  WIM  BiaJeiablla  PErucTPalliOHHOTO
YAOCTOBEPEHMSI JIEKAPCTBEHHOI'O MIpENapara U CBEJCHUS O PErUCTPALUU JepKaTems
WM BIIAJIENIbIIA PETUCTPALMOHHOIO yAOCTOBEPEHMSI JIEKAPCTBEHHOTO Mpernapara JUis
MEIULMHCKOTO IPUMEHEHUS B KAYE€CTBE HAJOTOIUIATEbIINKA B CTPAHE PETUCTPALIMU
(I pPOCCUMCKMX  IOPUAWYECKMX  JIMI[ -  HMJICHTU(DUKAUMOHHBIA  HOMEP
Hanoromnarensiiuka (MHH), ang wHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa
perucTpanuuy, HAMMEHOBAHKUE PETUCTPUPYIOLIETO OPraHa, pErucTpaliOHHbBIN HOMED,
KO/l HAJIOTOIUIATEJIbIIMKA B CTPAHE PErucTpanuu (MHKOPIOPALMHN) UM €r0 aHaJor);
(B penaxun @enepanbHoro 3akoHa ot 28.12.2017 Ne 425-D3)

I') HAUMEHOBAHME U aJIpeC MPOU3BOAUTEINS JIEKAPCTBEHHOTO Ipenapara u
CBEIACHUsS O PErucTpalyvu IPOU3BOIUTENS JIEKAPCTBEHHOIO IIpernapara s
MEIULIUHCKOTO IPUMEHEHUS B KAYECTBE HAJIOIOIUIATEIIBIINKA B CTPAHE PErUCTpalun
(I pPOCCHMCKMX  FOPUAWYECKMX  JIUI[ -  HMJICHTU(DUKAIMOHHBIA  HOMEP
Hajoromarensika (MHH), nns WHOCTpaHHBIX IOPUAMYECKUX JIUI - CTpaHa

perucrpanuy, HAMMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PEruCTPallMOHHBIN HOMED,



KOJ| HaJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPALMK (MHKOPIOpAMU) WU €r0 aHajor);

(B penakmun denepanbroro 3akoHa ot 28.12.2017 Ne 425-D3)

1) GapmakoTepaneBTUUYECKas TPymma, KOJ JEKapCTBEHHOIo TMpernapaTra Mo
AHATOMO-TEPANEBTUYECKO-XUMHYECKOMN KJaccuuKaIm, PEKOMEH0BaHHOMN

Bcemupnoit oprarmzanueit 3npaBooxpaneHus; (B penakmuun denepaabHOro 3aKoHA
oT 22.12.2014 Ne 429-D3)

e) InoKasaHusa HW ITPOTHUBOIIOKA3aHUA K MNPHUMCHCHHIO JICKAPCTBCHHOI'O

npernapara;
) MOOOYHBIE IEUCTBUS JIEKAPCTBEHHOT'O MIpenapara;
3) CPOK TOJHOCTH JIEKAPCTBEHHOT'O TIpernapara;
M) YCJIOBHS XpaHEHUS JICKapCTBEHHOTO Mpernapara;
K) YCJIOBHS OTITyCKa JE€KapCTBEHHOTO Mpernapara;

7) HoMep (apMakoOleHOW CTAaThbM WIJIM B ClIydae €€ OTCYTCTBUS HOMEp

HOpMaTHBHOﬁ AOKYMCHTAaIMU 1100 HOPMATHBHOI'O JOKYMCHTA,

M) aTa TOCYJIApCTBEHHOM PETUCTPAIMM JIEKAPCTBEHHOTO IMpernapara M €ro
pPETHCTPAllMOHHBIA HOMEpP, JaTa 3aMEHbl PEruCTPAIMOHHOTO YIOCTOBEpPEHUS
JICKapCTBEHHOTO TIperapaTta Ha OecCpOoYHOE PErUCTPAIMOHHOE YIO0CTOBEpPEHUE
JICKapCTBEHHOTO TperapaTta, JaTa ToJa4yd 3asiBICHUS O TMOATBEPKICHUU
TOCYJIapCTBEHHOW PETHCTPAlMK  JIEKQPCTBEHHOTO TIpemapara, JaTra OTMEHBI
TOCYJIapCTBEHHOW PETUCTpaIliy  JIeKapCcTBEHHOTo Tipemapata; (B pemakumm
®denepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

H) KaueCTBEHHBIM COCTAaB M KOJINYECTBEHHbBIN COCTaB HeﬁCTBy}OHIHX BCHIICCTB U
KaueCTBEHHBIM COCTaB BCIOMOIaTEJILHBIX BEIIECTB JICKAPpCTBCHHOI'O IIpfCriapara,

(ITonnmynxT BBeneH - enepanbhblii 3akoH OT 22.12.2014 Ne 429-03)

0) uHdopmaims 000 Bcex pa3pelieHHbIX BUIaX BTOPUYHON (MTOTPEOUTETHCKOMN)
ynakoBkH; (IToagnyHkT BBeneH - DenepanbHblil 3akoH oT 22.12.2014 Ne 429-D3)

1) 1laTa MPUHATHS PEIICHUS O BO3MOXKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIH
mpemapar Npud  TOCYJapCTBEHHOW  pErucTpaldd B KayecTBE  OpQaHHOTO
JIEKApCTBEHHOTO TIpernapara (il JeKapCTBEHHBIX MPENapaToB ISl MEIUIIUMHCKOTO
npumenenus); (Iloqnynkr BBeneH - denepanbhbiit 3akoH 0T 22.12.2014 Ne 429-D3;
B penakiuu ®enepanpHoro 3akoHa ot 27.12.2019 Ne 475-D3)



p) HaJIMYKE JIEKAPCTBEHHOIO Mpenapara B epeyHe )KM3HEHHO HEOOXOUMBIX U
BOXHEHMIUX JIEKApCTBEHHBIX IMpenaparoB (Ui JIEKApCTBEHHBIX IMPENapaToB IS
meaunuHckoro  npumenenus); (Ilommynkr  BBenmen -  denepanbHbll  3aKOH
oT 22.12.2014 Ne 429-D3; B penaxiuu OeaepansHoro 3akoHa ot 27.12.2019 Ne 475-
D3)

C) HAIMYKME B  JIGKAPCTBEHHOM TMperapare HapKOTHYECKHX  CPEJCTB,
MICUXOTPOITHBIX BENIECTB U UX MPEKYPCOPOB, MOJIEKAIIUX KOHTPOJIIO B Poccuiickoit
@enepauri, B COOTBETCTBUM C 3akoHoAaTenbcTBOM Pocculickonn @Penepanuu,
MEKIYHApOIHbIMU JoroBopamu Poccuiickon ®denepannn, B ToM uucie EauHon
KOHBEHIIMEN 0 HapKoTH4YecKuX cpenctBax 1961 roga u KonBeHiuei o mcuxoTpomHbIX
BEIIECTBAX 1971 rona; (ITommyHKT BBEJICH - denepanbHbIN 3aKOH
oT 22.12.2014 Ne 429-D3)

T) uHQOpMalLUsg O TOM, SIBJISIETCS JHM JaHHBIA JIEKapCTBEHHBIN Ipenapar
pedepeHTHBIM JiekapcTBeHHBIM mpemnapaTtoM; ([loamyHkT BBeaeH - denepanbHbIN
3aKk0H oT 22.12.2014 No 429-D3)

y) CBEJICHHsI O TOJa4e 3asBICHHUS O BHECEHUM H3MEHEHUH B JOKYMEHTHI,
CollepKaliecss B PETUCTPAIMOHHOM JIOChe Ha JICKApPCTBEHHBIM IIperapar;
(IToammynkt BBeneH - denepanbHbiii 3akoH 0T 22.12.2014 No 429-D3)

¢) ([logmynkTr BBeaeH - DeaepanbHblii 3akoH 0T 22.12.2014 Ne 429-03;
yTpatun cuiy - Oenepanbhblii 3akoH 0T 27.12.2019 Ne 475-D3)

X) CPOK BBEJICHHUSI JIEKaPCTBEHHOrO Mpernapata B TIpaXIaHCKUH 000poT;

(ITonnmyskT BBeneH - DenepanbHbiii 3akoH 0T 22.12.2014 Ne 429-D3)
2) B OTHOIIICHUH (DapMaIleBTHUECKUX CYyOCTAHITHI:

a) HauMeHoBaHWe  (hapMaleBTUUYECKOM  CyOcTaHIMU  (MEXIYHApOIHOE
HEMaTeHTOBaHHOE, WM TPYNINHPOBOYHOE, WJIM XUMHUYECKOE U  TOProBOE
HauMmeHoBaHus); (B pepakiuu @egepanbHoro 3akoHa ot 22.12.2014 Ne 429-D3)

0) HaMMEHOBaHUE U aJPec MPOU3BOAUTENS (hapMalleBTUUECKON CyOCTaHIINN;
B) CPOK T'OJIHOCTH (hapMarieBTUUECKOM CyOCTaHIINY;
T') yCJIOBHSI XpaHEeHUs apMalieBTUIECKOI CyOCTaHIuY;

1) HoMep (apMakomerHOW CTaThu WM B CIIy4ae €€ OTCYTCTBHUSI HOMED

HOPMAaTHUBHOW JOKYMEHTALMU JTUOO HOPMATUBHOTO IOKYMEHTA;



€) Hanmnuue (dapMaleBTUYECKON CyOCTaHIMKM B TIEpeYHE HAPKOTHUYECKUX
CPEACTB, NCUXOTPOMHBIX BEUIECTB M UX IPEKYPCOPOB, MOMJICKAIUX KOHTPOII B
Poccuiickon ®enepanyu, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon
denepannu, MEXIyHAPOAHBIMU AoroBopamu Poccuiickort denepanuu, B TOM YUCIE
Enunoil koHBeHLMEN 0 HapkoTHdyeckux cpexacrtBax 1961 roma m KouBenmuein o
ncuxorponubix BemiectBax 1971 rona. (Iloamynkr BBeneH - denepanbHbId 3aKOH
oT 22.12.2014 Ne 429-03)

2. ®apmarneBTHUECKas CyOCTaHIMS, TMPOU3BEICHHAS IJIs pealu3allii, MOXKET
OBITH BKJIFOYEHA B TOCYJIAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEACTB HA OCHOBAHUH
3asBJICHUS pa3padOTUYMKa WIM TPOU3BOAMTENS JIEKAPCTBEHHOTO CpPEACTBa JHOO
YHOJHOMOYEHHOTO MU IOPUINYECKOTO JTUIA TP YCIOBUU MTPOBEACHUS B OTHOILICHUHN
Takol (apMaleBTUUECKOM CyOCTaHIIMU SKCHEpPTU3bl KadecTBa (hpapManeBTUUECKOU
cyOCTaHIIMM B TIOpPSIAKE, YCTaHOBJICHHOM cTaThed 34 Hacrtosmero denepaibHOTO
3akoHa. B oTHomeHuu (dapmareBTHUECKUX CYOCTaHIMA, NPOU3BEACHHBIX IS
peann3anuy, B TOCYAApPCTBEHHOM pEECTpPE JIEKAPCTBEHHBIX CPEACTB COACPHKUTCS

crnenyromas nHGOpMaIys:

1) HanMeHoBaHHe  (papMaleBTHUECKOH  CyOCTaHmmu  (MEKIYHApPOIHOE
HEMAaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WIA XHUMHUYECKOE M  TOPTroOBOE

HaI/IMeHOBaHI/IH);

2) HAaMMEHOBAHUE, aJpPeC MPOU3BOIUTEINS (apMaIEeBTUUYCCKOW CyOCTaHIIMH, a
TaK)k€ B OTHOLIEHWU JIEKAPCTBEHHBIX CPEACTB ISl MEIULUHCKOTO MNPHUMEHEHUS
CBEJICHUSI O PETUCTpAIlMi TPOU3BOAUTENS (hapMaleBTUYECKON CyOCTaHIIUU B
KauecTBE HAJOroIUIaTeNlbIIMKa B CTPaHE perucTpanuu (Uisi  POCCHUICKUX
IOPUANYECKUX JIUIL - UIEHTU(UKAIMOHHBIA HOMep Hajoromnarensimmka (MHH), nns
MHOCTPAHHBIX  IOPUJIWYECKHUX JIMI[- CTpaHa pEerucTpaluud, HauMEHOBaHUE
PETUCTPUPYIOIIETO OpraHa, pPerucTpalMOHHBI HOMEp, KOJ HaJIoroIuiaTesbIINKa B
CTpaHe peructpannu (MHKOpIopalyu) uim ero anaior); (B pegakuuu denepanbHoro
3akoHa oT 28.12.2017 Ne 425-D3)

3) cpok rogHOCTH (hapMaIneBTUUECKOH CyOCTaHIINY;
4) ycioBus XpaHeHus (hapMareBTHYSCKON CyOCTaHITNH;

5) HoMep (apMakoneiHOW cTaThM JHOO B Ciy4dae €€ OTCYTCTBHS HOMeEp

HOpMaTHBHOfI AOKYMCHTAIMU WJIX HOPMATUBHOI'O JOKYMCHTA,



6) Hanmune (apManeBTHUECKOW CYOCTaHIMM B TEPEYHE HAPKOTHYCCKHX
CPEACTB, ICUXOTPONHBIX BEUIECTB M UX IPEKYPCOPOB, IMOJICKAIUX KOHTPOIIO B
Poccuiickonn @®enepaunu, B COOTBETCTBHUM C 3aKOHOAATENbCTBOM Poccuiickon
denepaunu, MEXIyHApOAHBIMU AoroBopamu Poccuiickort denepanun, B TOM YUCIE
Enunoil koHBeHLMEN 0 HapkoTHdyeckux cpexacrtBax 1961 roma m KouBenmuein o

MICUXOTPOIHBIX BemecTBax 1971 rona;

7) naTa BKJIIOYEHUS (apMaleBTHUECKOW CyOCTaHIIMM B TOCYAapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CpPEICTB, JaTa BHECEHUS W3MEHEHUH B JIOKYMEHTBHI
dbapmareBTHYECKO CyOCTaHIINM, AaTa UCKITIOUEHHUs (hapMaIleBTUIECKON CyOCTaHIINH

U3 TOCYIapCTBEHHOTO PEECcTpa JEKapCTBEHHBIX CPEICTB.
(Hacts B penakunu denepanbHoro 3akoHa ot 22.12.2014 Ne 429-D3)

3. Ilopsamok BeaeHNs TOCYIapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJICTB IS
MEIULIMHCKOTO TPUMEHEHUSI W TMOPSJI0K BEICHUS TOCYJApPCTBEHHOIO peecTpa
JICKAPCTBEHHBIX CPEACTB JJI1 BETEPUHAPHOIO TMPUMEHEHHS  YTBEPKIAIOTCA
COOTBETCTBYIOIIMM YITIOJTHOMOUYCHHBIM (helepabHbIM OpPraHOM HCTIOJHUTEIBHON

BJIaCTH.

Cratbs 34. BkiroyeHue B rocyAapcTBEHHbIH PeecTp JeKapCTBEHHbIX
CPEeACTB M MCKJIIOYEeHHE U3 IOCYIaPCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CpeAcTB (hapManeBTHYECKOI CyOCTAHIIMH,

HpOl/ISBeIIeHHOﬁ AJA peaau3anmun

(HaumenoBanue B penakunu @enepaibHoro 3akoHa ot 22.12.2014 Ne 429-D3)

1. Ins BritoueHus: (apmareBTHUECKON CcyOCTaHIMM, MPOU3BEICHHON IS
peasM3anuy, B TOCYJApCTBEHHBIN pEeCTp JIEKApCTBEHHBIX CPEJCTB, IPOBOJIUTCS
aKcrepTu3a ee kadectra. (B pemakiun denepanbHoro 3akoHa oT 22.12.2014 Ne 429-
D3)

2. DKcnepTh3a KadecTBa yKa3aHHOW B YacTH | HACTOANIEH CTaThu
dbapmaneBTHYeCKOil CyOCTaHIIMM, COCTABIIEHHE KOMHCCHEH IKCIIEPTOB 3aKITFOYCHHIMA
o pe3yiabTaTaM »dTOM SKCHEPTU3bl W HX HANPABJICHUE B YIOJIHOMOYECHHBIH

dbenepanbHBIi OpraH WCIOJHUTEIBHOW BJIACTH OCYIICCTBISIOTCS B CPOK, HE



NPEBBILIAIOMINNA IIECTUIECATH pabouux JIHEW CO JHS TIOJYyYEHUsS SKCIEPTHBIM
YUPEXKJIECHHUEM COOTBETCTBYIOLIETO 3aJaHMsl YIOJIHOMOYEHHOro (QenepasbHOro
OpraHa HCIOJHUTEIbHOM BIIACTH U CIEAYIOUIMX JOKyMEHTOB (cBeaeHuil): (B
penakiuu @enepanpHoro 3akoHa ot 27.12.2019 Ne 478-D3)

1) cBeieHUs O aTe MPEOCTABICHHSI M PETUCTPAIIMOHHOM HOMEPE JIUIICH3UU Ha
IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB WIIM CBEICHMUSA O JaTe€ NPEAOCTABICHUA U
PETUCTPALIMOHHOM  HOMEDE 3aKJIIOYEHUsI O  COOTBETCTBUHU  IPOU3BOJUTEIIS
JIEKapCTBEHHBIX CpPEICTB TpPeOOBaHMSAM IMpaBUJ HAJJIEKAIIEd IPOU3BOJICTBEHHON
MPAKTUKHA, BBIJAHHBIX (TIPEOCTABICHHBIX) YIOJIHOMOYCHHBIM (eaepalbHbIM
OpraHOM MCIIOJIHUTEJIBHOW BIIACTH, B CIIy4ae, €CIU MPOU3BOACTBO JIEKAPCTBEHHOIO
cpenctBa ocymiectBisercs B Poccuiickoit @enepanun; (B penakunu ¢enepaabHbIx
3akoHOB 0T 04.06.2018 Ne 140-®3, ot 27.12.2019 Ne 478-D3)

2) Komusl JOKYMEHTA, BBIJIAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpPaHBI
MPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA M MOATBEPXKAAIOLIETO pa3peuieHue
MIPOU3BOJCTBA JICKAPCTBEHHOI'O CPEJACTBA, M €ro IEepeBOJ Ha PYCCKUU S3BIK,
3aBEPEHHBIE B YCTAHOBJICHHOM MOPSIAKE, & TAKKE KOIMUS 3aKITIOUCHUSI O COOTBETCTBUU
MPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TMPABWI HaJICKAIICH
MPOU3BOJICTBEHHOW TPAKTHKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (peaepanbHbIM
OpPraHoOM HCIIOJHUTENbHONW BJIACTH, JIUOO KOIMMS PEIICHUS YHOJHOMOYEHHOTO
dbenepanbHOTO OpraHa WCIOJHUTEIBLHON BJIACTH O MPOBEJACHWUM HHCIEKTUPOBAHUS
MPOU3BOIUTENS JIEKAPCTBEHHOTO CPE/ICTBA. Y Ka3aHHbBIE JOKYMEHTHI MPEICTABIISIIOTCS
B cClly4yae, €CJIu MPOMU3BOJICTBO JIEKAPCTBEHHOIO CPEACTBA OCYIIECTBISETCA 3a
npenenamu  Poccuiickoit ®epepaunun; (B penakuun ®DenepalibHOTO  3aKOHA
ot 04.06.2018 Ne 140-D3)

3) IOKyMEHT, COJep alluid CIACAYIONIMe CBEACHUA O (apMaleBTHUCCKON

cyOcTaHIuu:

a) HAaMMEHOBaHMUE (apMalleBTUUYECKOW CyOCTaHLMU, €€ CTPYKTypa, oOiiue

CBOMCTBA;
0) HaMMEHOBaHUE U aJPeC MPOU3BOJAUTEIIS;

B) TEXHOJIOTHUA IMPOU3BOJACTBA C OIMMCAHUCM CTaI[I/II\/’I IMpOU3BOJACTBA U MCTOJ0B

KOHTPOJISI Ha BCEX CTAAMAX IIPOU3BOACTBA,



I') onucaHue pa3paboTKU ImpoLecca Mporu3BO/ICTBA;

1) ONMCAaHUE KOHTPOJsi KPUTUYECKUX CTaJuil Tpolecca MPOU3BOACTBA U
MIPOMEKYTOUYHOM MPOAYKIIHUH;

€) IOKyMEHTaJIbHOE TMOJATBEPKACHHUE (BalMaalus) MPOLECCOB U (WUIU) HUX
OLICHKA;

) CBOMCTBA M CTPYKTypa ACHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA MPUMECEH;

n) cnenudukanus Ha (apMaleBTUYECKYIO CyOCTaHIIMIO U €€ 000CHOBAHUE;

K) AHAIINTUYCCKUEC MCTOJUKH, NUCIIOJIB3YEMbBIC IIPU OCYHICCTBJICHUMN KOHTPOJIA

KadecTBa (hapMareBTHICCKONU CyOCTaHIINH,

J) JOKyMEHTAJIbHOE MOATBEPKICHUE (BaMJALMsA) AHAIUTUYECKUX METOMAMK,
UCTIOJI3YeMbIX TPU OCYIIECTBICHUH KOHTPOJIS KadecTBa (apMarieBTUIECKOM

cyOcTaHuu;
M) pe3yJbTaThl aHAJIN3a CepUil papMalieBTUUECKOU CyOCTaHIINM;

H) INEpEUCHb CTAaHAAPTHBIX 06pa3u03 WM BCUICCTB, HUCIIOJIB3YCMbIX IIpHU

OCYHICCTBJICHUHN KOHTPOJIS Ka4€CTBA,

0) ONMCAaHWE XapaKTEPUCTHK M CBOWCTB YMAaKOBOYHBIX MAaTepUajoB |

YKYIOPOYHBIX CPE/CTR;
1) TaHHBIE O CTAOMIIBLHOCTH (hapMaleBTUICCKON CyOCTaHIINH;
P) CPOK TOJTHOCTH;

4) TOKyMEHT, COJEp)KAIllUi CBEIEHHUS O PEruCTPalii TMPOWU3BOJIUTEIS
JEKapCTBEHHBIX  CPEACTB  JUISI  MEAMIIMHCKOTO TMPUMEHEHHS B  KauyecTBE
HAJIOTOIUIATENBINUKA B CTPAHE PETUCTpaIy (11 POCCHUICKUX IOPUAMYECKUX JIUIL -
UACHTH(PUKAIMOHHBIN HOMep Hajoromiarensimka (MHH), ana wunHOCTpanHBIX
IOPUANYECKHUX JIUIL - CTPaHA PETUCTPALINH, HAUMEHOBAHHUE PETUCTPUPYIOIIETO OpraHa,
pEerucTpallMOHHBI HOMEp, KOJI HaJOromaTeibllMKa B CTpaHEe perucTpauuu
(uakopriopauu) wuian ero ananor). (Ilynxkt BBenen - ®enepanbHbli 3aKOH
ot 28.12.2017 Ne 425-03)

(Hactp B penakuuu PenepanbHoro 3akona oT 22.12.2014 Ne 429-03)



3. Jlnst mpoBeieHrsT IKCIEPTU3bl KauecTBa YKa3aHHOW B 4yacTH | HacTosiei
cTatbu  (apMaleBTUYECKOW  CyOCTaHLMU  3asBUTENb  MpEACTaBIseT B

YIOJIHOMOUYEHHBIN (hefiepaibHblii OpraH UCTIOTHUTEIbHOM BIACTH:

1) 3asiBeHHE O BKJIFOUYECHUM B TOCYAapPCTBEHHBIH peecTp JIEKapCTBEHHBIX

CpPEeACTB JaHHOH (hapMaIeBTUUCCKONU CyOCTaHIINM;

2) KOIUS IOKyMEHTa, TOITBEPKIAI0IIETO YIUIAaTy TOCYAapCTBEHHON MOIUTHHBI
32 BKIIOYEHHE B  TOCYNAPCTBEHHBIM  PEECTp  JIEKAPCTBEHHBIX  CPEACTB
(dapmaneBTHYECKOW CyOCTaHIIMM, NPOM3BEACHHOM i pealu3auud, Jaudo 1o
cOOCTBEHHOW MHUIIMATUBE YKa3aHHBIN JTOKYMEHT. B ciiydae ero HempeacTaBieHHUs
3asBUTEJIEM YTOJIHOMOYEHHBIM (peAepaabHblii OpraH HCIOJHUTEILHON BIACTH
npoBepseT PakT yIiaThl TOCYIapCTBEHHOM MOIITMHBI 3aIBUTENIEM C UCIIOJIb30BAaHUEM
uHpopManu 00 yIUlaTeé TOCYJapCTBEHHOW IMOILIMHBI, COJAEpXKallencs B
['ocynmapcTBeHHOM ~ MH(DOPMAlMOHHONW  CHCTEeME€ O  TOCYAAapCTBEHHBIX U
MYHHIMITAJIIBHBIX IIJIATEKAaX, Ha OCHOBAHUM NPEIACTABICHHOW 3asBUTEIEM KOIMHU
JTIOKYMEHTA, MOJATBEPKIAIOIIET0 yIUIaTy roCyIapCcTBEHHON nouunHbl; (B pegakunu
®denepanbpHOro 3akoHa ot 22.12.2014 No 429-D3)

3) MOKyMeHTBI, yKa3aHHbIe B YacTH 2 Hacrosiumed crated; (B pemakiuun
denepanpHOro 3akoHa o1 22.12.2014 Ne 429-D3)

4) 3asgBiileHHE O BBIgAYe paspeineHuss Ha BBO3 B Poccuiickyio demeparuio
KOHKPETHOM  MapTUM  HE3aPETUCTPUPOBAHHOTO  JICKAPCTBEHHOI'O  CPEJICTBA,
MpeaHA3HAYCHHOTO Ui TIPOBEJeHUs YyKa3zaHHOW »skcnepTtusbl. (IIyHKT BBexaeH -
denepanbHbiid 3aKoH 0T 22.12.2014 No 429-D3)

3. B ciy4yae HENpEACTAaBIEHHMS C 3asBJIE€HMEM O BKIIOYEHHH B
TOCYJIapCTBEHHBIM PEECTP JCKAPCTBEHHBIX CPEACTB (papMaIleBTHIECKON CyOCTaHIINH
JIOKYMEHTOB, MOATBEPKAAOIINX YILIATY TOCYIAPCTBEHHOW MONIMHBI U YKa3aHHBIX B
MyHKTEe 2 4acTU 3 HACTOAIICH CTaThH, a TaK)Ke BbIIABAEMbIX (TIPEIOCTABIISIEMBIX)
YIOJITHOMOYEHHBIMU (e/iepaibHBIMU OPTaHAMHU UCTIOTHUTEIIbHON BIACTH IOKYMEHTOB
(cBeneHuii), yKa3aHHBIX B TyHKTaX | W 2 YacTu 2 HACTOAIIEH CTaThH,
YIOJHOMOYEHHBIN (eepanbHblii OpraH HUCHOJHUTEIBLHOW BIIACTH 3amparinBaeT
yKa3aHHbIE  JIOKYMEHThl  (CBEIEHHsS) B  MOPAJIKE  MEXKBEIOMCTBEHHOIO
nHpopManmoHHoro B3auMmozekcTBus. (HUacTe BBemeHa - @DeacepalbHBIA 3aKOH
ot 27.12.2019 Ne 478-D3)



4. B TeueHue aecsaTH pabouux THEN CO JHS MPUHSITHS 3asBJICHUS O BKIIOUEHUU
yKazaHHOM B dactu | Hacrosimed cTtaTbu (QapMaleBTHUYECKONH CyOCTaHIMM B
rOCyAapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB U JOKYMEHTOB, IEPEUNCICHHBIX B
yacTH | W MyHKTe 2 4acTu 3 HACTOSAIIEH CTaThU, YIOJIHOMOYCHHBIN (henepanbHbIN
oprai  ucnoJHUTeabHOW Biactu: (B pemakumm  @DenepaibHOTO  3aKOHA
oT 22.12.2014 Ne 429-03)

1) mpoBOUT MPOBEPKY MOTHOTHI U JOCTOBEPHOCTH JIaHHBIX, COJNEPIKAIINXCS B
IPEICTAaBICHHBIX 3asBUTENIEM JNOKyMeHTax; (B penmakium ®PenepanbHOro 3akoHa
o1 25.11.2013 Ne 317-®3)

2) IpUHUMACT PElICHUE O HAIPaBICHUH B 9KCIIEPTHOE YUPEIKACHHE 3aJaHHs Ha
MPOBE/ICHUE HSKCIEPTU3bl KAaueCTBA YKAa3aHHOW B 4YacTU | HACTOAIIEH CTaThbU

(I)apMaHeBTH‘IeCKOfI CY6CTaHI_[I/II/I WM 00 OTKa3€ B TAKOM HalpaBJICHUU,

3) yBeTOMJISICT B 3JIEKTPOHHOM WJIM ITUCHEMEHHOU (hopMe 3asIBUTEIIS O IPUHITOM
pelIeHNH WIK B Clydae OTKa3a C yKa3aHUEM MPUYHH Takoro otkasa. (B pemakuuu
®denepanbHOro 3akoHa ot 22.12.2014 No 429-D3)

41, B cnydae BBIABIEHHMS HEJOCTOBEPHOCTH CBEICHHH, CONEPKAIIUXCA B
MpEACTaBICHHBIX 3asBUTENIEM MaTepuaiax, YIOJHOMOYEHHBIN (enepaabHbIil Opran
WCTIOJIHUTEIFHOM BIIACTH HAIPABIISIET 3asBUTENIO 3alIPOC 00 YTOUHEHUU yKa3aHHBIX
cBenleHMM. JlaHHBIN 3ampoc MOXKET OBITh MePe/IaH YIIOJTHOMOYCHHOMY TIPEICTaBUTEITIO
3a8BUTENSA JIMYHO II0JI PACHUCKY, HAIPABIEH IO IIOYTE 3aKa3HbIM IHUCbMOM HWIIH
nepeiaH B JJIEKTPOHHOM (opMme MO0 TEeIeKOMMYHUKAIIMOHHBIM KaHaiaMm CBsi3u. B
Clydae HallpaBJIEHUs JaHHOTO 3ampoca IO MOYTE 3aKa3HbIM IMCbMOM OH CUUTAETCS
MOJTYYEHHBIM IO UCTEYEHUH LIECTH JHEW C JaThl HANPABJICHHS 3aKa3HOTO NMUCHMA.
(Yactb BBeneHa - @enepanibhblii 3akoH oT 25.11.2013 Ne 317-D3)

42, 3agBuTens 00A3aH NPENCTABHTH OTBET HAa 3alpPoC  YIOJIHOMOYEHHOIO
denepanbHOTO oOpraHa UCIHOJIHUTEIBHOM BJIACTHM B CpPOK, HE IPEBBIIIAIONIHIMA
JEBSAHOCTA paboyuX JHEH CO JIHA MOJIy4eHHs JaHHOTOo 3ampoca. Cpok, yKa3aHHbBIN B
yacTu 4 HACTOSIIEeH CTaThH, MPUOCTAHABIMBACTCS CO JHS HANPABICHUS 3asBUTEIIO
3arpoca yrnoJIHOMOYEHHOTO (eepanibHOr0 OpraHa MCIOJIHUTEIBHON BIACTH 10 JHS
MOJIyYCHHsI UM OTBETA Ha JIaHHBIN 3aMpOC ¥ HE YUUTHIBASTCS MIPU UCUUCIECHUU CPOKa

IKCTIEPTU3bl KauecTBa (papMaleBTUUECKOW CyOCTAaHIIMHM, HEUCIIOIb3yEMOW Mpu



IIPOU3BOJICTBE JIEKAPCTBEHHBbIX MpenapaToB. (HacTs BBeneHa - denepanbHblidl 3aKOH
ot 25.11.2013 Ne 317-®3)

5. OcHoBaHUEM 715l OTKa3a B HAIIPABJICHUH B 9KCIIEPTHOE YUPEIKICHUE 3aTaHUS
Ha MPOBEICHUE SKCIEPTU3bl KAaYeCTBA YKA3aHHOW B 4YacTH | HacTOsIIIEN CTaTbH
dbapmaneBTHYECKO  CyOCTaHIIMM  SIBIISIETCS  HEMNpPEJCTaBICHUE  JTIOKYMEHTOB,
yKa3aHHBIX B YacTH 2  HACTOSIIEW CTaThbu, OTCYTCTBHE HH(OpMauu,
NOATBEp)KAatome (akT yIuiaTel TOCYAapCTBEHHOW MOLUIMHBI 32 BKIIOYCHHE
(dapmaneBTHYECKOl  CyOCTaHIMM,  NOPOU3BEACHHOW Uil peanu3aluH, B
rOCYyAapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, HEMPEICTABICHHUE 3aBUTEIIEM B
YCTaHOBIICHHBIM CPOK OTBETA HA YKA3aHHLIM B yacTH 4! HacTosIEl CTaThbH 3ampoc
YIOJIHOMOUYEHHOro  (efepalbHOrO0  OpraHa  HCHOJHHUTEIBbHOW  BJIACTH  WJIU
IIPEICTABICHUE JIOKYMEHTOB, HE COAEpXKaLIUX HCUEPNBIBAIOIIEIO IMEPEYHS
HeoOxouMbIX cBeneHui. (B penakunu @enepanbHoro 3akona ot 22.12.2014 Ne 429-
®3)

6. B Teuenume mnsATHamUATH paboOUMX MHEH CO [HSA TONMYYEHHUS PEIICHUS
YIOJIHOMOUYEHHOTO (heZiepaibHOr0 OpraHa UCIIOJHUTENBHOM BIIACTH O HAIIPABJICHUU B
JKCIIEPTHOE YUPEKIACHUE 3a1aHNs HA IIPOBEICHUE DKCIIEPTU3bI KAUECTBA YKA3aHHOM B
yacTH | HacTodIIel cTaThu (papMalleBTHUECKOM CyOCTaHIIMU 3asIBUTENb IIPE/ICTABIISAET
B DKCIIEPTHOE YUpEeXJCHHE Ui MPOBEACHMSI JAHHOM SKCHepTH3bl 00pa3lbl
(dapmaneBTHYECKOI CyOCTaHIINU B KOJIMYECTBE, HEOOXOANMOM JJIs1 BOCHPOU3BEICHHUS
METOJIOB KOHTPOJI KauecTBa. DKCHEPTHOE YUPEKICHHE MPHU MOTYyYeHUH 00pa3lioB
yKa3aHHOM B yacTu | Hacrosimed cratbu (apManeBTUYECKOW CyOCTaHIIMU BBIIAET
3asiBUTENIO JOKYMEHT, MOATBEPKAAIOINN OJyYeHHe 3TUX 00pa3lioB, U B CPOK, HE
NPEBBIIAIOMINN TpeX paboumx AHEH, yBEJOMIIIET B JIEKTPOHHON WM MUChMEHHOMN
dbopme 00 3TOM YIOJIHOMOUYEHHBIN (epepaabHblii OpraH UCHOJHUTEIHHOW BIACTH.
OTU CPOKHM HE BKJIIOYAIOTCA B CPOK IPOBEJEHUS JaHHOM 3kcneptusbl. (B pemakuuun
denepanpHOro 3akoHa o1 22.12.2014 Ne 429-D3)

7. JIOKyMEHTBI, TOCTYNUBIINE B HKCIIEPTHOE YUPEKICHUE IJsi MPOBEIACHUS
HKCIIEPTU3bl KauecTBa YKa3aHHOM B yacTu | HacTosel cTaThbu (apMarieBTUUECKOM
cyOcTaHlMK, TOAJIEkKAT BO3BpaTy B YIOJIHOMOYEHHbIM (heaepalibHbI  opraH
VCIIOJTHUTEIIBHOM BJIACTHM OJHOBPEMEHHO C 3aKIIOYEHUSMH II0 pPe3ysbTaTaM

IIPOBEJEHHOM KCIIEPTU3BI.



8. B cpok, He MpeBBIIAIOMMNA TATH PadOouuX AHEW CO JHS TOXYYCHHS
3aKJIFOYECHHS] KOMUCCHM DKCIIEPTOB 110 PE3yJIbTaTaM dKCIEPTU3bl KaueCTBa YKa3aHHOU
B yacTu | Hacrosimiei ctatbi (papMmalieBTHUECKO cyOCTaHIUM, YHMOJIHOMOYEHHBIH
dbenepanbHBIN OpraH UCITOTHUTEILHOMN BIACTH:

1) ocyIIecTBISIET OIICHKY TAaKOTO 3aKIIOYCHHUS [UIS OINpPEICIICHHS] €ro

COOTBCTCTBUA 3aJaHUIO HA ITIPOBCACHUC ,[[aHHOI;'I OKCIICPTHU3LI,

2) IPUHUMACT PEIICHUE O BKIIFOUCHUHU YKAa3aHHOHN B YacTH | HACTOSIICH CTaThH
dbapmareBTUYECKOl CyOCTaHIIMM B TOCYJapCTBEHHBIH pPEecTp JIEKapCTBEHHBIX

CPEACTB WM PEIICHHE 00 0TKa3e B TAKOM BKIIIOUCHHH;

3) BHOCUT TpU TNPUHITAU PEIICHUS O BKIIOYCHUW YKa3aHHOW B dYacTu |
HacTosIed cratbu (papmareBTHUECKON CyOCTaHIIMM B TOCYIApCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB MPEAYCMOTPEHHYIO YaCThI0 2 cTaThu 33 HACTOSAIIETO
denepanpHOro 3aKoHa MHGOPMAIUIO U YBEIOMIISIET 00 3TOM B 3JEKTPOHHOU WM
nucbMeHHOM  ¢opme  3asButens. (B pemakunum  denepanbHBIX  3aKOHOB
oT 22.12.2014 Ne 429-®3, ot 27.12.2019 Ne 462-D3)

9. OcHoBaHueM JUIsl OTKa3a BO BKJIIOYCHUHM yYKa3aHHOW B YacTh | HacCTOsIIeH
cTaThu apMaIeBTHICCKON CyOCTaHIIMU B TOCYAAPCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEICTB  ABIAETCS  3aKIIOYEHHUE  COOTBETCTBYIONIETO  YMOJHOMOYEHHOTO
denepanbHOTO OpraHa HWCIOJHUTEIRHOW BIACTH O TOM, YTO KadeCTBO
(dhapMaIeBTHICCKON CyOCTaHIIUN HE TTOATBEPKIACHO MOJTyICHHBIMH JaHHBIMH. (HacTh
BBeleHa -  DenepanbHbii  3ak0oH  OT 22.10.2014 No 313-®3; B pemakuuu
®denepanbroro 3akona ot 04.06.2018 Ne 140-D3)

10. He nomyckaeTcsi BKIIOUYCHHUE B TOCYAAPCTBEHHBIA PEeCTp JICKAPCTBECHHBIX
CpEeACTB OAHOM (hapMaIeBTHICCKOU CyOCTaHIINK, IPOU3BEICHHON JIJIS peanu3aliuu 1
BBIITYCKAEMOM OJTHUM U TEM e MPOU3BOAMUTEIIEM, B BUJIE ABYX U 0OJiee PEeCTPOBHIX
3anuceit. (Hacte BBeneHa - Genepanbhbiii 3akoH oT 22.12.2014 Ne 429-03)

11. BHecenue u3MeHEeHU B JOKYMEHTHI Ha (hapMalleBTUYECKYIO CyOCTaHIIHIO,
MPOU3BEACHHYIO JI pealM3allid W BKIIOYEHHYIO B TOCYIApCTBEHHBIH pPEECTp
JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISETCS B MOPSIIKE, YCTAHOBIEHHOM CTaThaMu 30
u 31 Hactosimero @enepajbHOrO 3aKOHA, C YIUIATOW TOCYJApCTBEHHOW MOILUIMHBI,
MPENYCMOTPEHHOM 3aKOHOAaTtenbCTBOM Poccumckon @enepannu O Halorax u
coopax. (Hacte BBeneHa - Genepanbubiit 3akoH 0T 22.12.2014 Ne 429-D3)



12. lomyckaetcst oOpaiieHue (bapmaleBTHYECKUX cyOcTaHUuH,
MIPOU3BEJICHHBIX U1l PEajv3allii, B TEUEHUE CTa BOCBMHUJIECATH JHEW JI0 U TOCIE
NPUHATHS  YIOJTHOMOYEHHBIM (efepadbHbIM OPraHOM HCIIOTHUTEIBHON BIACTH
peIIeHNsI 0 BHECEHUH U3MEHEHHI B IOKYMEHTHI Ha (hapMaIrleBTUIECKYIO CyOCTaHITHIO,
MMPOM3BEICHHYIO JUISl pealu3allid W BKJIIOYEHHYIO B TOCYHAapPCTBEHHBIM PEECTP
JIEKAPCTBEHHBIX CpENCTB. (Yactp BBEJICHA - denepanbHbIN 3aKOH
oT 22.12.2014 Ne 429-03)

13. Pemienrie 06 MCKITIOYEHUH U3 TOCYAAPCTBEHHOT'O peecTpa JIEKapCTBEHHBIX
cpenctB (apmaieBTHUECKOW CyOCTaHIIUM, TIPOWM3BEACHHOW [UIsl peanu3allu,
MPUHUMACTCS YIIOTHOMOYEHHBIM (peiepaibHbIM OPraHOM MCIIOJIHUTEILHOM BIACTH B

ciydae:

1) MpeaACTaBJICHUA COOTBCTCTBYIOIIMM  YIIOJIHOMOYCHHBIM @eﬂepaﬂbHHM
OopraHom HCITOJTHUTEILHOM BJIACTH 3aKIIOUECHHUS O PUCKEC U 00 yIrpo3€ KU3HU UJIN
3A0POBBIO YCIIOBCKA 00 KUBOTHOIO npu HCIOJb30BaAHUKU JICKAPCTBCHHOI'O

CpeICTBa,;

2) mojayn pa3pabOTYMKOM JICKAPCTBEHHOTO CPEICTBA WM MPOU3BOIUTEIICM
JIEKapCTBEHHOT'O CPEJICTBA JMOO YMOJHOMOYEHHBIM HMMH JIPYTUM IOPUANYECKUM
JUIIOM 3asiBJI€HHUS] 00 MCKIIOYEHHM W3 FOCYJapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX

CpeacTB apMaleBTUUECKON CyOCTaHIIMM, TPOU3BEICHHON I pean3aluy;

3) orcyrctBHs  (hapMaleBTHUYCCKOM  CyOCTaHIMM, IPOM3BEACHHON IS

peanusanuu, B oOpamennn B Poccuiickoii @eepannn B TeUeHUE TpeX U Oosiee JeT.

(Hacts BBeneHa - DenepanbHbliii 3akoH oT 22.12.2014 Ne 429-D3)

Crartbi 35.

(YTpaTtnaa cuiy - @egepajibHblii 3ak0H 0T 22.12.2014 Ne 429-P3)

Cratbs 36. O0:xaioBanue penieHusi 00 0TKa3e B BblIaye pa3pelieHus Ha
NpoBeJeHNe KINHNYECKOTr0 HCCIIeI0BAHNS JTeKAPCTBEHHOI 0
npenapara, pemeHus 00 0Tkase B rocy1apCcTBeHHOH

PErucCTpanum JICKAPpCTBCHHOI'O IpeapaTa, 3aKJAIIYCHUA



KOMHUCCHH IKCIIEPTOB IKCIIEPTHOI'O YIPECKIACHUA UJIA

3aKJII0YCHHSA COBETA 10 OTUKE

Pemenne CcOOTBETCTBYIONIETO YIOJHOMOUYEHHOTO (peiepajbHOrO OpraHa
UCIIOJIHUTEIbHOM BJIacTU 00 OTKa3e B BblJau€ pa3pelieHuss Ha MPOBEACHHE
KIIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO MPErNapara, PElICeHUE YKa3aHHOTO
dbenepanbHOTO OpraHa HCIOJHUTEIBHOW BIACTH 00 OTKa3e B TOCYIapCTBEHHOM
pErucTpanuy JIEKapCTBEHHOI'O IIPENapara, 3aKIOUYEHHUE KOMHUCCHUHM JKCIIEPTOB
AKCIIEPTHOTO YUPEXKJICHUS WM 3aKII0YEHHE COBETa M0 JOTHUKE MOXKET OBbITh
00’KaJloBaHO B TIOPSIKE, YCTAHOBJICHHOM 3aKOHOAATEIHCTBOM Poccuiickoit
depepanuu. 3aKIOYEHHE KOMHCCHUM JKCIEPTOB JKCIIEPTHOIO YUPEKICHHUS O
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIMHCKOTO MPUMEHECHUS
aub0 O TOM, YTO JIEKAPCTBEHHBIN Mpemnapar Iy MEIUIMHCKOTO MPUMEHEHHS HE
SBIIACTCS B3aMMO3aMEHSEMBbIM, MOXET OBITh O0XaJIOBaHO Jep)KaTeleM WIIn
BJIAJICJIBIIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS JIEKAPCTBEHHOrO IIpernapara B
YIIOJITHOMOYEHHBIH  (eIepaIbHBI  OpraH MCIOJTHUTEIBHON BJIACTH, KOTOPBIHA
MPUBJICKAET K PACCMOTPEHUIO YKa3aHHOM Kal00kl MOABEOMCTBEHHbIE €My Hay4YHBIE
opraHu3allid ¥  0oOpa3oBaTelibHbIE  OpraHMU3allMi  BBICHIETO  00pa3oBaHuS,
OCYILIECTBIISIIONIME  JIESITENBHOCTh B cdepe  oOpallleHus  JEKapCTBEHHBIX
CpPEICTB. 3aKJIIOUEHUE  KOMMCCHM  JKCIEPTOB  3KCIEPTHOTO  YUPEKJICHUS,
0(OpMIICHHOE TI0 UTOTaM TIepecMOoTpa 00KaJTOBAaHHOTO 3aKIIFOUECHUS IKCIIEPTA, MOXKET
OBITH OCIIOPEHO JepKaTelieM WM BIIAJIEIbIIEM PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS
JIEKapCTBEHHOTO TMpenapara JHU0O YMOJTHOMOYEHHBIM HMMHU JUIIOM B TOPSIKE,
YCTaHOBJIEHHOM 3akoHoJaTenbcTBoM Poccuiickoit denepanuu. [lpu obxanoBanun
pelieHusl yHOJHOMOYEHHOTO (elepalbHOTO OpraHa MCIHOJHUTEIbHOW BIACTH,
3aKJIFOYEHHS] DJKCIEpTa WM KOMHUCCHHM SKCIEPTOB SKCIEPTHOTO YUPEKICHUS,
3aKJIFOYEHHS] COBETa II0 ATUKE [IEpXKATEllb WM BIIAJICNE]] PETUCTPALIMOHHOTO
YJAOCTOBEPEHHS JIEKAPCTBEHHOTO TIpernapata JHUOO0 YMOJTHOMOYEHHOE HWMH JIMIIO
BIPABE MNPEACTABUTH PE3YIbTATBl JKCHEPTU3bl JIEKAPCTBEHHOIO Mpemnapara,
MPOTOKOJIBI TIONYYEHHBIX aKKPEAUTOBAHHBIMU HCIIBITATEIHBIMU J1A00PATOPHUSIMHU
(eHTpaMu) pe3ysibTaTOB HCCieNoBaHui, ucnbiTanuil. (B pemakuuu denepanbHbIX
3akOHOB OT 22.12.2014 Ne 429-®3; ot 27.12.2019 No 475-D3)



Crartbs 37. Unpopmanusi, CBA3aHHAS ¢ OCYHIECTBJICHUEM
roCyJapCTBEHHOM PeruCcTPAlMu JIEKAPCTBEHHBIX NPENnaparos,
HHpoOpMaLHA 0 3apernCTPUPOBAHHBIX JIEKAPCTBEHHbIX
Npenaparax M JeKapCTBEeHHBIX Npenaparax, HCKJIYEeHHbIX U3

roCcy/IapcTBEHHOI'0 peecTpa JeKapCTBEHHBIX CPeICTB

1. CooTBeTCTBYIOMINIA YIIOJIHOMOYEHHBIN benepanbHBII OpraH
UCIIOJIHUTEIbHOM BJACTH pa3MEUIaeT Ha CBOEM O(PUIMAIBHOM cailTe B CEeTH
"UnrepHer" wuHpOpMaLMIO, CBSI3aHHYIO C OCYILIECTBICHHEM TOCYyJapCTBEHHOU
pPErUCTpaLMU JIEKAPCTBEHHBIX IPENapaToB, B TOM YHUCIE NMPOBEICHUEM JKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB (BKJIIOYAsl PE3yJbTAaThl €€ MPOBEACHUS), MHPOPMAIHMIO O
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpENaparax U JIEKapCTBEHHBIX Ipernaparax,
MCKIIFOYEHHBIX U3 TOCYAapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEACTB, HE MO3HEE
YyeM yepe3 MATh pabounx JHEW CO JHS MOJYy4YEeHHs YIOJTHOMOUYEHHBIM (heepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BJIACTH COOTBETCTBYIoUIeH uHpopMauuu. (B pemakiuun
denepanbHbIX 3aKk0HOB OT 22.12.2014 No 429-®3, ot 02.08.2019 Ne 297-D3)

2. Cpoky W TOPSIOK pa3MENIeHHs] YKa3aHHOW B 4acTW | HAcTOSIIeH cTaThu
uH(GOpMAIIMK  YCTAHABIMBAIOTCS  YIOJHOMOYEHHBIM  (heepaibHbIM  OpPraHoOM
WCIIOTHUTERHON BiacTu. MHBOpMaIus, yka3aHHas B 9acTH | HACTOSIIEH CTaThH,
SBIIAETCS OTKPBITOM W OOILIEJOCTYNMHOM M TMPEJOCTABISIECTCS 3aUHTEPECOBAHHBIM
JUIIaM B COOTBETCTBUU C 3aKOHOAaTenbcTBOM Poccuiickoit denepanuu. (B penakunu
denepanpHOro 3akoHa o1 22.12.2014 Ne 429-D3)

I'naBa 7. KiimHn4ecKkHe UCCIEA0BAHNSA JIEKAPCTBEHHbIX NPENapaToB 1JIs
MeIMIMHCKOI0 IPMMEHEHHs, 10r0BOp 00 UX NPOBECHUH,

nmpaBa NaUEHTOB, YIACTBYIOIIIUX B 3TUX HCCJICI0BAHUAX

Crarbs 38. Kiunuueckue HCCJICI0BAHUSA JICKAPCTBCHHBIX IIPpenapaTroB

AJA MEAUITNHCKOI'0 IPUMEHCHU A



1. KnuHuueckue  WcClenoBaHUsl  JIGKAPCTBEHHBIX  MpemapaTroB st
MEIUIIMHCKOTO TIPUMEHEHHs, B TOM YHCIIE MEXIYHApPOJIHBIE MHOTOIIEHTPOBEIE,
MHOTOIIEHTPOBBIE, MOCTPETUCTPAIIMOHHBIE, TTPOBOJSATCA B OAHOW WJIM HECKOIBKUX
MEIUIIMHCKAX OpPraHM3allisX B COOTBETCTBHM C TIpaBWJIAMH HaJIe)KaIeh
KIMHUYECKONM TPAKTUKHU, YTBEP)KICHHBIMU YIOJTHOMOYEHHBIM (eaepalbHbIM
OpraHOM HCIIOJHUTEILHON BIIACTH, COOTBETCTBEHHO B cieayrommx 1emsax: (B
penakiuu OeaepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

1) ycraHOoBJIeHHE O€30MACHOCTH JICKAPCTBEHHBIX MPENapaToB Ui 370POBBIX
T0OpOBOJIBIIEB M (MIM) TIEPEHOCHMOCTH UX 3IO0POBBIMH JTOOPOBOJIBIIAMH, 32
HCKITFOYCHUEM TaKUX MCCIICIOBAHUH JIEKapCTBEHHBIX ITPENapaToB, MPONU3BEACHHBIX 32

npenenamu Poccuniickon denepannu;

2) Mo00p ONTHUMAIIBHBIX JO3MPOBOK JIEKAPCTBEHHOI'O Tperapara M Kypca
JICYEHHUS 17151 TALMEHTOB C OMPEIEICHHBIM 3a00J€BaHUEM, ONITUMANIBHBIX /103 U CXEM
BaKI[MHAIIMM UMMYHOOHOJIOTHYECKUMHU JIEKAPCTBEHHBIMH TIpemapaTaMu 3J0POBBIX

TOOpPOBOJIBIIEB;

3) ycraHoBileHHe  0€30MacHOCTH  JICKQpCTBEHHOrO  Mpemapara W €ro
b PeKTUBHOCTH TSt MAIMEHTOB c ONPEAEICHHBIM 3a00JI€BaHUEM,
npodunakTuueckold  3(PPEKTUBHOCTH HMMMYHOOHMOJIOTHYECKUX  JICKAPCTBEHHBIX

IpernaparoB AJisl 30POBBIX T0OPOBOJIBIIEB;

4) u3yueHre BO3MOXHOCTH PACHIMPCHHS TMOKa3aHUW ISl MEIUIIMHCKOTO
OPUMEHEHUS W  BBISBIEHUS  paHee  HEU3BECTHBIX MOOOYHBIX  JAeHCTBUI

3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB.

2.B OTHOmIEHWM BOCHPOU3BEACHHBIX JIEKAPCTBEHHBIX TPEMapaToB IS
MEIUIIMHCKOTO TMPUMEHEHUSI TPOBOJSATCS HUCCIENOBAHUA OWOIKBUBAJICHTHOCTH U
(uM)  TepameBTUYECKOW  DKBUBAJICHTHOCTH B  TMOPSAKE, YCTAHOBICHHOM

YIIOJITHOMOYCHHBIM @enepaanLIM OopraHomM HWCHOJIHUTEIBbHOMN BJIACTH.

3. OpI‘aHI/ISaI_[I/IIO MPOBCACHUA KIIMHUYCCKHX I/ICCJ'IGIIOBaHI/Iﬁ JICKapCTBCHHOT'O

npemnapara ajisd MEAUIUHCKOIr0 NpUMCHCHH A BIIPAaBC OCYHICCTBIIATD!:

1) pa3paboT4HK JEKapCTBECHHOTO Mpenapara Wik YIOJTHOMOYCHHOE UM JTUIIO;



2) oOpa3oBareibHbIE OpraHU3alldid BBICIIErO OOpa30BaHUs, OpraHH3al[|H
JIOTIOJIHUTEIIBHOTO TIpodecCuoHaIbHOr0 oOpa3oBanus; (B penakuun denepanibHOTrO
3akoHa oT 02.07.2013 Ne 185-D3)

3) Hay4HO-UCCIICAOBATEILCKUE OPTraHU3aINH.

4. KnuHuueckne  UCCEeNOBaHMA  JIGKapCTBEHHOrO  Ipemapara IS
MEIULIHUHCKOTO PUMEHEHUS ITPOBOASATCS HA OCHOBAHUM Pa3pEIICHUS Ha IIPOBEAECHUE
KIIMHUYECKOTO  HMCCIIEIOBaHWs  JIGKAPCTBEHHOIO  Ipemnapara,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM benepanbHBIM OpPTraHOM VICTIOJIHUTENBHOU BJIACTH.
VYrnonHoMoueHHbIN (efepanbHblii OpraH HCIOJHUTEIBHON BIIACTU BEIET PEECTp
BBIJAHHBIX  Pa3pelICHUd HA  NPOBEIACHHUE  KIMHUYECKHMX  MCCIEAOBAHUM
JIEKAPCTBEHHOTO IIperapara, COoJAepKalluil yKa3aHWEe Ha WX Leidb WU LEId, B
YCTaHOBJICHHOM 3TUM opraHoM nopsjake. (B penakuum ¢enepanbHbIX 3aKOHOB
o1 22.12.2014 Ne 429-®3; ot 13.07.2015 Ne 241-D3)

5. (Yacte ytpaTtmia cuiy - @enepanbHbliii 3aK0H oT 22.12.2014 No 429-D3)

6. K opranuzanuu npoBeeHUs] KIMHUYECKUX UCCIEIOBAaHUM JIEKApCTBEHHOTO
npernapara s MEIULIMHCKOrO MPUMEHEHUs pa3pabOTUUKOM JIEKapCTBEHHOTO
npernapara MOTYT MpPHUBJIEKaTbCA IOPUAMYECKHE Jula J000i OpraHu3alMoHHO-
npaBoBOM (HOPMBI TIPH YCIOBUM OOECTIEUEHHUST COOTBETCTBHSI ATHUX HCCIEIOBAHHMA

TpeOoBaHMsM HacTosero deneparbHOro 3aKOHA.

7. Knuauyeckue  HWCCIENOBaHUS  JIGKAPCTBEHHBIX  IpenaparoB  JUIs
MEIUMLIHUHCKOTO IPUMEHEHMS MPOBOIATCS B  MEIMIMHCKUX  OpPraHU3alusX,
AKKpEIUTOBAHHBIX YIIOJIHOMOUYEHHBIM (pellepaibHbIM OPraHoM HCIIOJIHUTEIbHOM

BJIACTHU B NOpsJKe, ycTaHOBIEHHOM [IpaBurtensctBoM Poccuiickont Penepanun.

8. [lepeyeHb MEIUIMHCKUX OpraHU3alyi, HMEIOUUX MpaBO IMPOBOJUTH
KIIMHUYECKUE HCCIIENOBAHUs JIEKAPCTBEHHBIX IIPENaparoB Ul MEIULIMHCKOTO
IIPUMEHEHMS, W PEECTP BBIJIAHHBIX PA3PEUICHUN HA NPOBENCHUE KIMHUYECKUX
UCCJIEIOBAaHUN JIEKAPCTBEHHBIX IPENapaTtoB OMYyOJMKOBBIBAIOTCS U Pa3MEILAIOTCs
YIOJHOMOUYEHHBIM  (efiepalbHBIM  OpPraHOM  WCIIOJHUTEIBHOW  BJIacTH B

YCTaHOBJIGHHOM UM TIOPSIKE HAa CBOEM OPHUITMAIIbHOM caiiTe B ceTH "UHTepHeT" .



Crarba 39. PenieHue 0 npoBeieHUN KIMHUYECKOT0 UCCJIEI0OBAHUS

JEKAPCTBCHHOTO NMpenapara AJsd MEAUINHCKOI0 NIPUMEHCHU A

1. Knunuueckoe  uccielOBaHME  JIGKapCTBEHHOro  Ipemapara s
MEIULIUHCKOTO IPUMEHEHUS ITPOBOJIUTCS HA OCHOBAHUM Pa3pelICHUs Ha POBEICHUE
KJIIMHUYECKOTO  MCCIIENOBAHUSA  JIEKAPCTBEHHOI'O  IIpemapara,  BBIJAHHOI'O
YHOJHOMOYEHHBIM (peiepaibHbIM OpraHOM UCIIOJIHUTETBHOM BIACTH MO pe3ybTaTaM
AKCIIEPTHU3bI JOKYMEHTOB, HEOOXOAMMBIX ISl TOTyYEeHUS pa3pellieHs Ha POBEICHUE

KIIMHUYCCKOI'O UCCIICAOBAHUS JICKAPCTBCHHOI'O IIpCIiapaTa u ATUYECKOM OKCIICPTHU3EI.

2. Jlnia mosty4eHus pa3pelieHusl Ha MPOBEACHUE KIMHUYECKOTO UCCIEeI0BaHUS
JEKAPCTBEHHOTO  IIpemapara Uil MEJMIMHCKOIO  NPUMEHEHUs  3asBUTEIIb

MPEICTaBISACT B YIIOJTHOMOUYEHHBIN (eiepaabHblii OpraH UCTIOJTHUTEIHHOM BIACTH:

1) 3asiBeHWEe O BbIJAYe pa3peliCHUs HAa MPOBEACHUE KIMHUYECKOTO

HCCIICOIOBAHUSA JICKAPCTBCHHOTO IIpCIiapaTa AJII MCOAUITUHCKOT'O ITPUMCHCHUA

2) KOIIUY JJOKyMEHTOB, IOATBEPIKAAIOIINX YILIATY FOCYIapCTBEHHOHN MOIUTHHBI
3a MPOBEACHHUE STUYECKOMN IKCIIEPTHU3BI, IKCIIEPTU3HI JOKYMEHTOB Ha JIEKApCTBECHHBIN
npenapar )i MOTy4YeHHUs pa3pelieHrs Ha TPOBEICHNE KIIMHUYECKOTO NCCIET0BAHMS
JIEKapCTBEHHOTO Mpenapara st MeIUIUHCKOTO TPUMEHEHHMSI, 32 BhIJIa4y pa3peiieHus
Ha TPOBEJICHHWE KIMHUYECKOTO HCCIIEJIOBAHUS JIEKAPCTBEHHOIO IIpenapara Jjist
MEIUIIMHCKOTO TMPUMEHEHMs, 3a TPOBEJIEHHWE OJKCHEPTU3bl JOKYMEHTOB Ha
JeKapCTBEHHBIM Tpemnapar s TOJNyuYeHHUs pa3pelieHuss Ha I[pOoBelIeHUe
MEXTyHAPOIHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOT'O
npenapara Jyisi MEMIIMHCKOTO TPUMEHEHHMS, 32 BbIJady pa3pelieHnus Ha MPOBEICHUE
MEXTYHAPOIHOTO MHOTOIICHTPOBOTO KIIMHUYECKOTO UCCIIECI0OBAHUS JIEKAaPCTBEHHOTO
npenapara ik MeIUIIMHCKOTO MPUMEHEHHUS, 32 POBEICHUE ITHUECKON IKCTIEPTHU3HI,
HKCIIEPTU3bI JOKYMEHTOB Ha JIEKapCTBEHHBIN IpenapaT sl MOJIyYeHHUs pa3pelieHUs]
HAa  TPOBEACHUE  IMOCTPETUCTPALMIOHHOTO  KJIMHUYECKOTO  HCCIEIOBaHUS
JIeKapCTBEHHOTO Tperapara Jiyisi MEAMIMHCKOT O IPUMEHEHHUS, 32 BbIJIaUy pa3peiieHus
HA  TPOBEACHHE  IMOCTPETUCTPAIMOHHOTO  KJIMHUYECKOTO  HCCIICIOBAHMS
JICKapCTBEHHOTO TMpemaparta JUis MEIUIIMHCKOro mnpumMeHnenwus; (B pemakuuun
®denepanpHOro 3akoHa ot 27.12.2019 Ne 478-D3)



3) MPOTOKON KIMHHYECKOTO HMCCIIEJOBaHMS JICKAPCTBEHHOTO Mperaparta Jyis

MEJUIUHCKOTO IPUMEHEHUS;
4) 6poIiropy HCCaeI0BaTeNs;
5) uHOPMAITMOHHBIH JTUCTOK MAIUCHTA;

6) CBCIACHMUA 00 oIbITE pa6OTBI HCCIIeIoBaTENICH 10 COOTBCTCTBYIOIIINM

CIICHHUAJIBHOCTAM U HUX OIIBITC pa6OTLI IO MPOBCACHNIO KIMHUYCCKHUX HCCHGHOB&HHﬁ;

7) CBeleHHs O MEAMIIMHCKHMX OpraHHu3alisaX, B KOTOPBIX IPEANOaracTcs
MPOBEICHUE KIMHWYECKOTO HCCICIOBAaHUS JICKAPCTBEHHOrO Mperapara Uit
MEJMIMHCKOTO  TpHUMEHEHUs  (MOJHOE W COKpAIICHHOC  HaMMEHOBaHHUS,
OpraHM3aIMOHHO-TIPaBOBas (HOpMa, MECTO HAXOXKICHHS W MECTO OCYIIECTBICHHUS
nesTenbHOCTH, TeledoH, Temedakc, ampec IICKTPOHHON  IMOYTHI  Ka)IOH

MEIUIIMHCKON OpTraHU3aIliin);

8) cBenmeHMsT O  TPEANOJIAraéMbIX CPOKaxX IMPOBEACHUS  KIMHUYECKOTO

HCCIICOOBAHUSA JICKAPCTBCHHOTO IIpCIiapaTta IJII MCOAUITUHCKOT'O ITPUMCHCHUA

9) xonuio JOroBopa  00S3aTEJIBHOrO  CTPAXOBaHHUSA, 3aKIOYCHHOTO B
COOTBETCTBHH C THITOBBIMH IpaBUIaMHU 0053aTEIHLHOIO CTPaXOBaHUS, C YKa3aHHEM
IpeIeIbHOM YUCIICHHOCTH MAIlMeHTOB, YU4aCTBYIONINX B KIMHUYSCKOM MCCIICIOBAaHUU

JICKAPCTBCHHOI'O IIpCIiapara Al MCAUTTUHCKOI'O ITPUMCHCHM

10) uadopMaIuio 0 cocTaBe JICKaApCTBEHHOTO Tperapara Jijisi MEIUIIMHCKOTO

IMPUMCHCHUS,

11) TOKyMEHT, COCTaBJICHHBIN MPOU3BOJUTEIIEM JICKAPCTBCHHOTO Mpernapara
JUISL METUIIUHCKOTO TMPUMEHEHHUSI U COJIep Kallluii MoKazaTenu (XapakTepUCTUKH), a
TaK)K€ CBEJICHMS O JIEKAPCTBEHHOM IIpernapare Uil MEIUIMHCKOrO0 IPUMEHEHHS,

IMPOU3BCACHHOM IJId MPOBCACHUA KIMHUYCCKUX HCCHGHOB&HHﬁ;

12) cBeneHMs 0 AaTe MPEAOCTABICHHUS U PETUCTPALIMOHHOM HOMEPE JIHIICH3HH
HAa M[POMU3BOJICTBO JICKAPCTBEHHBIX CPEACTB B Cllydae, €CJId IMPOU3BOIACTBO
JIEKapCTBEHHOr0  mpemnapara ocymecrtsiusierca B Poccuiickon  Depnepanuu,
WJIM CBEJCHUS O JIaT€ MPEAOCTABICHUS U PETUCTPALMOHHOM HOMEpPE 3aKIFOYEHHS O
COOTBETCTBHM MPOU3BOAUTENS JIEKAPCTBEHHOTO TperapaTa TPeOOBaHUSIM MPaBUII

Haﬂnemameﬁ HpOHSBO}]CTBGHHOﬁ IMMPAKTUKH, ITPEAOCTABJICHHOI'O YIIOJTHOMOYCHHBIM



OpraHOM CTpaHbl MPOU3BOJUTENST JIEKaPCTBEHHOTO Impemapata. (B  pemakiuu
denepanbubix 3aKk0HOB OT 04.06.2018 Ne 140-D3, ot 27.12.2019 No 478-D3)

2'. B ciyuae HempeaCTaBIEHUS C 3asBIECHHEM O BbIJA4Ye pa3pellcHus Ha
IIPOBEJICHHE KIMHUYECKOTO MCCIENOBAaHUS JIEKapCTBEHHOIO Ipenapara Ui
MEIUIIMHCKOTO MPUMEHEHUsI JOKYMEHTOB (CBEIEHHUI), MOJITBEPKAAOMINX YIUIATY
rOCy1apCTBEHHOW NMOIUIMHBI U YKa3aHHBIX B IIYHKTE 2 YaCTU 2 HACTOSILEHN CTaThH, a
TAaKXKE BBIJABAEMBIX (MIPEIOCTABIAEMBIX) YIIOJIHOMOYEHHBIMU  (peepalbHBIMU
OpraHaMu UCTIOJIHUTENIbHOM BIaCTH TOKYMEHTOB (CBEICHUH ), YKa3aHHBIX B MyHKTe 12
4acTH 2  HACTOSIIEH  CTaThbd, YIOJHOMOYEHHBIM  (efepalnbHBIi  OpraH
WCIIOJTHUTEIBHOM BJIACTH 3aMPAIlIMBAET YKa3aHHbBIE IOKYMEHTBI (CBEJCHUS) B TOPSAKE
MEXBEJOMCTBEHHOTO HMH(OPMAIIMOHHOTO B3aumozeiicTBus. (Hacte BBedeHa -
®enepanbHbiii 3aK0H OT 27.12.2019 No 478-D3)

3.B cpok, He mpeBblmatONMii MATH pabouMx AHEW €O JAHA TPUHATHS
yKa3aHHOTO B MYyHKTe | 9acTh 2 HACTOSIIEW CTaThbH 3asBJICHHUS W HEOOXOIUMBIX

JIOKyMEHTOB, YIIOJTHOMOUYEHHBIN (eiepanbHblii OpraH UCTIOJHUTEIHLHOU BIACTH:

1) mpOBOAUT MPOBEPKY MOJIHOTHI M JIOCTOBEPHOCTH CBEJCHUMN, COICPKAIIUXCS

B IIPCACTABJICHHBIX 3ajBUTCIICM NOKYMCHTAX,

2) IPUHUMAET pEIIeHHEe O TPOBEICHUH OKCIEPTU3bl TOKYMEHTOB IS
NOJIyYEHMsI ~ pa3pelleHuss Ha  IPOBEJCHHE  KIMHHYECKOIO0  HCCIEHOBAHMS
JIEKapCTBEHHOI'0 Ipernapara Uil MEJUIUHCKOIO IPUMEHEHUS M 3THUYECKOU

OKCIICPTHU3BI NI 00 oTKa3e B IMPOBCACHNHU YKA3aHHBIX 9KCIICPTHU3,

3) yBeZOMIISIET B DIIEKTPOHHOHN (pOpME MiIH Ha OYMaKHOM HOCHUTEIIE 3asBUTEIIS
O TPUHSATOM pelIeHHH JUOO0 B ciayyae NPUHATUS pElIeHUss 00 OTKa3e TaKxkKe ¢

YKa3aHUuECM IIPUYHH TAaKOI'O O0TKa3a,

4) NOArOoTaBIMBACT M HATIPABJISICT B KCIIEPTHOE YUPEKICHUE U COBET IO ITUKE

3a/IaHUC Ha NPOBCACHNUC COOTBCTCTBYIOIINX SKCIICPTHU3.

4. B ciyyae BBISIBJICHHS HEMOJHOTHI M (WJIM) HEIOCTOBEPHOCTH MH(OpMaIINH,
CoZlepKalllelicsl B IIPEACTABICHHBIX 3asBHUTENIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN
(enepasbHBIIl OpraH MCIIOJIHUTEIBHON BJIACTH HAIpaBIISIET 3asBUTENO 3ampoc 00
YTOYHEHUU YKa3zaHHOM wuHpopmaruu. JlaHHBI 3ampoc MOXET ObITh MepeaaH

YIOJIHOMOYCHHOMY IIPCACTABUTCIIIO 3asBUTCIIA JIMYHO 1104 PACIIMCKY, HAIIPABJICH I10



ouTe€ 3aKka3HbIM MHMCbMOM WJIM TiepelaH B  JJEKTPOHHON ¢dopme 10
TEJIEKOMMYHHUKALIMOHHBIM KaHAJIaM CBs3U. B cilyyae HampaBieHuUs JaHHOTO 3aIpoca
I10 MOYTE 3aKa3HBIM [IMCBMOM OH CUMTAETCS IOJIYYEHHBIM 110 UCTEYEHUH LIECTU THEU
C JaThl HAMpaBIEHUS 3aKa3HOTO MHUChbMa. 3asBUTENH 00s3aH MPEACTaBUTh OTBET Ha
3anpoc yrnoJHOMOYEHHOTO (heIepaabHOro OpraHa UCIOJHUTENbHOM BIACTH B CPOK, HE
MPEBBIIAIONINN IEBIHOCTA pabOYNX JHEW co JHs ero noiaydeHus. Cpok, yKa3aHHBIH
B YaCTH 3 HACTOSILEN CTAaThbU, IPUOCTAHABIMBAETCS CO JIHS HAIIPABJICHUS 3asIBUTEIIO
3arpoca ynoJIHOMOUYEHHOTO (efepaJbHOTO OpraHa MCIOJIHUTEIBHOM BIIACTU 0 JHS
IIOJIyYEHHUsI UM COOTBETCTBYIOIIETO OTBETA U HE YUUTBIBACTCS IIPU UCUUCICHUH CPOKA
NPUHATUS YIOJTHOMOYEHHBIM (heepaabHbIM OpPraHOM HUCIHOJHUTEIBHOW BIACTH
pPELIEHUS O MPOBENCHUN DKCIEPTU3bl TOKYMEHTOB IS MOJIYYEHUS Pa3pelIeHUs Ha
IIPOBEJCHUE KIMHUYECKOIO HCCIIEIOBAHMS JICKAPCTBEHHOIO IIpenapara i

MCIUIHWHCKOT'O IIPUMCHCHUS.

5. OcHOBaHHEM [UIsl OTKa3a B IIPOBEAECHUM 3KCHEPTU3Bl JTOKYMEHTOB IS
IIOJIyYEHUsT ~ pa3pelieHuss Ha  IPOBEACHUE  KIMHUYECKOIO  MCCIEAOBaHUSA
JIEKapCTBEHHOI'0 Mpernapara sl MEIHMIMHCKOTO TNPUMEHEHHS MW ATHYECKOU
AKCHIEPTU3bI SBISETCA MPEACTaBICHUE JOKYMEHTOB, MPEIYCMOTPEHHBIX YacThbiO 2
HACTOSIINIEW CTaTbyd, B HEMOJHOM OO0BEME, HEMNpEeACTaBICHUE 3asBUTEIIEM B
YCTAHOBJICHHBI CPOK OTBETA HA YKa3aHHBIA B YacTH 4 HACTOSIIEH CTaThbU 3aIpoC
YIOJHOMOYEHHOTO (peiepaIbHOr0 OpraHa UCIOJHUTENBHON BIACTH JUO0 OTCYTCTBUE
B IIPEJACTABIICHHBIX JOKYMEHTaX HCYEPIBIBAIOIIETO TMEpeYHsl HEeoOX0IuMOM
uH(popMaKy Wik MHPOPMALIMK, KOTOpasi JOJKHA OBITh OTpa)keHa B HHX, a TAKXKe
OTCyTCTBHUE WH(OpMAIMK, TOATBEpXKAAIOIeH (aKT YIIaThl TOCYIapCTBEHHOM
MOLUIMHBI 34 NPOBEACHHUE 3TUYECKOW SKCIEPTU3bI, JKCIEPTHU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIM  IIpernapar Uil IOJY4YEHUs pPa3pellieHus Ha  IPOBEACHUE
KIIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO Ipernapara Uil MEIULMHCKOTO
IIPUMEHEHNS, 32 BblJ1auy pa3pelIeHUs] HA MPOBEACHNUE KIMHUYECKOIO0 UCCIEAOBAHUSA
JIEKAPCTBEHHOTO IIpenapara Uil MEIWIMHCKOrO IPUMEHEHUsS, 3a IIPOBEJICHUE
DKCHEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN IMPENapar ISl MOJYUYECHUS pa3pelICHUs
Ha IPOBEICHUE MEKIYHAPOJIHOTO MHOTOLIEHTPOBOIO KIMHUYECKOTO HMCCIENOBAHUS
JIEKapCTBEHHOTI'O IIpernapara Jyisi MEJUIMHCKOTO IPUMEHEHUS, 3a BbIJAYy Pa3pelIeHUs
Ha IPOBEJICHUE MEKIYHAPOJIHOTO MHOTOLIEHTPOBOIO KJIMHUYECKOTO HMCCIEAOBAHUS

JICKAPCTBCHHOI'O IIpfriaparta A4 MCAUIWHCKOIO IIPUMCHCHMA, 3a IIPOBCACHUC



TUYECKOM IKCIIEPTHU3bI, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHbIN Mpernapar Jyis
NOJIyYEHMSI PA3pelIeHHUs Ha MPOBEIECHHUE MOCTPETHCTPALMOHHOTO KIMHUYECKOTO
UCCIIEIOBAHUs JIEKAPCTBEHHOIO Ipernapara Ui MEIWLHUHCKOrO NPUMEHEHHUs, 3a
BbIIaUy pa3pelieHus Ha TMPOBEACHUE TMOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO

HCCIICOOBAHUA JICKAPCTBCHHOI'O IIpCriaparta A1 MCOIUIUHCKOT'O ITPUMCHCHU .

6. [IpoBenenne sKcHepTU3bl JOKYMEHTOB MJisi TMOJYYEHHUS pa3pelieHus Ha
IIPOBEJEHUE KIMHUYECKOI'O HCCIIEIOBAHMS JIEKAPCTBEHHOIO IIpemapara i
MEIULIHUHCKOTO MPUMEHEHUS M OTUYECKOW DKCIIEPTU3bI, COCTABICHUE KOMHUCCUEH
HKCIEPTOB M COBETOM IO ATUKE 3aKJIIOYEHUN O BO3MOXXHOCTH WJIM HEBO3MOKHOCTH
MPOBEAEHUSA TAKOTO KIMHUYECKOT0 UCCIIEI0BAHUS U HAIPABICHUE ATUX 3aKIIOUYECHUM
B YIIOJTHOMOYEHHBIN (he/iepabHbIN OpraH UCTIOJIHUTEILHOM BIACTH OCYIIECTBIISIOTCS
B CPOK, HE MPEBBIIIAIOLIUI TpUILIATH Pab0YNX JHEH CO JIHA MOIYUYEHUS SKCIIEPTHBIM
YUpEXKACHUEM 3aJaHUsl YIOJIHOMOUYEHHOTO (hellepabHOrO0 OpraHa MCHOJHUTEIbHON
BJIACTH C MPUIIOKECHUEM JTOKYMEHTOB, YKa3aHHbIX B myHKTax 3, 4, 10 u 11 wactu 2
HACTOSIIEH CTaTbU, U COBETOM IO ATHKE 3a/laHusl YIIOJIHOMOYEHHOTO (henepaabHOro
OpraHa UCIOJHUTEIbHOU BJIACTH C TPUIOKEHHEM JOKYMEHTOB, YKa3aHHBIX B TyHKTaX

3-6,8 19 yacTtu 2 HACTOSIIEH CTATHU.

7.B cpok, He mnpeBbIIAIOUMN AT paboYMX AHEW €O JHSA TONyYEeHHUS
3aKJIOYCHHMM, YKa3aHHBIX B 4YacTH 6 HACTOSIIEW CTAaTbH, YIOJIHOMOYECHHBIN

(denepanbHbIil OpraH UCIIOJIHUTEIBbHOMN BIACTH:

1) oCyIIeCTBISET OLEHKY IMMOCTYIUBIINX 3aKIIOUCHHWH I ONpEaeICHHS HX

COOTBCTCTBUA 3aJaHUAM HA MPOBCACHHUC COOTBECTCTBYIOIINX SKCIICPTHU3,

2) IMPUHUMACT PCUHICHUC O BbIAAYC pA3pCIICHUSA Ha ITPOBCACHUC KIMHUYCCKOT'O
HCCIICAO0BAaHMs JICKAPCTBCHHOT'O IpEIapara Ajisl MEAUIUHCKOTO IMPUMEHCHUA WU 00

OTKa3€ B BbIAAY€C YKA3aHHOT'O Pa3pCIICHUS;

3) BbIIaeT pa3pelicHHe Ha MPOBEACHHE KIMHHYECKOrO HMCCIACIOBAHUS
JIEKapCTBEHHOTO Mpenapara sl MeIUIIMHCKOT0 TPUMEHEHHMSI WK pellieHrne 00 0TKase

B BbIJIAYUC YKA3aHHOTO pa3pClICHUS C YKA3AaHHUCM IIPUYINH OTKa3a.

8. OcHoBanmeM Juisi OTKa3a B BbIJAa4Y€ pas3pelieHuss Ha MPOBEICHUE
KIIMHUYECKOTO HCCJIEJOBAHMS JIEKQPCTBEHHOI'O TMperapaTta Jjisg MEIUIMHCKOTO
NPUMEHEHUS SIBIISICTCS HAJTUYKME 3aKIF0OUEHUSI KOMUCCUM SKCIIEPTOB WJIU 3aKITFOUECHHUS

COBCTAa IIO OTHKC O HCBO3MOXHOCTU IIPOBCACHHUSA KIMHHUYCCKOIO HCCICAOBAHUA



JICKApCTBCHHOI'O IIpCIiapara AJd MCAUIHUHCKOI'O IIPHUMCHCHHA II0 PC3yJibTaTaM

MPOBCACHHBIX SKCIICPTU3, TPECAYCMOTPCHHBIX YaCTbHIO 6 HACTOSIIEH CTaThH.

9. Pemenue 00 oTka3e B MPOBEICHNUHN IKCIIEPTU3bI IOKYMEHTOB JIJIsl TIOJTyYEeHHUS
paspelieHdsT Ha IPOBEACHUE KIMHUYECKOIO HCCIIENOBAHUS JIEKAPCTBEHHOIO
rpernapara Uil MEIULUHCKOTO ITPUMEHEHHS] U 3TUYECKOM DKCIEPTU3bl U B BbIIAYE
paspelieHdss Ha IPOBEACHUE KIMHUYECKOI'O HCCIIENOBAHUs JIEKAPCTBEHHOIO
npenapara Jjis MEAMIMHCKOTO NMPUMEHEHUS MOXKET ObITh 00XaJOBAaHO B IMOPSIKE,

YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit @enepannu.

(Cratps B penakiuu denepanbaoro 3akoHa oT 22.12.2014 No 429-D3)

Crarbs 39'. DTHyeckas JKcIepTH3a

1. DTuueckas OKCIICPTHU3a IMPOBOAUTCA COBCTOM IIO 3THUKE, CO3OAHHBIM B
MopsAaKeE, YCTaHOBJICHHOM YIIOJTHOMOYCHHBIM q)eﬂepaHBHBIM OopranomM
HCIIOJTHUTEIbHOM BJIaCTH, B I1OCIAX BbIJAa4U  3aK/IHOYCHHUA 00 DITHYECKOU
00OCHOBAHHOCTH BO3MO>XXHOCTHU MIPOBCACHUA KIIMHHUYCCKOT'O HCCIICOOBaHUA

JICKAPCTBCHHOTI'O IIperapara A MCANITUHCKOIO IPUMCHCHMUA.

2. DKcriepTaMH COBETa IO 3TUKE MOTYT OBITh MPEICTABUTEIN MEIUIIUHCKUX
OpraHu3alvii, Hay4YHbIX OpraHu3aluii, 00pa30BaATENIbHBIX OpraHU3aIMi BBICIIETO
00pa3oBaHus, a TAKXKE MPEACTABUTENIN OOIMIECTBEHHBIX OpTraHU3aluid, PETUTHO3HBIX
OpraHu3aluii U CPeACcTB MaccoBo uHpopmaruu. J[aHHBIE SKCHEPTHI HE JIOJDKHBI
HAaXOJUThCS B KaKOW-TMOO 3aBHCHUMOCTH OT pPa3pabOTYMKOB JIEKAPCTBEHHBIX
[IpErnaparoB M Jpyrux JIAL, 3aWHTEPECOBAHHBIX B peE3yJIbTaTax ITUYECKON

9KCIICPTHU3LI.

3. Omutara yciayr 3KCIepTOB COBETa IO 3TUKE OCYIIECTBISETCS HA OCHOBAHUU
JIOTOBOPA, 3aKIIOYEHHOTO MEXAY YIOJIHOMOYEHHBIM (henepanibHbIM OpPTaHOM
WCIIOJTHUTEIBHOM BJIACTH, KOTOPBIM CO3/J]aH COBET I10 3THKE, U HKCIIEPTOM COBETA I10
ATHKE, 32 CYET OIODKETHBIX ACCUTHOBAHMM, MPETyCMOTPEHHBIX YIOJIHOMOYEHHOMY
denepanbHOMY Oprany UCIHOJHUTEIBHON BIACTH, KOTOPBIM CO3J1aH COBET 110 3THUKE, B

(i)eﬂepaHBHOM 6IO,H)KGT6 Ha COOTBGTCTBYIOIHI/II;'I Irog Ha oOecrieueHne €ro



NEeATEeNIbHOCTH, B pa3Mmepax, ycTaHoBleHHbIX lIpaBurensctBom Poccuiickoit

denepauni.

4. SKCHepTBI COBE€Ta IIO 3THUKE HECYT OTBCTCTBCHHOCTL B COOTBETCTBHUHU C

3aKoHOJaTesnbCcTBOM Poccuiickon denepanun.

5. CoctaB coBeTa MO ATHKE, IOJOXKEHUE 00 STOM COBETE, MOPAIOK €ro
NesITeNbHOCTH, TPEOOBaHMSI K KBAIU(DUKAIIMY U OTIBITY PA0OTHI IO KCIIEPTHON OIICHKE
HAyYHBIX, MEIUIMHCKUX M OSTUYECKUX AaCIEKTOB KIMHUYECKUX HCCIEIOBAaHUN
JIEKAPCTBEHHBIX MPENnapaToB JIsI MEAUIIMHCKOrO NMPUMEHEHUsS, MPEAbIBISEMbIE K
JKCIEpPTaM COBETa IO ATUKE, MOPSAJOK OPraHU3alMH W TPOBEACHUS STUYECKOU
SKCTEpPTU3bl, (opMa 3aKIIOYEHHS COBETa IO OJTHKE YCTAHABIIMBAIOTCS
YIOJHOMOYEHHBIM  (peiepaibHbIM OpPraHOM HCIOJHMUTENbHON Biactu. Yucio
IpelCTaBUTENEH MEIUIMHCKUX OpraHU3alluii HE MOXKET IMPEBBIIIATh MOJOBUHY OT

O6IH€I‘O qHUCJIa 9KCIICPTOB COBCTA 110 9TUKCE.

6. Uudopmarus o coctaBe coBeTa MO ATUKE, IJIAaHAX €ro paboThl M TEKYyIIEH
NESTENbHOCTA  pa3Meliaercs Ha  OQUIHUAIbHOM  CalWTe  YIOJIHOMOYEHHOTO
benepaabHOTO OpraHa UCIIOTHUTEILHOM BllacTh B ceTH "MHTEpHET" B yCTaHOBJIEHHOM

VM TIOPSJIKE.

(Cratbs BBeneHa - @enepanbHblil 3aKoH 0T 22.12.2014 Ne 429-D3)

Cratbs 40. [IpoBegeHHe KIMHUYECKOT0 HCCIAEAOBAHUS JIEKAPCTBEHHOI0

npemnapara ajsa MEAUIUHCKOro IIPUMECHCHUSA

1. PykoBomuTenb ~ MEIUMIIMHCKOM  OpraHu3alud,  KOTOpas  MPOBOJUT
KJIIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOTO TMpernapara i MEIULMHCKOTO
NPUMEHEHHMs, Ha3HAYaeT MCCIeI0BaTeNsl, OTBETCTBEHHOIO 3a IMPOBEJICEHHE TaKOIo
WCCIEIOBAaHNAS ¥ HMMEIONIET0 JICYCOHYI0 CIENHabHOCTh, COOTBETCTBYIOIIYIO
MPOBOJIUMOMY KJIMHUYECKOMY MCCJIEJOBAHUIO JIEKQPCTBEHHOTO TIpernapara, co
CTaxeM paboThl MO MporpaMMaM KIMHUYECKHX HWCCIEIOBAHUM JIEKApCTBEHHBIX
npenapaToB HE MeEHee 4YeM TpU TrojJa M 1O €ro MNpeIioKeHUI0 Ha3HaydaeT
couccieoBaTele U3 Ynciia Bpadyeil 3Tol MeIUuIMHCKOM opranuzanuu. (B pegakuuu
®denepanpHOro 3akoHa oT 22.12.2014 Ne 429-D3)



2. UccnenoBarenb  OCYIIECTBISIET  BBIOOp  MAIMEHTOB, KOTOpPbBIE IO
MEIUIMHCKUM IIOKA3aHUSIM MOTYT OBITH NPUBIEYEHBl K YYACTHUIO B KIMHUYECKOM

HCCIICJOBAHUHN JICKAPCTBCHHOT'O IIpCIiaparta sl MCAUIIUHCKOT'O ITPUMCHCHU .

3. UccnenoBarenb M COUCCIENOBATENN JOJDKHBI OBITh O3HAKOMJIEHBI C
pe3yibTaTaMi  JOKJIMHUYECKOIO  MCCIEIOBAaHUS  JIEKAPCTBEHHOTO  CPEJNCTBA,
coJiep KalllUMUCST B OpOLIIOpPE MCCIEIOBATENs], MPOEKTOM MPOTOKOJIA KIMHUYECKOTO
UCCJIEIOBAaHUs JIEKAPCTBEHHOI'O Ipernapara i MEIULHUHCKOrO IPUMEHEHUS,
pa3pabOTaHHBIM  pa3paOOTYMKOM  JIEKAPCTBEHHOTO  IpermapaTa WJIA  HUHBIM
IOPUANYECKUM JIUIIOM, TIPUBJIEKAEMbIM K OpPTaHHU3AIlMU MPOBEICHUS KIMHUYECKOTO
UCCJICIOBAHUS JICKAPCTBEHHOTO TMpemnapara isi MEAWIMHCKOTO NPUMEHEHHUS, |
JPYTUMU MaTepuagaMu TaKOTO UCCIIEIOBAHUS.

3%. PykoBoauTENb MEAMIMHCKOM OPraHU3aLUK B CPOK, HE IIPEBBIIAOLINN TPEX
pabouux JHEW CO [JHA Hayaja TMPOBEICHUS] KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TIperapara il MEIUIIMHCKOTO TPUMEHEHHsI, coo01aeT 00 3ToM B
YIIOJITHOMOYEHHBIH (eiepalbHbIii OpraH WCIOJHUTEIBHOW BIIACTH, BBIJABIIHMA
paspelieHre Ha MPOBEIEHNE TAaKOro MCCIEIOBaHMS, IO YCTAaHOBICHHOW UM (opMe.
(Yacts BBeneHa - enepanbhbiit 3akoH 0T 29.11.2010 Ne 313-D3)

4. Opranu3zauuu, OCyUIECTBIISIIOUIME OPTaHU3ALUIO TPOBEACHUS KIMHUYECKOTO
UCCIIEIOBAHUS JIEKAPCTBEHHOrO0 Tpenapara sl MEIUIMUHCKOTO TMPUMEHEHUS H
yKa3aHHble B 4acTu 3 ctaThu 38 Hacrosimero denepanbHOro 3akoHa, B Clydae
HEOOXOIUMOCTH BHECEHUS M3MEHEHMI B TMPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Tperapara JJii MEIUIIMHCKOTO MPUMEHEHHUs cOo0IaT 00 3TOM B
YIOJHOMOYEHHBIN (elepanbHblid  OpraH HCIOJHUTENBbHON BIIACTH, BBIJIABIINN
paspenieHre Ha MPOBEJEHUE TAKOI0 UCCIIEI0BaHNs, 110 YCTaHOBIEHHOU UM (opme. (B
penaknun PenepanpHoro 3akona ot 11.10.2010 Ne 271-D3)

41, ®opma cooOIIEHNs. O BHECEHUHM W3MEHEHHH B MPOTOKOJ KIMHMYECKOIO
UCCIIE0BaHUs JICKAPCTBEHHOIO Ipenapara JJisi MEAUIUHCKOrO MPUMEHEHUS JOJIKHA
COZIEPKATh CIIEYIOIINE CBEACHUS:

1) HauMeHOBaHWe, HJCHTU(PUKAIMOHHBIA HOMEpP U Jara IPOTOKOJIA

KIIMHUYCECKOT'O UCCIICOOBaHUA,

2) JaTa BHCCCHUA U3MECHCHHUH B IMPOTOKOJI KIIMHUYCCKOT'O UCCIICA0OBAHUAA,



3) HAaMMCHOBAHHUEC N MCCTO HAXOXACHUA 3asABUTCIIA,

4) HaMMEHOBaHHUE OpraHu3aluu, MIPUBJICYEHHON pa3paboTYUKOM
JIEKapCTBEHHOTO  TpermapaTta K  OpraHu3alid  MPOBEJACHUS  KIMHUYECKOTO

uccienoBanus (Ipy HAJTMYUN);

5) HaMMEHOBaHUS M MeCTa HaxXOXKICHHS MEIAMIIMHCKMX OpraHu3alui, B

KOTOPBIX IPOBOAUTCSI KIIMHUYCCKOC NCCIICTOBAHUC,

6) mata BbIIAYM pa3pelleHus Ha MPOBEACHHE KIMHUYECKOIO HMCCIICIOBAHMS M

HOMEp 3TOr0 pa3pelleHus;
7) U3MEHEHWMsI, BHOCUMBIC B TIPOTOKOJ KIIMHUYECKOTO UCCIICIOBAHMUS.
(Uacts BBeneHa - enepanbubiii 3akoH oT 11.10.2010 Ne 271-D3)

5. B cpok, He MpeBBIIAOIMA TPUIATH PabodYMX THEH CO JHS TOJyYCHHS
YKa3aHHOTO B 4YacTH 4 HACTOSIIEH CTaThbM COOOIICHMS, YIOJHOMOYCHHBIH
(denepanbHBIl OpraH HMCIOJHUTEIBHONH BJIACTH pacCMaTPUBAET 3TO COOOIICHHE B
YCTAaHOBJICHHOM UM IOPSIKE W IPHHHMACT pElICHHE O BHECEHUH H3MCHCHHH B
NPOTOKOJ  KJIIMHUYECKOTO  HWCCIICIOBAaHMS  JICKQPCTBEHHOTO  Ipemapara IS
MEIUITMHCKOTO TIPHUMEHEHHS WM 00 OTKa3e BO BHECEHHWU TaKWX H3MeHeHHH. Ilpwu
pPacCMOTPEHUH COOOMICHUS O HEOOXOAMMOCTH BHECCHHS W3MEHEHHWW B MPOTOKOJ
KIIMHUYECKOTO HCCJICJ0BaHMS JIGKQPCTBEHHOI'O TMperapaTa Ui MEIUIMHCKOTO
NPUMEHEHUSI B IEISIX OICHKHM OOOCHOBAaHHOCTH TIpE/UIaracMbIX H3MEHCHHHA H
ONpe/ICIICHUS] CTENEHU pHUCKAa JUIA MAIMCHTOB, TNPUHUMAIONIMX Yy4YacTHE B
KIMHUYECKUX  HMCCJCIOBAHUSAX,  YIOJIHOMOYEHHBIM  (eJCpabHBIM  OpPTaHOM
UCTIOJTHUTEILHOW BJIACTH MOTYT IPHUBJICKAThCS DSKCIEPTHl coBeTra 1o JTHke. (B

penakuu OeaeparbHOTo 3akoHa OT 22.12.2014 No 429-D3)

6. Knuanyeckoe ~ wWccnefoBaHWe — JICKAPCTBEHHOTO  Mpemapara  JUIs
MEIUITTHCKOTO TPUMEHEHHS MOKET OBITh TPUOCTAHOBJICHO MJIU TPEKPaIEeHO, €U B
mpolecce ero MpoBeeHUS OOHAPYKEHA OMTACHOCTH ISl )KU3HH, 3/I0POBbSI MAIMEHTOB.
B ciydae BO3HUKHOBEHHMS OMACHOCTH [UISI KWU3HM, 3J0POBBSl  MAIMCHTA,
YY9aCTBYIOIIETO B KIMHUYECKOM HCCICIOBAHUM JICKAPCTBEHHOTO TIperapara IS
MEUIIMHCKOTO TPUMEHEHHUSI, UCCIIE0BATEIN 00s3aHbI TPOMHGOPMUPOBATH 00 3TOM
PYKOBOJUTENS MEAWIIMHCKOM OpraHu3allid ¥ OpPTaHM3alldio, IOJYYHBIIYIO

paspenieHre yrnoJHOMOYEHHOTO (peiepanbHOro OpraHa MCIOJIHUTEIbHOM BIACTU Ha



OpraHM3ali0  IPOBEAECHUSA  KIMHUYECKOTO  HCCIIECIOBAHMS  JIEKAPCTBEHHOIO
npenapara. PemeHne 0  IPUOCTAHOBICHUM  KIMHUYECKOTO  HCCIEAOBAHMS
JIEKapCTBEHHOI0 Ipernapara Uil MEIUUUHCKOIO MPUMEHEHUs [PUHUMAIOT
PYKOBOIUTENh MEIUIMHCKOM OpraHu3alvu W (W) OpTraHu3alus, MOJy4YUBILIAs
paszpeleHre ynoJHOMOYEHHOTO (eiepalibHOr0 OpraHa MCIOJHUTEIbHON BIACTU Ha
OpPraHHU3aLHUIO MPOBEACHUS KIMHUYECKOTO UCCIIEA0BaHUS JICKAPCTBEHHOTO Iperapara
JUIS. MEAULMHCKOTO NPUMEHEHUS, PEIICHUE O MPEKPALIEHUU TaKOro0 MCCIEIOBAHUS
NPUHUMAET YMOJIHOMOYEHHBIM (eAepanbHblii OopraH HCIOJHUTEIBHOM BJIACTH Ha
OCHOBAaHUHM COOOIIEHUSI B MHUCHhMEHHOW ¢opMe PYKOBOAMUTENS METUIIMHCKON
OpraHu3allid WIM OpraHu3alus, IOJIy4YUBLIAS pa3pelieHue YINOJIHOMOYEHHOTO
¢denepanbHOTO OpraHa HCIOJIHUTEIBHOM BJIACTH HAa OpPraHU3alUI0 MPOBEACHUS
KJIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOI'O Mpenapara sl MEIUIHHCKOTO

INPUMCHCHMNA.

7.B cpok, He NpeBBILAIOIIMN MATH padouuMx OHEHW CO AHS 3aBEpIICHMUS,
IIPUOCTAHOBJICHUS UJIN MTPEKPAILLECHNS KIIMHUYECKOT0 UCCIIEA0BAHUS JIEKAPCTBEHHOIO
npemnapara Jii MEIUIMHCKOTO MPUMEHEHHUS, COOOIIeHHE 00 3TOM HaIpaBiseTCs
OpraHu3alusMH, YKa3aHHbIMU B 4YacTH 3 crtaThbu 38 Hactosimero denepaabHOrO
3aKOHa, B YIOJTHOMOYEHHBIA (penepanbHbIi OpraH HUCHOJHUTEIBHOW BIIACTH IO

YCTaHOBJIEHHOW UM (popme.

8. CDopMa COO6I_H€HI/I$I O 3aBCpHICHNH, IMPHUOCTAHOBIICHUN WJIN IIPCKPAIICHUN
KIIMHAYCCKOTO HMCCICAOBAHUA JICKAPCTBEHHOI'O TIIpfrapara i MCIUIUHCKOTO

IMPUMCHCHUA JOJDKHA COACPIKATD:

1) unpopmManMio O MEIUIMHCKOM  OpraHu3alid WId  MEIUIUHCKUX

OpraHMU3aIMX, TPOBOJAUBIINX IAHHOE UCCIICIOBAHMUE;
2) onKcaHKe JaHHOTO UCCIIEIOBAHUS;

3) nannble wuccaemoBatens (haMuiaMs, HMs, OTYECTBO, MECTO pPabdOTHl,
3aHMMaeMasi JOJDKHOCTb, CHEIHAIbHOCTh, CTaX paboOThl MO MporpamMmam
KJIIMHUYECKUX HCCIEAOBAHMM JIEKaPCTBEHHBIX MPENapaToB, NEPEUECHb KIMHUYECKUX
UCCJICIOBAaHNN JICKAPCTBEHHBIX MPEMapaToOB, B KOTOPHIX OH MPUHUMAT YYacTHE
(mepuo/ibl yyacTHsi) B KaueCTBE UCCIIeI0BaTeNsl WM coucclienoBarens); (B penakuun
®enepanpHoro 3akoHa ot 11.10.2010 Ne 271-D3)



4) pe3ynbTaT JNaHHOTO HWCCIEJOBaHMS (3aBepIleHHE, MPUOCTAHOBICHHUE WIIH
IIPEKPALEHNUE JAaHHOTO UCCIIEN0BAaHNUs C YKAa3aHUEM UX IIPUYMH U BIUSAHUS HA OLIEHKY
ero pe3yJbTaToB, OOLIYI0 OIEHKY pHCKa M OXKUIAeMOW TMOJb3bl OT MPUMEHEHHUS
UCCIIEyEeMOr0 JIEKApCTBEHHOIO IIpernapara, a TaKKe MperoyiaraeMble JajabHENIIne

JEUCTBUSA).

8L. Ilpu BbIsBICHUM (eaepalbHBIM OPraHOM HCIIOJHMTENLHONW BJIACTH,
OCYIIECTBISIONINM (YHKIIUM MO KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpaHEHUs,
HapyLICHUM MpPaBWJI HAJIEXKaAEd KIMHUYECKOM IPAaKTUKU IIpU IIPOBEAECHUN
KIIMHUYECKOTO MCCIEN0BAHMS JIEKAPCTBEHHOTO Mpenapara, BIHUSIOIMMNX Ha ITOJTHOTY U
(W)  JOCTOBEPHOCTHh JAHHOTO  KJIMHUYECKOTO HCCIIENOBAaHUSA, YKa3aHHBINA
dbenepanbHblii OpraH HCIOJTHUTEIBHON BIIACTH NPUOCTAHABIMBACT IPOBEACHHE
JAHHOTO KJIMHUYECKOI0 HCCIEAOBAaHUS M BBIHOCUT MEAULMHCKOW OpraHM3aluu, B
KOTOPOM TMPOBOJIUTCS JAHHOE KIMHUYECKOE WCCIEAOBAHMUE, MpeanucaHue o0
YCTPaHEHUN BBIABICHHBIX HapyweHud. [lpm HeycTpaHeHMM MEOUIMHCKOU
OpraHM3allel BBISBICHHBIX HApYILICHWW B YCTAaHOBJICHHBIM B IPEAIIMCAHUM CPOK
yKa3aHHBIA (DenepabHbI OpraH HCTOJHUTENIBHONW BIACTH MPUHUMAET PEIICHHE O
MPEKPAllCHU  NPOBEICHUS  KIMHUYECKOrO  HMCCIEOBAHUA  JIEKAPCTBEHHOT'O
mpermapata W HampapiseT B (¢efepanbHbIii OpraH HMCHOJHUTEIHHOW BIACTH,
OCYLIECTBISIONMN (YHKIUMA 10 BbIPaOOTKE U pealin3ali TOoCyIapCTBEHHOM
NOJINTUKH U HOPMATHUBHO-TIPABOBOMY PETYJIUPOBAHUIO B cepe 3ApaBOOXpaHEHUS,
3aKJIFOYEHHUE O BBIABICHUU IIPU MPOBEJCHUHU JAHHOTO KIMHUYECKOTO MCCIEAOBAHUS
HapyLIEHUN IIpaBUJl HAJUIEKAIEH KIMHUYECKON MPAKTUKU JUIS IPUHITUS PELICHUs
00 OTMEHEe pa3pelieHUs Ha OpPraHu3alUI0 IMPOBEJACHUS JAHHOTO KIMHUYECKOTO
WCCIIEIOBAHUsl C JaThl TPHUHATHS PEIIEHHWS O MPHUOCTAHOBICHUM NPOBEICHUSA
KJIIMHUYECKOTO MCCIIEOBaHUS JIEKAPCTBEHHOro mpemnapara. (Yacte BBeneHa -
®enepanbHbiid 3ak0H 0T 22.12.2014 Ne 429-03; B pepakuuu DenepanbHOTO 3aKOHA
ot 13.07.2015 Ne 241-®3)

9. VonHoMoueHHBI  (eiepalibHbI  OpraH  HCIOJHUTENbHOM  BIIACTH
OMyOJIMKOBBIBAET U pa3MelaeT Ha cBoeM oduimansHoM caiite B cetu "MHTepHeT"
COOOIIIEHHE O 3aBEpILIEHUM, MPUOCTAHOBIECHUM WJIM TPEKPaIleHUU KIMHUYECKOTO
UCCJIEI0BAaHNUs JICKAPCTBEHHOIO IIpernapara sl MEAUIMHCKOrO IPUMEHEHUS B CPOK,
HE MPEBBILIAIOLINN AT paboynX AHEN CO JHS €ro MOJyYeHUs], B yCTAHOBIECHHOM UM

MOPsIIKE.



10. YnonmHOMOYEHHBIN  (enepalibHblii  OpraH  UCIHOJHHUTEIbHOW  BIACTH
OCYLLIECTBJISIET BEJEHUE PEeCcTpa UCCIeAoBaTeNel, IPOBOIALIUX WINA MPOBOJUBIINX
KJIMHUYECKUE MCCIIEOBAHUS JIEKAPCTBEHHBIX MPENapaTroB sl MEIULUHCKOTO
MPUMEHEHMS], B COOTBETCTBUM C YTBEPKJACHHBIMU MM MPABUIIAMH U Pa3MEIIAET €ro Ha
cBoeM odummanbHOM caiite B cetn "MHTepHET" B YCTaHOBIEHHOM WM TMOPSIIKE.
VYkazaHHBIN peecTp coAep>KUT UH(GOPMAIIHIO, TPETyCMOTPEHHYIO ITYHKTOM 3 yacTu §

HACTOSIIEN CTAaThH.

11. Otuer o0 pe3yapTaTax KIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOIO
npenapara s MEJUIUHCKOTO TPUMEHEHHUSI COCTABIISIETCS] OpraHu3aluel, yKa3aHHOU
B yactu 3 ctatbu 38 Hactosmiero deaepaibHOro 3aK0Ha, HA OCHOBAHUM 3aKITIOUCHUN
MEIMLIUHCKAX OpPraHU3aluil, MPOBOAUBIIMX 3TO HCCIIEIOBAHKE, U MPEICTABISETCS B
YIOJHOMOYEHHBIN (enepanbHbld OpraH HCIOJHUTENbHON BIIACTH, BBIJABIINN
paspenieHre Ha MPOBEACHHUE STOTO MCCIEIOBAaHUs, B CPOK, HE MPEBBILIAIOIINUNA TPeX
MECSLIEB CO JHS €ro 3aBEepIIEHUs], IPUOCTAHOBIICHUS WIHM NPEKpPAILEHUs, B MOPSIKE,
YCTaHOBJICHHOM  YIIOJIHOMOYEHHBIM (eepalbHBIM  OpPraHOM  HCIIOJIHUTENIBHOM

BJIaCTH.

12. Hapymienue IIPaBUJI HaJUJIe)Kallen KJIMHAYECKOU IIPAKTUKH,
banpcudukamus pe3ynbTaTOB KIMHUYECKOTO HCCJIEAOBaHUSA JIEKAPCTBEHHOTO
npenapara Jyisi MEIUIIMHCKOTO MPUMEHEHHUS BJIEKYT 3a COOOM OTBETCTBEHHOCTH B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit ®enepanuu. (B pemakuuu
®denepanpHOro 3akoHa 0T 22.12.2014 No 429-D3)

13.Tlpu mpoBeAeHUH  KIMHUYECKOTO  HCCIIEIOBAHUS  JIEKAPCTBEHHOTO
npernapara i MEAUIIMHCKOTO MPUMEHEHMs JOMycKaeTcsi 3a0op y NalMeHTOB
OMOJOrMYecKux MarepuanoB (oOpa3lbl OHOJOTMYECKUX JKUIKOCTEH, TKaHel,
CEKpETOB M TMPOAYKTOB >KU3HEACATEIBHOCTU YENOBEKa, (IU3UOJOTUYECKUX U
NaTOJOTMYECKUX BBIJCICHUH, Ma3KoB, COCKOOOB, CMBIBOB, MHKPOOPTaHH3MOB,
OuoncuiiHbIil Matepualn) ais ux uzydeHus B Poccuiickoit @enepanuu u (wim) 3a
npeaenamu  Poccmiickoit  ®enepanun. (B pemakmum  dDenepanbHOTO  3aKOHA
o1 22.12.2014 Ne 429-03)

14. Tlopsinok BBO3a B Poccuiickyro ®enepaliiio W BbIBO3a 3a TMPEACIIbI
Poccuiickoii @deaeparun OMOIOrHUECKUX MAaTEPUAIIOB, TOJYUYEHHBIX TPU IPOBEICHUU

KIIMHUYCCKOI'0 HCCIICOAOBAHHUA JICKAPCTBCHHOI'O IIpfliapara s MCAUIUHCKOI'O



npuMeHeHus, ycrtaHaBiauBaercs IIpaButenbctBom Poccuiickoii ®enepauuu. (B
penakiuu @enepanbHoro 3akoHa ot 22.12.2014 Ne 429-D3)

Crarbs 41. /loroBop 0 npoBeieHNH KIMHUYECKOT0 NCCIeT0BAHUSA

JIEKAPCTBCHHOTO NMpenapara AJsd MEANINHCKOIo NIPUMEHCHUA

1. Knunuueckoe  uccieOBaHME  JIGKapCTBEHHOro  Ipemapara s
MEIULIHUHCKOTO MPUMEHEHUS IPOBOJUTCS B COOTBETCTBUU € JIOTOBOPOM O IPOBEICHUH
KJIIMHUYECKOTO HCCJIEA0BAHMS JIEKAPCTBEHHOI'O TMpernapaTta A MEIULUHCKOTO
NPUMEHEHUS, 3aKI0YaeMblM MEXAY OpraHu3aluel, MOIy4YUBLIEH pa3penieHue
YIOJHOMOYEHHOTO (eZIepallbHOTO OpraHa UCTIOTHUTEIBHON BJIACTH Ha OPTraHU3aIHI0
NpPOBEAECHUS  TAaKOrO  HCCIENOBAHMWS, W  MEIHUIMHCKOW  OpraHu3aluen,

OCYHIGCTBHHIOHICI\/}I MNPOBCACHUC TAKOT'O UCCICAOBAHMA.

2. I[OFOBOp 0 IIPOBCACHUU KIMHHUYCCKOI'O MHCCIICAOBAHUA JICKAPCTBCHHOT'O

npenapara sk MEAULUHCKOTO IPUMEHEHHUSI I0JKEH COJIEPKATh:
1) yCcroBHsI ¥ CPOKH MTPOBEACHUS TaHHOTO MCCIICIOBAHNUS;

2) onpesiesicHHe OOIIEH CTOMMOCTH TPOTPAMMBbI JIAHHOTO HCCIICIOBAHUS C
yKa3aHUEM CyMMbI, [peJHa3Hayalomiecss Juisi  BBIIUIAT  MCCIEN0BATENsM,

COHUCCICA0BATCIIAM,

3) omnpeneneHre GOpPMbI IPEACTABICHUS PE3YIbTATOB JAHHOTO HCCIICIOBAHUS B

YIOJHOMOYEHHBIN (eiepaibHblil OpraH UCIOJIHUTEILHOM BIIACTH.

Cratbi 42. DuHancoBoOe o0ecneUeHNe KJINHIYECKOr0 NHCCJaeI0BAHNSA

JICKAPCTBCHHOT O Npenapara AJsd MCAUIHUHCKOIo MIPUMECHCHUA

duHaHCOBOE 00CCICUCHUE KIMHUYECKOTO HUCCIICAOBAHHA JICKAPCTBECHHOI'O

npenaparta i MCAUIUHCKOTO IPUMEHCHUA OCYIICCTBIIACTCA 3a CUCT:!

1) cpenctB denepanbHOro OrOKETA;



2) CPEIICTB  OpraHM3alvi, TMOJYYHUBIIUX pa3pelIeHUe Ha OpPraHHU3aLHUI0
IIPOBEJEHUS JAHHOI'O HCCIIEIOBAHUsI, B COOTBETCTBUU C YCIOBHUSIMH JOTOBOPA O €ro

IMPOBCACHUHN,

3) HHBIX HE 3ampelieHHbIX 3aKOHOIATeIbCTBOM Poccuiickoii deneparuun

HUCTOYHUKOB.

Cratbs 43. [IpaBa nanueHTOB, Y4aCTBYHOIIMX B KIMHUYECKOM
HCCJIeIOBAHUY JIEKAPCTBEHHOI0 Mpenapara Jjas MeIMIHHCKOI 0

NMPUMECHCHHUSA

1. Yyactue MaguCHTOB B KIMHUYCCKOM HMCCICIOBAHUHU JICKAPCTBCHHOI'O

npcerapata s MCAUIUHCKOTO IIPUMCHCHUA ABJISACTCA I[O6pOBOHBHBIM.

2. [lanieHT WM ero 3aKOHHBIM MPEICTaBUTENb T0JKEH ObITh MH(POPMUPOBAH B

MMCBMEHHOM (hopme:

1) 0 IeKapCTBEHHOM IIpenapaTe A MEeIUIIMHCKOr0 IPUMEHEHHUS U CYIIIHOCTH

KIIMHUYCCKOI'O UCCJICIOBAHUS 3TOI'O JICKAPCTBCHHOI'O IIPCIIapaTa,

2) (6] 0e30ITacHOCTH JICKApCTBCHHOT'O  IIpfliapara I  MCAUIUHCKOTO

IpUMEHEHUs, ero oXkuaaeMon 3(p(HEeKTUBHOCTH U CTETIEHN PUCKA IS MAlUEHTa;

3) 00 yCIOBHSX ydYacTHs IMAIMCHTa B KJIMHUYECKOM  MCCICIOBaHUU

JICKAPCTBCHHOTO IIpCIiapara A MCAUITUHCKOI'O ITPUMCHCHMU

4) 0 OeJim Wik Hejrax M HpOAOJDKHUTCIBHOCTU KIIMHUYCCKOTO HCCIICAOBAHUSA

JICKAPCTBCHHOTO ITperiapaTta Ajid MCIUITHMHCKOI'O MPUMCHCHUS

5) 0 ACWCTBUSIX MAIlMEHTa B Cllydyac HENPEIBUACHHBIX 3(D(EKTOB BIHMSIHUS
JIeKapCTBEHHOTO Tperapara il MEAMIIMHCKOTO MPUMEHEHHUS Ha COCTOSIHHUE €ro

3JI0POBBS;
6) 00 ycloBHsAX 00s13aTEIBHOIO CTPAXOBAHUS JKU3HH, 3JI0POBBS MMAIUCHTA;

7) 0 TapaHTHUAX KOH(DHICHIMATBHOCTA YYaCTHs TAIUCHTa B KIMHUYCCKOM

HCCIICIOBAHUHN JICKAPCTBCHHOTO IIpCIiapaTa IJisi MCAUIIUHCKOT'O ITPUMCHCHU .

3. loOpoBoNbHOE ~ coTJlacMe TMAalMeHTa Ha y4acTHe B  KIMHHUYECKOM

HCCIICAOBAHUM JICKAPCTBCHHOI'O IIp€miapara Al MCIUIMHCKOro IIPpUMCHCHUSA



MOATBCPIKAACTCA €TI0 IMOAINMNCHIO MJIN IOAIIMCBIO €T0 3aKOHHOTO HNPCACTABUTCIIAA Ha

I/IH(I)OpMaHI/IOHHOM JJUCTKC IIallUCHTA.

4, TlarueHT WM €ro 3aKOHHBIM TPEJCTaBUTEIb MMEET MPaBO OTKA3aThCSA OT
y4acTuss B KIMHUYECKOM HCCJIEIOBAHWM JIEKAPCTBCHHOTO Mpernapara s

MEIUIIMHCKOTO MPUMEHEHUS Ha JI000H CTaauu MIPOBEACHUS TAKOTO UCCICAOBAHUS.

5. [IpoBeeHrEe KIIMHUYECKOTO MCCIIEOBaHUS JIEKAPCTBEHHOIO Mpernapara Jyist
MEIMIMHCKOTO TPUMEHEHHS C YYaCTHEM B KQUECTBE MALIMEHTOB JIETEH JOIYCKaeTCA
TOJIBKO C COTJIACHsI B TMCbMEHHOMN (hopMe UX POUTENEH, yChIHOBUTENEH. [leTr MoTyT
paccMaTpuBaTbCAd B KayeCTBE MOTEHIMAIBHBIX MALMEHTOB TAaKOrO MCCIIEIOBAHMS,
TOJIBKO €CIIM €ro MPOBEIECHUE HEOOXOAUMO JUIsl YKPEIUIEHUS 370pOBbs JeTe WM
npoduakTUKU UH(GEKIIMOHHBIX 3a00JI€BaHU B IETCKOM BO3pacTe MO0 €CIH LIEJbI0
TaKOro MWCCIIEOBAHUS SBISACTCS IIOJYyYEHHE IaHHBIX O HaWIydlleld JO3UPOBKE
JIEKAPCTBEHHOTO IIpenapara g JiedyeHus JeTed. B 3Tux ciaydasx Takomy
UCCIENOBAHUIO  JOJDKHO  IPEALIECTBOBAaTbH  KIMHUYECKOE  HCCIENOBaHUE
JIEKApCTBEHHOTO Tpenapara Juisi MEAUIMHCKOTO TPUMEHEHHS Ha COBEPIIEHHOJIETHUX
rpakJaHax, 3a UCKIIOUYECHHUEM CIIy4aeB, €CIIU UCCIIENYEMbIN JICKAPCTBEHHBIN IIpenapaT
JUTSL MEIUIIUHCKOTO PUMEHEHUS IPEIHA3HAYEH UCKITFOUUTENIBHO ISl HCTIOJIb30BaHUS

HECOBEpIIEHHOJICTHUMH TrpaxaanamMu. (B pemakmuun  denepanpbHOro 3akoHa
ot 22.10.2014 Ne 313-D3)

6. 3anpemaeTca IMMPOBCACHUC KIIMHUYCCKOTO HCCIICIOBAHHA JICKAPCTBCHHOI'O

npenapara Ik MEAUITMHCKOTO IPUMEHEHUSI ¢ YJ4aCTHEM B Ka4eCTBE MAIlUEHTOB:
1) neteit-cupoT U eTei, OCTaBIINUXCS 0€3 MOMEUEHUS POJIUTENICH;

2) )KCHIIMH B TEPUOJ, OCPEeMEHHOCTH, JKEHIIMH B TIEPHOJA TPYJHOTO
BCKAPMJIMBAHMS, 34 MWCKIIOYEHHEM CIIy4aeB, €CIA TPOBOJMUTCSA KIMHUYECKOE
UCCIIEOBAaHUE JIEKAPCTBEHHOI'O IIpelapara, IpeJHa3HAaYeHHOIO Ul YKa3aHHBIX
YKEHIIUH, TIPU YCIOBUH HEOOXOJAMMOCTH TOJMy4YeHUsI MH(OPMAIIUU TOJIBKO BO BpeMs
IIPOBEICHUSI COOTBETCTBYIOIIUX KIMHUYECKUX HCCIECIOBAHUNA W NPUHATHA BCEX
HEOOXOIUMBIX MEp MO MCKJIIOYEHHUIO PUCKAa HAHECEHMs BpEJa >KEHIIUHE B MEPUO

6CpeMeHHOCTI/I, JKCHIIHUHE B IICPHUOA I'PyAHOTO BCKAPMJIIMBAHUAA, IIJIOAY UIIN pe6eHKy,

3) BOCHHOCIYXaIMX, 3a HCKIIOYCHUCM CJIYy4acB IMPOBCACHHA KIMHHUYCCKOI'O
HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara, CIICIHHUAJIbHO pa3pa60TaHH0r0 JUJIsL

IIPUMEHEHHUSI B  YCIIOBUSX BOCHHBIX JCHCTBUM, YPE3BBIYAWHBIX CHUTYAIUU,



npo(pUIaKTUKY U JIeYeHUs! 3a00J1€BaHUN U MOpaXeHU, TOJYUYEHHbIX B pe3yjbTaTe
BO3JCMCTBHUS HEONAroNpUATHBIX XUMHUYECKHX, OMOJIOrMYECKUX, paJHalliOHHbBIX
¢dakropoB. KnnHuueckoe uccieoBaHUE TAKOTO JEKAPCTBEHHOIO IpernapaTa MOXKET
MPOBOJIMTHCS C YYACTHEM B KQUECTBE MAIMEHTOB BOEHHOCTY KAIKX, 32 UCKIIOYEHUEM
BOCHHOCIYKAIllUX, MPOXOJALIMX BOEHHYIO CIIy>kKOy MO MPHU3bIBY, C COOJIOJCHHEM
TpeOOBaHMIA, yCTAaHOBIEHHBIX HacTosmMM DenepanbHbIM 3aKOHOM B OTHOILIEHUU

IPaKJAHCKUX JIMII;
4) COTpYIHUKOB MPABOOXPAHUTEILHBIX OPTaHOB;

5) nuii, 0TOBIBAIONINX HAaKa3aHHE B MECTax JIMIICHHS CBOOOJBI, a TAKXKe JIHII,

HAXOISIUXCS TIOJT CTPAXKEU B CIIEICTBEHHBIX U30JATOPAX.

7. lonmyckaeTcsi MpOBEICHUE KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOIO
npemnapara Jjis MEIUIMHCKOTO TPUMEHEHHUS, MPEIHA3HAYCHHOTO IS JICUCHMS
TICUXWYECKUX 3a00JI€BaHMI, C yIaCTHEM B KAUE€CTBE MAIMEHTOB JIUI] C IICUXHYCCKUMH
3a00JI€BaHUsIMY, TPU3HAHHBIX HEJIEECIIOCOOHBIMU B TIOPSIAKE, YCTAaHOBJICHHOM
3aKoHOJaTebCcTBOM  Poccuiickoii  ®@eneparnuu. KimHuuyeckoe  uUcCCleIOBaHUE
JIEKapCTBEHHOI'O Ipernapara B 3TOM Cllyyae MPOBOJUTCS MPU HAJIUYUM COTJIACHsS B

MUCBMEHHOM (opMe 3aKOHHBIX NPEICTaBUTENEH YKa3aHHbIX JIULI.

Crartbs 44. O0s13aTe/IbHOE CTPAXOBAHME KU3HH, 3[I0POBbS MAINUEHTA,
Y4YaCTBYIOIIEr0 B KIMHUYECKOM MCCJIeTOBAHUU
JIEKAPCTBEHHOT'0 NMpenapara JJisi MeIMIUHCKOT0 MPUMEeHeHusI

1. Opranuzanus, NOMy4YMBINAs Pa3pelICeHUE Ha OPraHU3alUI0 MPOBEICHUS
KJIIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOI'O Ipenapara sl MEIULIHUHCKOTO
IpUMEHEHUS, 00s513aHa B KAUECTBE CTPAXOBATENS CTPAaXOBATh PUCK IPUUMHEHUS Bpeia
YKA3HU, 3/J0POBBIO MMAIMEHTA B PE3YJIbTATE NPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHUSA
JIEKapCTBEHHOT'O Mpenapara i MEAUUUHCKOTO NMPUMEHEHHS 34 CBOM CUET MYTEM

3aKJIIOYCHHUA A10roBOpa 00513aTeILHOrO CTpaxoBaHUs.

2. O0BEKTOM 00s13aTEIHLHOTO CTpaxOBaHUs ABJISICTCA HMYHIGCTBGHHBIP'I HHTCPCC

nanueHrTa, CBSI3aHHBIM C IMPUYINHCHUCM BpCaa €ro XKU3HU WU 3JOPOBbIO B PE3YJIbTATC



MMPOBCACHUA KIIMHUYCCKOT'O HCCIICOAOBAHUA JICKAPCTBCHHOI'O IIpCIliapara JJIAd

MCIUIMHCKOT'O ITPUMCHCHUSI.

3. CTpaxoBbIM CIIy4aeM MO JOTOBOPY 00s53aTEIHHOTO CTPaXOBAHUS SBIISACTCS
CMEpPTh MAlMeHTa WK yXYAIICHUE €ro 3J0POBhs, B TOM UUCJIE BJIEKYIEe 3a COOOi
YCTaHOBJIEHWE UHBAIUHOCTH, MPY HATUYUH TPUUUHHO-CIICJICTBEHHOMN CBS3H MEXKIY
HACTYIUIEHUEM 3TOTO COOBITHS U YYaCTHEM MAlleHTa B KIMHUYECKOM HCCIIEIOBAaHUU

JICKapCTBCHHOTO IIpCIiapara.

4. TpeboBanusi 0 BO3MEIICHUHU Bpela, MPUUYNHEHHOTO JKU3HU HIN 30POBBIO
MALMEHTA, IPEABSABISAIOTCS B TEUCHUE CPOKOB MCKOBOM JABHOCTH, YCTaHOBJIEHHBIX

I'paXKIaHCKUM 3aKOHOAAaTCIbCTBOM.

5. Paszmep cTpaxoBOi BBIIUIATHI O JIOTOBOPY 00s3aTE€IBHOIO CTPaXOBaHUS

COCTAaBJIACT.

1) B ciy4ae cMepTH MaIMeHTa J1Ba MUJUTHOHA PyOJieii Ha Ka)I0ro MaiieHTa,

Y4acTBOBABIIETO B KJIIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO Mpernapara;
2) Ipy yXyAIICHUH 30POBBS MAIUEHTA:

a) MOBJIEKIIEM 3a CO0OH yCTaHOBJIEHHE WHBaIUAHOCTH | Tpynmel, oAuH
MWIUIHOH TMATBCOT ThICSY pPyOJied Ha KaxJI0ro TNAalMeHTa, Y4YaCTBOBABIIETO B

KIIMHUYCCKOM HMCCJICIOBAHUHU JICKAPCTBCHHOT'O IIpCIIapara,

0) moBnekieM 3a coOoi ycTaHoBieHHe HHBanugHOCTU Il Tpymmel, oguH
MWUTHOH pyOJel Ha KaXIOro TMAaIfeHTa, YYacTBOBABIIETO B KIMHUYECKOM

WCCIICJIOBAHNY JICKAPCTBEHHOTO MperapaTra;

B) MOBJIEKIIEM 3a co0ol ycranoieHune mHBanuaHoctu III rpynmsl, nsThCOT
ThICSIY pyOJie Ha KaXJO0ro NalueHTa, Y4YacTBOBABIIETO B KIMHUYECKOM

WCCIIEIOBAaHHH JIGKAPCTBEHHOTO TIpernapara;

I') HE MTOBJIEKILIEM 3a COOOM YCTaHOBIIEHUS HMHBAJIUIHOCTH, HE 00Jiee YeM TpHUcCTa
ThICSIY pyOsie Ha KaXJOro NalMeHTa, Yy4YacTBOBABIIETO B KIMHUYECKOM
HCCIJIeIOBAaHUH JIEKAPCTBEHHOT'O Mpernapara, UCXOAs U3 HOPMATHBOB, OTPAXKAOIIUX
XapakTep U CTENEeHb MOBPEXKACHUS 370POBbs, a TakkKe (DAKTHMUECKHU MOHECEHHBIX
MAIMEHTOM PAacXOJI0B, BBI3BAHHBIX MOBPEXKJICHUEM 3JI0POBbS, Ha MEIUIIMHCKYIO
MIOMOIIb, TPHOOPETEHHE JIEKAPCTBEHHBIX TpemapaToB. (B pemakiuun deaepanbHOTO
3akoHa oT 22.12.2014 Ne 429-D3)



6. (Uactp yrparuna cuny - @enepanbubiii 3akoH o1 22.12.2014 No 429-D3)

7. Cpok JoroBopa 00s13aT€IIbHOTO CTPAaxOBAaHUSI HE MOXKET OBITh MEHEE, UyeM

CPOK MPOBCACHUA KIIMHUYCCKOI'O UCCIICJOBAHUA JICKAPCTBCHHOI'O IIpCIiapara.

8. YcnoBus noroBopa 00s3aTEIBbHOTO CTPAXOBAaHMS, B TOM YHCJIE CTPaXOBBIC
Tapudbl 0 00s3aTEIHHOMY CTPAXOBAHUIO, IEPEUCHb HEOOXOIUMBIX TOKYMEHTOB JIJIS
OCYIIECTBJICHUS CTPAaxOBOW BBIIIJIATHI, TOPSAIOK YCTAHOBIEHHUS CTpaxoBaTejIeM
WHIUBHTYaIbHOTO UIEeHTH(PUKAITMOHHOTO KoJa MaIyenHTa, MTOPSIIOK
MH()OPMHUPOBAHHS CTpaxoBaTeJeM CTPAXOBIIHMKA O MPUBIICUCHHBIX K KIUHUYECKOMY
WCCIIEIOBAHUIO JICKAPCTBEHHOTO TMperapara Uil METUIIMHCKOTO TMPUMEHEHUS
ManyueHTaxX, TMOPSJO0K VYIUIAThl CTPAaXxOBOW MPEMHH, TOPSJIOK pean3aliu
omnpeneneHHbpIx HacTosmuM denepanbHBIM 3aKOHOM U APYruMU (enepaabHbBIMU
3aKOHAMHU MPaB 1 00s3aHHOCTEH CTOPOH I10 IOTOBOPY 00s13aTEIHHOTO CTPaXOBaHUS, a
Tak’kKe HOPMATHUBBI, OTPAXKAIOIIME XapakTep W CTENECHb IMOBPEKICHHUS 30POBBS,
YCTaHABIIMBAIOTCS TUTIOBBIMH MpaBUIaMHu 00s13aTeIbHOTO cTpaxoBanus. (B pexakumm
denepanbpHOro 3akoHa oT 22.12.2014 No 429-D3)

9.B cnydae npuuyMHEHHS BpeAa JKU3HM TNAallMeHTa, Y4YacTBOBABLIETO B
KJIIMHUYECKOM UCCIIeIOBaHUHU JIEKAPCTBEHHOTO IMpenapara, BHIroJoNpruoopeTaTensiMu
10 JIOrOBOPY 0053aTE€ILHOTO CTPaXOBaHUS SIBISIOTCS TPpakJlaHe, UMEIOIME MTPaBO Ha
BO3MENIECHUE BpeAa B CIydyae CMEPTH KOPMUJIbLIA B COOTBETCTBUM C T'PAXKIAHCKUM
3aKOHOAATENBCTBOM, IMPU OTCYTCTBUU TAKUX TPAXKIAH - POAUTENH, CYNPYT, NETH
yMEpUIEro  MalMeHTa, YYacTBOBABIIETO B  KIMHUYECKOM  HCCIEIOBAHUU
JEKApCTBEHHOTO IIpenapara, B Cllydya€ CMEPTH MAallMeHTa, Y4YacTBOBABIIErO B
KJIIMHUYECKOM  HCCJIEIOBAHUM JIEKAPCTBEHHOrO IIpernapara W HE HMEBLIETO
CaMOCTOSITENILHOTO JIOXO0/1a, - TpaXkJAaHe, Ha W)KJIUBEHUN KOTOPBIX OH HAaXOAWICS, B
OTHOUIEHUM BO3MELIEHUSI PacxXoJ0B Ha MOrpe0eHue MalUeHTa, YYaCTBOBABILIEIO B
KJIIMHUYECKOM HCCJIEI0BAHNUHU JIEKAPCTBEHHOI'O Ipenapara, - JMIO, [TOHECIIEEe TaAKUue

pPacxoIpbl.

10. CTanOBaSI BBIIIJIaTa B CUCT BO3SMCHICHUA BpCaa, INPUYMHCHHOI'O KHN3HHU
MmangueHTa, Y4YaCTBOBABHICTO B KIIMHUYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O
npcemnaparta, pacClupeacisicTCa MCXIy BI)II‘OI[OHpI/IO6pCTaTCJUIMI/I MpOoImoOpuHOHAJIbHO UX

KOJMYCCTBY B paBHBIX J0OJIAX.



11. Tlpy HacTymJ€eHHH CTPaxoBOrO Ciyyash MAlUEHT, Y4YacTBOBaBIIMW B
KJIMHUYECKOM HCCIIEJOBAHUU JIEKAPCTBEHHOI'O IIpernapaTa, BBIFOJONPHOOpETaTeNb
BIIpaBe MPEIbSBUTh HEMOCPEICTBEHHO CTPAXOBUIMKY TpeOOBaHHE O BO3MELICHUH
npuYrHEeHHOTO Bpeaa. CTpaxoBas BBIIJIATA OCYIIECTBISICTCS CTPAXOBIIUKOM B
TEYCHHE TPHUALATA JHEH CO JHS TMPEACTABICHHUS HEOOXOIMMBIX JOKYMEHTOB.
[TanieHT, y4yacTBOBaBIIMN B KIMHUYECKOM HCCIEAOBAHUHM JIEKAPCTBEHHOTO
npernapara, WIM BBIFOJONpHOOpeTaTens 00s3aH COOOIIMTh CTPAXOBIIUKY IS
OCYLIECTBJICHHUS] CTPaXOBOM BBIMJIATHl MHAMBUAYAIbHBIM MACHTU(PUKALUOHHBIN KOJ
NalyeHTa, yCTAaHOBICHHBIN CTPaxoBaTeJIeM B COOTBETCTBUU C THUIIOBBIMH MPaBUIAMU

00s3aTeJILHOTO CTpaxOBaHUsI.

12. JIo monmHOTO oOmpeneNneHusl pa3Mepa MOJUISKAIIEr0 BO3MEIIECHUIO Bpenaa
CTPaxOBIIMK MO 3asBJICHUIO I[AlIMEHTa, YYACTBOBABILIETO B KIMHUYECKOM
UCCJIEIOBAaHUHU JIEKaPCTBEHHOTO Mperapara, WIN 3asBJICHUIO BBHITOJONpUOOpeTaTens
BIIPAaBE€ OCYLIECTBUThH YaCTh CTPaXOBOM BBIILJIATHI, COOTBETCTBYIOIIYIO (DAKTUUECKU

OHpCI[GJ'I@HHOﬁ JaCTUu NpUINHCHHOT'O BpCaa.

13. CtpaxoBasi BbIINIaTa B COOTBETCTBUU C JIOTOBOPOM OOS3aTEIBHOTO
CTPaxOBaHUs OCYIIECTBISETCS HE3aBUCHUMO OT BBIIIAT, TPUUUTAIOIIUXCS M0 APYTUM

BHUIaM CTpPaxOBaHUAA.

14. He pomyckaercs yyacThe MallM€HTa B MPOBEJACHUU KIMHHUYECKOTO
UCCIIEJIOBAHUS JIEKAPCTBEHHOT'O MpernapaTa Mpu OTCYTCTBUHU IOTOBOpa 0043aTeIbHOTO

CTpaxoOBaHUSI.

15. KoHTposb 3a MCHOJHEHHEM OpraHu3alyel, NOJyYuBLIEN pa3pellieHne Ha
OpraHU3aLUIo [IPOBEICHUS KIIMHUYECKOTO UCCIIEI0OBAaHU JIEKAPCTBEHHOIO IIperapara
JUI MEIULIMHCKOTO NMPUMEHEHHUS, YCTAaHOBJICHHON HACTOsIIEN cTaThell 00s13aHHOCTH
o 00s3aTebHOMY CTPAaXOBAaHUIO KHU3HU, 3J0POBbS MAIMEHTA, YUYaCTBYIOIIETO
(y4acTBOBaBLIEr0) B KJIMHUYECKOM HCCJEIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara,
OCYIIECTBIISIETCSl  YIIOJIHOMOYEHHBIM  (he/iepajbHbIM OpPraHOM HCIHOJHHUTENIbHOM
BJIACTH, BBINABIIMM pa3pelICHUE Ha IPOBEICHHUE KIMHUYECKUX HCCICHOBAHUU

JICKAPCTBCHHLIX IMPCIIAPATOB JIA MCAUIUHCKOTO IIPUMCHCHU .

(Crarps B penakuuu ®enepanpHoro 3akona ot 29.11.2010 Ne 313-D3)



I'nasa 8. IIpon3BoACTBO U MAPKHUPOBKA JIEKAPCTBEHHBIX CPEACTB

Cratbs 45. [Ipou3BOACTBO JIeKAPCTBEHHBIX CPEICTB

1. [Ipon3BOJCTBO  JIEKAPCTBEHHBIX CPEACTB  JOJDKHO  COOTBETCTBOBATH
TpeOOBaHUSM TPaBUJI HaJJIeKAIled MPOU3BOJICTBEHHON MPAKTHKHU, YTBEPKICHHBIM
YIOJHOMOYEHHBIM (peiepaJbHbIM OPTaHOM UCIHOJHUTEIbHOU BiacTu. OCOOEHHOCTH
Iepexo/ia MPOU3BOJICTBA OTAEIBHBIX JEKAPCTBEHHBIX CPEJCTB K MX ITPOU3BOJCTBY B
COOTBETCTBHMHM C TPeOOBaHUAMM MPABUJI HaAJIEXKAIleW TPOU3BOACTBEHHON MPAKTUKU
ycranaBnuBaroTcs [IpaBurensctBoM Poccuiickont @enepannu. Beigaya 3akimtoueHund
O COOTBETCTBUHU TMPOW3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABUI
HaJUIeKallell MPOM3BOJCTBEHHON MPAKTUKH OCYIIECTBISETCS N0 PE3yJbTaTaM
WHCIIEKTUPOBAHUA  MPOU3BOAMUTENECH  JIEKAPCTBEHHBIX CPEICTB B IOPSAKE,
ycraHoBiaeHHOM IIpaBurensctBom Poccuiickoit ®enepaunu. Pasmep maTel 3a
BbIJJa4y 3aKJIIOYEHHSI O COOTBETCTBUU NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHMIM MPaBWJI HAAJIEKAIIEH MPOU3BOJCTBEHHON MPAKTUKH yCTaHABIUBACTCS
[IpaButensctBOM Poccuiickoii @enepanuu. [lopsnok opraHu3alnv U NPOBEICHUS
WHCIIEKTUPOBAHUS MPOU3BOJUTENICH JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE
TpeOOBaHUSIM MPABUI HAAJIEKAIIECH MTPOU3BOJACTBEHHONM MPAKTUKH YCTaHABIMBACTCS
[IpaButenscTBOM Poccuiickoit denepanuu. (B pemakium denepanbHbIX 3aKOHOB
oT 25.06.2012 Ne 93-®3; ot 22.10.2014 No 313-D3; ot 22.12.2014 Ne 429-D3)

2. [Tpou3BOACTBO JIEKapCTBEHHBIX cpeACTB B Poccuiickoii  ®Denepamuu
OCYILIECTBIISIETCS POU3BOAUTENSIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOIIUMHU JTULEH3UIO
Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB. lloATBepklieHME COOTBETCTBUS
JUIIEH3WaTa MpaBUjiaM HaJIeKallel NpOU3BOJICTBEHHON MPAKTUKUA OCYIIIECTBIISIETCS
B paMKax JIMIIEH3UOHHOTO KOHTPOJ B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanun ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B YaCTH | HacTOAIIEH
cratbu. (B pemakmuum  denepanbHbiXx  3akoHOB  OT 22.10.2014 Ne 313-®3;
ot 22.12.2014 Ne 429-D3)

3. [Ipon3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COONIOJCHHEM
TpeOOBaHUI MPOMBIIIIICHHOTO PErJIAMEHTa, KOTOPBIA YTBEPXKIAE€TCS PYKOBOJAUTEIIEM

NPOU3BOJUTCIIAA  JICKAPCTBCHHBLIX CPCACTB KW  BKIIOYACT B cebs nepecuUCHb



UCIOJIb3YEeMbIX (hapMalleBTUUECKUX CYOCTAaHIMH M BCIIOMOIAaTENbHBIX BEIIECTB C
yKa3aHHWEeM KOJIMYECTBA Ka)/I0T0 U3 HUX, JaHHBIE 00 MCIOIb3yeMOM 000pyA0BaHUH,
OINMCAaHNUE TEXHOJOIMYECKOIO IIpoliecca M METOJOB KOHTPOJISL Ha BCEX HTamax
ITPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Tlpu IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB UCIIOB3YIOTCS
dapmaneBTHUeCKUe  CyOCTaHIIMM, CBEAEHHS O KOTOpPBIX colepKarcsi B
TrOCYJJapCTBEHHOM  pPEECTpPE  JIEKAPCTBEHHBIX  CPEACTB, 3a  MCKIKOYECHHEM
dbapmareBTHYECKUX CyOCTaHIIMMA, TPOU3BOJUMBIX IS TPOBEACHUS KIMHUYCCKUX
uccienoBaHuil u g dKkcropta. K mporeccy mpousBoncTBa (hapMaieBTHIECKOM
cyOCTaHIIMK OTHOCSITCS JIOOBIC CTaIUM TEXHOJIOTHYECKOTO MPOIECcca, TTO3BOJISIIOIIIE
MOJIyYUTh TOTOBBIA MPOIYKT, COOTBETCTBYIOIIUNA TpeOOBaHMSIM (dapMaKoneHHOMl
CTaThu, B TOM uucie (epMeHTalusi, OHKCTPaKLUUsi, OYKMCTKA, BbIIEICHUE,
NepPEeKpUCTAIIN3allis, BBICYIIMBAaHUE, U3MeNbUeHUE. B ciiyyae HeoOxoauMocTu
WCIIOJIb30BaHUS ITHJIOBOTO CIIUPTA, B TOM YHCIe (apMaleBTHUECKOW CYOCTaHIIHH
CIIMPTa 3TUJIOBOTO (3TaHOJIa), MPU TPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB B KAUECTBE
JNEUCTBYIOIIEr0o W (MJM) BCIOMOTaTEIbHOTO BEIIECTBA, a TAaKKE€ B HWHBIX
TEXHOJOTUYECKUX MEJAX JODKHA OBITh MCIOJIb30BaHA TOJIBKO (apmalrieBTHUYecKas
cyOcTtaHIus crnmpTa 3TWIOBOTO (dTaHon). (B pemakumm ¢enepanbHBIX 3aKOHOB
oT 22.12.2014 Ne 429-@3, ot 27.12.2019 Ne 462-D3, ot 27.12.2019 Ne 481-D3)

4, TlepeueHp JIEKapCTBEHHBIX MPENAPATOB JUISk MEAUIMHCKOTO IPUMEHEHUS, B
OTHOILIIEHUU KOTOPBIX yCTAHABIUBAIOTCS TpeOOBaHUSA K O0OBEMY Tapbl, YIAKOBKE U
KOMIUJIEKTHOCTH, II€PEYEHb JIEKAPCTBEHHBIX MPENapaToB [Uisl BETEPUHAPHOTO
IPUMEHEHUS, B OTHOIIEHUH KOTOPBIX YCTaHABIMBAIOTCA TpeOOBaHUS K 00bEMY Taphl,
a TaKke TpeOOBaHUS K 00bEMY Taphl, YIIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
IpernaparoB Uil MEJUIMHCKOIO IpUMEHEHUs, TpeOoBaHMs K OOBEMY Tapsl
JICKapCTBEHHBIX IPENapaToB Ul BETEPUHAPHOIO IPUMEHEHHUS OIPEHCIISIOTCS
COOTBETCTBYIOIIUMHU YIIOJIHOMOYEHHBIMU (enepabHBIMU opraHamu
VCIIOJTHUTEIBHOM BJIACTHU B NOPSIAKE, YCTaHOBIEHHOM IIpaBurensctBoM Poccuiickoi
Oeneparuu. (Yacte BBeneHa - denepanbHblii 3akoH 0T 22.12.2014 Ne 429-D3; B
penakuu OeaepanbHOro 3akoHa oT 14.12.2015 Ne 374-D3)

42, OpraHusanyy, OCYIIECTBISIONME POM3BOACTBO  (papMaleBTUYECKOM

CcyOCTaHIIMM CNHMPTa STWIOBOIO (9TAaHOJA) JJISI TIPOU3BOJCTBA CIUPTOCOAEPKAIINX



JIEKapCTBEHHBIX  IpenaparoB, O0sf3aHbl OCYLIECTBISATh YYET B  IOPSAKE,
YCTaHOBIICHHOM cTaThsiMu 8 u 14 denepanpHOro 3akoHa oT 22 HOsAOps 1995 rona
No 171-®3 "O rocyapCTBEHHOM pETyJMpPOBAHMU TMPOU3BOACTBA U 000OpoOTa
STHJIOBOTO CIHPTA, aJKOTOJBHOM U CIHMPTOCOJAEp)KAIIed TMPOAYKIHH U 00
OTpaHUYCHUH TOTPeOJIeHNus (PacluTHs) aTKOroJdbHOW mpoaykiuu". I[Ipon3BoacTBO
(dhapManeBTHIECKON CYyOCTaHIIUMA CTIIMPTA STHJIOBOTO (9TAaHOJA) JOITYCKACTCS TOJIHKO
OopraHu3alyel, OCYIIECTBISAIONIEH TPOU3BOJICTBO PEKTU(PUKOBAHHOIO 3TUIIOBOTO
CIUPTA U3 MUIIEBOTO ChIPhS HA OCHOBAHMM JIMLEH3UM HA MPOU3BOJICTBO 3TUIIOBOTO
cnupTa JUisi TPOU3BOACTBA (hapMaleBTUYECKOW CYOCTaHIIMM CIHUPTa ATHIOBOTO
(9TaHONIA) B COOTBETCTBUU C TpeOoBaHusMH DenepanbHOr0 3aKOHA OT 22 HOSAOpA
1995 roma Ne 171-®3 "O rocyaapCTBEHHOM pETYJIMPOBAHWU TMPOU3ZBOJACTBA H
000poTa 3TUJIOBOTO CHUPTA, AJKOTOJBHON U CHUPTOCOJEpKAIEed MPOAYKIIHMH U 00
OTpaHUYCHUHM TMOTpeOsieHnss (pachuTHs) aJKOTOJIBHOM MPOAYKUUHU", METOJ0M
pa3BeleHNs BOAOW OYMILEHHOW TaKOr0 3THUJIOBOTO CIIUPTA, POU3BEAECHHOIO JAHHOM
opraHu3aldeid 1O MECTy OCYILIECTBIEHUS TMPOU3BOJCTBA (hapMaleBTUUECKOM
cyOcTaHmmu cruprta >TriaoBoro (3tanona). (Uacte BBeneHa - DenepanbHblil 3aKOH
ot 03.07.2016 Ne 261-®3) (B penaKuuu denepaabHOTO 3aKOHa
ot 27.12.2019 Ne 481-D3)

43, UnguMBuyanbHble  NPEANPUHAMATENM W IODUIMYECKHE  JIWIA,
OCYLIECTBJISIIOLIME 3aKylKy W HCIOIb30BaHUE (PapMalleBTHUECKOW CyOCTaHIIUU
CIIUPTa ATUJIOBOTO (3TAHOJIA), @ TAKKE MPOU3BOJICTBO, U3TOTOBJICHHE U (MJIK) 000POT
(32 HCKIIIOYEHHEM PO3HUYHOM MpOJaku) CHHPTOCOAEPIKAIIUX JIEKAPCTBEHHBIX
npernapaTtoB, O0S3aHBI OCYIIECTBISATh MX Y4YeT W JCKJIapUpOBAaHUE B TMOPSIKE,
YCTaHOBIIGHHOM cTaThsiMu 8§ u 14 denepanbHOro 3akoHa oT 22 HOAOps 1995 rona
Ne 171-®3 "O rocyaapCTBEHHOM pEeTryJIMpOBaHUHM MPOU3BOACTBA U 000poTa
STWJIOBOTO CIHPTA, aJKOTOJbHOM U CIHMPTOCOAEpKAlled MPOAYKIMH U 00
OTrpaHUYECHHUH MOTPeOIeHUS (paCUTHs) AKOToJIbHOM poaykiuu'". (YacTs BBeieHa -
®denepanbHbiid 3aK0H 0T 29.07.2017 Ne 278-D3)

4% TIpy npPOU3BOACTBE JIEKAPCTBEHHBIX IIPENAPATOB MJiS BETEPUHAPHOIO
IIPUMEHEHHS] JOMYCKAETCA HCHOJIb30BAHUE TMPOM3BEICHHBIX U1 peAN3aluu
dbapmaneBTHYECKUX CyOCTaHLMN, BKJIIOYEHHBIX B TOCYIApCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPENCTB YIIOJTHOMOYEHHBIM benepanbHbIM

OopraHom HUCITOJTHUTEIbHOM BJIACTHU, OCYHICCTBJIAOIIMM BCACHUC I'OCYIAaPCTBCHHOI'O



peecTpa JIeKapCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO TpuMeHeHus. (Yacth BBeneHa -
®enepanphbiii 3ak0H oT 02.08.2019 Ne 297-D3)

5. 3anperniaeTcst MPOU3BOICTBO:

1) nexkapCTBEHHBIX CPEACTB, HE BKIIOYCHHBIX B TOCYJapPCTBEHHBIH peecTp
JIEKaPCTBEHHBIX CPEACTB, 3a UCKIIOUEHUEM JIEKAPCTBEHHBIX CPEACTB, IPOU3BOIUMBIX

JUTS IPOBECHUS KIIMHUYECKUX UCCIIETOBAHUIA U AJISl SKCIIOPTA,
2) panbcuuIMpOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) JlekapCTBEHHBIX CPEACTB O3 JIMICH3MH Ha TPOM3BOJICTBO JICKAPCTBEHHBIX
CPEACTB;

4) TeKapCTBEHHBIX  CPEICTB €  HApyIICHHEM MpaBWI  OpraHU3aluu

IMPOU3BOJACTBA U KOHTPOJIA KaUC€CTBA JICKAPCTBCHHLBIX CPCACTB,

5) (Ilyukt BBeneH - ®enepanbHbiii 3aKoH oT 29.07.2017 Ne 278-D3) (YrpaTun
cunny - Genepanbubliii 3akoH oT 27.12.2019 Ne 481-D3)

6) ciupTocoaepKaIIuX JCKApCTBCHHBIX MPEMapaToB M0 MECTY OCYIIICCTBICHUS
MPOU3BOJICTBA (PapMalleBTUUECKON CyOCTaHIIMU CIIUPTA ATUIOBOTO (3TaHOA) U (UITH)
0 MECTy OCYIIECTBICHHsI TpPOU3BOACTBAa 3TUioBoro cnupta; (IlyHkT BBeneH -
®enepanbHblii 3aK0H OT 27.12.2019 No 481-D3)

7) dpapManeBTHYECKONW CyOCTaHIIMM CIHPTa 3TUIOBOTO (3TaHOJA) W (W)
CIIUPTOCOICPKAIIMX JIEKAPCTBEHHBIX TMPENapaToB HA OCHOBHOM TEXHOJIOTHYECKOM
000pyI0BaHKH J1JIs IPOM3BO/ICTBA STHIIOBOTO CIIMPTA, YKa3aHHOM B IyHKTe 1! crarbu
14! denepanbrOro 3akoHa ot 22 HosA6ps 1995 roga Ne 171-®3 "O rocymapcTBEHHOM
pEeryJaupoBaHUM MPOU3BOJACTBA M 000pPOTa STUIIOBOIO CIHUPTa, aJKOTOJIBHOU H
CIIUPTOCOACPXKAIICH TPOAYKIIMU W 00 OrpaHUYCHHH TOTpeOsieHns (pacruTus)

AJIKOT'OJIBHOU npoxykiun”. (ITyHKT BBEJICH - denepabHbIN 3aKOH
ot 27.12.2019 Ne 481-D3)

6.[Ipu BBOAE JIEKAPCTBEHHBIX CPEACTB B  TpPaXIaHCKUA  000pOT
YHOJHOMOYEHHOE JIMIIO MPOU3BOAUTENSI JIEKAPCTBEHHBIX CPEJCTB OCYILECTBISET
MOJTBEP)KJICHHE  COOTBETCTBHSI  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHUSM,
YCTaHOBJICHHBIM TPU WX TOCYJAapPCTBEHHOW pPETUCTpAIlii, U TapaHTUPYET, 4YTO

JICKAPCTBCHHBIC CPCJICTBA IMPOU3BCACHLI B COOTBETCTBUU C TpC6OBaHI/I$IMI/I ImpaBuJI



HaJuIeXkKallel npou3BoACTBEHHON mnpakTtuku. (B pemakuunn ®PepepanbHOro 3akoHa
o1 22.12.2014 Ne 429-D3)

7. YIIOTHOMOYEHHBIM ~ JIMIIOM TPOM3BOJUTENS JICKAPCTBEHHBIX CPEJICTB
SBJISIETCSI €r0 Pa0OTHHUK, ATTECTOBAHHBIM B YCTAHOBJIEHHOM YIIOJHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOTHUTENBHON BIACTH MOPSIAKE U UMEIOIINUN CTaXX pabOTHI
HE MEHEee YeM IISATh JieT B 00JIacTh MPOM3BOACTBA M (WJIM) KOHTPOJIA KadecTBa
JIEKapCTBEHHBIX CPEJICTB, BBICIIEE OOPa30BaHHE COOTBETCTBEHHO IO OJHOU W3
cnenuanbHOoCTe W (WJIM) OJHOMY U3 HAIpaBJIIEHUH TOATOTOBKHU: OHOJIOTHS,
OMOTEXHOJIOTHs, BETEPUHAPHUS, BETEPUHAPHO-CAHUTAPHAS SKCTIEPTH3a, KIMHUYECKAS
MEIUIMHA, paJWalliOHHAs, XUMHYecKas W OuojorMueckasl 3amwura, dapmaius,
dbyHnaMeHTanpHas MEIUIMHA, XUMHUYecKas TexHonorus, xumuda. (B penakuuu
benepanbubix 3ak0HOB OT 22.10.2014 Neo 313-dD3, ot 02.08.2019 Ne 297-D3)

8. IlpousBoautenu JI€KapCTBEHHBIX CpENCTB (3a UCKIIFOUEHUEM
dbapmareBTHYECKO CyOCTaHIIMM CIIUPTA ITHJIOBOTO (3TaHOJA) MOTYT OCYIIECTBIIATh
NPOJaXy JIEKApCTBEHHBIX CPEACTB WM TepefaBaTb HMX B YCTAHOBJICHHOM
3akoHoaaTenbcTBOM Poccuiickoit deneparuu nopsanke: (B pepakiun OeaepanbHOTo
3akoHa oT 29.07.2017 Ne 278-D3)

1) APYIrUM TIPpOU3BOAUTCIIIM  JICKAPCTBCHHBIX CPCACTB JIA TIPOU3BOACTBA

JIEKapCTBEHHBIX CPEACTB;
2) opraHu3aIusM ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMM;

3) AIlITCUHBIM  OpraHu3alvsaM, BCTCPHUHAPHBIM aIlITCYHBIM OpPTraHU3alUAM,
HWHIWBUIYAJIbHBIM MNpCANPUHUMATCIIAM, UMCIOIIIUM JIMIOCH3HUIO Ha
Q)apMaHeBTPI‘-IeCKYIO ACATCIIBHOCTD WJIN JIMOCH3WIO HA MEANIUHCKYIO ACATCIIBHOCTD,

4) Hay4YHO-HCCIICI0BATEIILCKUM OpraHu3alusIM TUTSL Hay4HO-

UCCIIeI0BAaTEIbCKON pabOThI;
5) MEIMIIMHCKUM OpTaHHU3AIMsIM U BETEPHHAPHBIM OPTaHHU3AIIHSIM;

6) opranuzanusMm 151 VHJIUBUTYJIbHBIM
MPEANPUHUMATENSAM, OCYIIECTBIIOIINM Pa3BEACHUE, BhIPALIUBAHUE U COACPIKAHUE
YKUBOTHBIX (32 UCKJIIOUEHHUEM MPOAaXH UM (papManeBTUUECKUX CYyOCTaHIIMM WU UX

nepenaun). (B penakuuu @enepansroro 3akona ot 02.08.2019 Ne 297-D3)



9. IlpousBoautenu ¢dapMaleBTUYECKOW CYOCTaHIIMKM CHOUPTAa OSTUIOBOTO
(3raHoNa) o0O0fA3aHBl OCYLIECTBIATh pealu3aluio (repegadyy B YCTaHOBIEHHOM
3aKOHOJATENhCTBOM  Poccmiickoit  deneparuu  mopsake)  (apmaneBTHUECKON
cyOCTaHIIMU CIIUPTa 3TUIIOBOTO (9TAHOJIA) TPOU3BOAUTEISAM JICKAPCTBEHHBIX CPE/ICTB
JUIs TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUTENSAM (M3TOTOBHUTEISIM)
MEIMLIUHCKUAX U3EIUN 11 TPOU3BOICTBA U U3TOTOBIICHUS MEIULIMHCKUX U3/IETUI B
eMKOCTSIX oObemMoM He Oosee 1 nutpa u (unu) He menee 1000 nurtpoB, a
OpraHu3alysM, yKa3aHHBIM B IyYHKTax 3 - 5 4acTU 8 HacTOsIIeN cTaTbu, B Tape
oobemom He ©Oosee 1 gurpa. (Uacte  BBeneHa - @DenepasibHbI  3aKOH
ot 29.07.2017 Ne 278-®3) (B penakuuu benepanbHbIX 3aKOHOB
ot 27.12.2019 Ne 481-D3, ot 22.12.2020 Ne 444-D3)

10. Peanuzanus (nepeaayda B yCTaHOBIEHHOM 3aKOHOIaTeNbCTBOM Poccuiickoi
®denepanuu nopsike) papMaleBTUUECKON CyOCTaHIIMU CIIUPTa 3TUJIOBOTO (3TaHOJIA)
OpraHM3alMsIM  ONTOBOM  TOProBIM  JIEKAPCTBEHHBIMH  CpEICTBAaMU  HE
nomyckaercs. (Hacte BBeeHa - denepanbHblii 3aK0H oT 27.12.2019 No 481-D3)

11. TlepeBo3ku apmareBTUYECKON CyOCTaHIIMU CIHUPTa ITHUIOBOTO (3TaHOIA)
OCYIIECTBIISIOTCS ¢ COOJIIOIEHNEM TpeOOBaHHM, YCTaHOBIIEHHBIX a03alleM YETBEPTHIM
nyHkta 3 crateu 9 ®enepanbHoro 3akoHa OT 22 HOsiOpss 1995 roma Ne 171-®3
"O rocyaapCTBEHHOM PETYJIMPOBAHUU MPOU3BOJACTBA U 000OPOTA ITUIIOBOIO CIUPTA,
AJIKOTOJIBHOW M CHUPTOCOAEpKAIle NMPOAYKIMH U 00 OrpaHUYEHUU NOTPEOJICHHUS
(pacniuTus) ankoroiapHoM mpoaykiuu'. (Hacte BBegeHa - dDenepalibHbIA 3aKOH
ot 27.12.2019 Ne 481-D3)

Cratbs 46. MapKUpPOBKa JIEKAPCTBEHHbIX CPEACTB

1. .HCKapCTBeHHBIe nperapaTrsl, 3a UCKIKOYCHUCM JICKAPCTBCHHLBIX ITPCIIapaTOB,
N3TrOTOBJICHHBIX AlITCYHBIMU OopraHu3alnusaMu, BCTCPpUHAPHBIMHA AlITCYHBIMU
opraHusalvsiMi, MHAWBUAYAJIbHBIMU MPCANPUHUMATCIIAMU, UMCIOIIUMUA JIMICH3 WO

Ha GapMaIeBTUIECKYIO AESTEIbHOCTD, JOHKHBI TOCTYIIATh B 0OpaIlieHue, eCIu:

1) Ha WX TIEPBUYHON YIAKOBKE (32 HCKIIOYECHUEM ICPBUYHOM YIAKOBKU

JIEKapCTBEHHBIX PACTUTENbHBIX IpPENaparoB) XOpOIIO YHUTAeMbIM MIpU(TOM Ha



PYCCKOM  s3BIKE  yKa3aHbl  HAMMEHOBAaHME  JIEKapPCTBEHHOI'O  IIperapara
(MeXIyHapOAHOE HENATEHTOBAHHOE, WJIM I'PYNIUPOBOYHOE, WIM XUMHUYECKOE, WU
TOProBO€ HAMMEHOBAHNUE), HOMEP CEPUH, J1aTa BBIITYCKa (1711 UMMYHOOHOJIOTMYECKUX
JIEKapCTBEHHBIX MPENapaToB), CPOK TOJTHOCTH, JO3UPOBKA UM KOHIIEHTPAIIHS, 00BEM,
AKTUBHOCTb B €IMHUIIAX JCHCTBUS WU KOIMYECTBO 103; (B penakuuu denepanpHbIx
3akoHOB OT 11.10.2010 Ne 271-®3; ot 22.12.2014 No 429-D3)

2) HAa WX BTOPHYHOM (TOTPEOUTENIBCKON) YIAKOBKE XOPOIIO YHTAeMbIM
mpudTOM Ha PYyCCKOM sI3BIKE yKa3aHbl HAMMEHOBAHHUE JIEKAPCTBEHHOT'O Tperapara
(MEeXIyHapOIHOE HEMAaTeHTOBAHHOE, WM TPYNIUPOBOYHOE, WU XHUMHYECKOE H
TOPrOBOC HAWMCHOBAHHWs), HAWMCHOBAHHE TIPOU3BOIAUTENISA  JICKAPCTBEHHOTO
mpemnapara, HOMEpP CEpHH, Jara BBIMyCcKa (I HWMMYHOOHOJIOTHYECKHUX
JIEKApCTBEHHBIX TpPENapaToB), HOMEpP PETUCTPAIMOHHOTO YIOCTOBEPEHUS, CPOK
TOJIHOCTH, CIIOCOO MPUMEHEHUS, JO3UPOBKA WJIM KOHIICHTpAIHs, 00beM, aKTUBHOCTD
B €UHUIAX JEUCTBUS JTMOO KOJUYECTBO J103 B yIaKOBKe, JIEKapCTBEHHas (opma,
YCJIOBHS OTIYCKa, YCJIOBHS XpaHEHUs, MpeaynpeauTenbHbie Haanucu. (B penakuun
denepanpabiX 3akoHOB OT 11.10.2010 Ne 271-D3; ot 22.12.2014 Ne 429-D3)

2. ®apmalieBTHUECKUE CyOCTaHIIMU JOKHBI TIOCTYNATh B 0OpalleHue, eciu Ha
UX TIEPBUYHON YIAaKOBKE XOPOIIO YUTAEMbIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbI
HaMEHOBaHHE (dapmarieBTHYECKON cyOcTaHmu (MeXIyHapOIHOE
HEMaTeHTOBaHHOE, WM TPYNIHPOBOYHOE, WJIM XUMHUYECKOE U  TOProBOe
HAUMEHOBAHUs), HANMEHOBAHHUE MPOM3BOAUTEN (DapMalleBTUUECKONW CyOCTaHIIUH,
HOMEp CEpUU U J1aTa U3TOTOBJICHHS, KOJIMYECTBO B YITAKOBKE U €IMHUIIBI U3MEPECHHUSI
KOJIMYECTBA, CPOK TOJHOCTH M ycioBus XxpaHeHus. (B pemakuum ®DenepanbHOTO
3akoHa oT 22.12.2014 Ne 429-D3)

3. JlekapcTBeHHBIE CpE/CTBA B KAyeCTBE CBHIBOPOTOK JOJDKHBI MOCTyHaTh B
oOpallleHHe ¢ yKa3aHWeM >XKMBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB M TKaHEH

KOTOPOro OHHU MMOJTYy4YCHBI.

4. Ha BTOopuuHylO (MOTPEOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX CPEJCTB,
MOJIyYEHHBIX M3 KPOBH, IJIa3Mbl KPOBH, OPraHOB U TKaHEH YENOBEKa, IOJKHA
HaHocuTbes Hagnuch: "Anturena k BHUY-1, BUY-2, k Bupycy remaruta C u

NOBEPXHOCTHBIN aHTUT€H BUpYyca renarura B orcyrcTByroT".



5. Ha nepBuuHyl0 ynakoBKy U BTOPHUYHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY
pannodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB JOJKEH HAHOCUTBHCS 3HAK

paﬂHaHHOHHOﬁ OIIaCHOCTH.

6. Ha Bropuunyio (mMOTpeOUTENHCKYIO)  YMAKOBKY TOMEONaTHYECKUX

JIEKAPCTBEHHBIX MPENAPATOB TOJKHA HAHOCUTBCS HAUCh: "' OMeonaTHYeCcKuil'.

7.Ha  BropuuHyro  (HOTpEeOUTENHCKYIO)  YIAKOBKY  JIEKaQpPCTBEHHBIX
pPacCTUTENbHBIX TPEMapaToB MOJDKHA HAHOCUThCA Haamuch: "llpomykius mporwia

paadaMOHHbBIA KOHTPOJIb'.

8. Ha mnepBuuHyi0 ymakoBKy (€ciu nAjisi 3TOr0 CYIIECTBYET TEXHUYECKas
BO3MOXHOCTb) M BTOPUYHYIO (IIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
IpenapaTroB, NpPEIHAa3HAUYEHHBIX JJs KIWHAYECKUX HCCJIEIOBAaHUN, JOJKHA
HAHOCUThCS Haamuch: "Jlnsg kioumHuueckux wuccienoBanuit". (B pepakuuu
denepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

9. YnakoBka JICKAPCTBCHHLIX CPCACTB, IPCAHAZHAYCHHBIX HCKIIIOYHUTCIIBHO JIJIA

HKCIIOPTA, MAPKUPYETCSI B COOTBETCTBUU C TPEOOBAHUSIMU CTPAHBI-UMIIOPTEPA.

10. Ha TpancnopTHyI0 Tapy, KOTopas He MpeaHa3HaueHa [ MoTpeduTeneit u
B KOTOPYIO IIOMEIIEHO JIEKaPCTBEHHOE CPEJICTBO, 10JKHA HAHOCUTHCS MH(DOpMAIIHS O
HAUMEHOBAHUH, CEPHUH JIEKAPCTBEHHOTO CpEJICTBA, JaTe BBIMYCKAa, KOJIMYECTBE
BTOPUYHBIX (MoTpeOUTENHCKUX ) YIOAKOBOK  JIEKAPCTBEHHOI'O CpEJCTBa,
NPOU3BOJUTENE JIEKAPCTBEHHOTO CPEJCTBA C YKa3aHUEM HAWMEHOBAHUS W
MECTOHAXOKICHUSI TTPOU3BOJUTENS JIEKAPCTBEHHOTO CpeACTBa (aapec, B TOM YHUCIIe
CTpaHa U (WJIM) MECTO MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA), a TAKXKE O CPOKE
TOJTHOCTH JICKAPCTBEHHOTO CPEJICTBA M OO0 YCIOBHSIX €r0 XPaHEHUS W TIEPEBO3KH,

HGO6XOI[I/IMBIG npeaynpeauTCIbHbIC HAANMNCH U MAHUITYJIATOPHBLIC 3HAKH.

11. Ha nepBUYHYIO YNAKOBKY U BTOPHUYHYIO (TOTPEOUTENHCKYIO) YHAKOBKY
JIEKapCTBEHHBIX CPEICTB MJS BETEPUHAPHOTO NPUMEHEHHS JOJDKHA HAHOCUTHCS

HaJnuck: "J{ns BeTepuHapHOrO NIPUMEHEHHUS .

12. Ha BTopuuHyto (MOTpeOUTETHCKYI0) YIAKOBKY JIEKAPCTBEHHOTO Mpenapara

HAaHOCUTCS IITPUXOBOU KOJ.



I'naBa 9. BBo3 siekapcTBeHHBbIX cpeacTB B Poccniickyro @enepanuio u

BbIBO3 JICKAPCTBEHHBbIX cpeacTB u3 Poccuiickoi @enepaunu

(Hammenoanwue B penakunu Oenepanbaoro 3akona ot 06.12.2011 Ne 409-D3)

Cratbs 47. [lopsigok BB03a JIeKapCTBEHHBIX cpeAcTB B Poccuiickyro
Denepanmio ¥ BbIB03a JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoit
Denepaunu

(Hanmenoanue B penakunu @enepanpaoro 3akona ot 06.12.2011 Ne 409-D3)

1. BBo3 nmekapcTBeHHBIX cpeAcTB B Poccuiickyro demepaliuio oCymecTBISIETCS
B nmopsake, ycraHoBieHHOM [IpaButensctBom Poccuiickoit @enepaunu, B
COOTBETCTBHM C TAMOYKEHHBIM 3aKOHOAATEIBCTBOM TaMOXKEHHOTO COK03a B paMKax
EBpA3DC (manee - TaMOXeHHBINA COI03) M (WJIM) 3aKOHOJATEILCTBOM Poccuiickoi
®enepaui 0 TamoxkeHHOM gene. (B pemakuum  ®depepanbHOro  3akoHa
ot 06.12.2011 Ne 409-D3)

2. BBosumbie B Poccuiickyro denepaiiuio JIEKapCTBEHHBIC CPEACTBA JTOHKHBI
COJIEP)KAThCSl B TOCYJAPCTBEHHOM pEeCcTpe JICKAPCTBEHHBIX CpeAcTB. (B pemakumm
denepanbubix 3akoHOB 0T 06.12.2011 No 409-D3, ot 27.12.2019 Ne 462-D3)

3. Homyckaercs BBO3 B Poccuiickyro @Deaepannio KOHKPETHOM MapTHH
3aperuCTPUPOBAHHBIX M (WJIM) HE3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
NPEAHA3HAYCHHBIX IS MPOBEICHUS KIMHUYECKHX HCCICAOBAHUN JIEKAPCTBEHHBIX
IIpenapaToB, MPOBEACHUS IKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBICHUS
rOCyJIapCTBEHHOM PETUCTPALMK JIEKAPCTBEHHBIX IPENapaToB WM [Js OKa3aHMS
MEJMIMHCKON TMOMOIIM IO >KU3HEHHBIM TMOKAa3aHUSIM KOHKPETHOTO TMalMeHTa Ha
OCHOBAaHHMH pa3pelieHus, BBIJAHHOTO YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
VCIIOJTHUTEIBHON BJIACTH IO 3asIBICHUSM JIMIL, YKa3aHHBIX B CTaThe 48 HACTOSIIETO
@denepanbHOro 3aKkoHA. PaccMOTpeHHE Takoro 3asBIICHUS W NPUHATHE PELICHUS O
BbIJIau€ pa3pelIeHus] Ha BBO3 KOHKPETHOM MapTHM 3aperuCTPUPOBAHHBIX U (MUIIN)
HE3apEruCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  IPEAHA3HAYEHHBIX  JUIS
IIPOBE/ICHUS KJIMHUYECKUX MCCIIEI0BAaHUMN JIEKAPCTBEHHBIX MIPENapaToB, MPOBEACHUS

OKCIICPTHU3bI JICKAPCTBCHHBIX CPCACTB MOJIsI OCYIICCTBIICHUS FOCYI[&pCTBGHHOﬁ



perucTpauuu JEKapCTBEHHBIX ITPENAapaTOB WM Il OKa3aHUs MEIUIIMHCKOW ITOMOIIN
[0 JKU3HEHHBIM IIOKAa3aHUSM KOHKPETHOI'O MNanueHTa Ju0o 00 OTKa3e B BblIaye
YKa3aHHOTO Pa3pelIeHus] MPOU3BOIATCS B CPOK, HE MPEBBIMIAIONINA MATH padounx
nHed. Ilnata 3a BbAady yKa3aHHOTO paspelieHust He B3umaetrcsa. (B pemakuum
®denepanpHoOro 3akoHa ot 06.12.2011 Ne 409-D3)

3L, Jlomyckaercs BBO3 B Poccuiickyro ®enepanuro KOHKPETHOW IapTUH
HE3apEeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENApaTOB, COAEPKALIUX HAPKOTUUECKUE
CPEACTBa WJIM  IICUXOTPOIIHBIE  BEIIECTBA, B  IOPSAKE, YCTaHOBIECHHOM
[IpaButensctBOM Poccuiickon denepanuu, 175 OKa3aHU MEAUIMHCKOW TOMOIIH 10
YKA3HCHHBIM MOKAa3aHUSIM KOHKPETHOIO IMAIIMEHTA WM TPYIIIBI MAMEHTOB B CIIyYae,
€CIM HWMEETCSl peleHrne BpayeOHOW KOMHCCHH MEIUIIMHCKOW OpraHu3aluu o
HeA((HEKTUBHOCTH WIIM HEBO3MOXKHOCTHU MPUMEHEHHUS Y KOHKPETHOT'O MAIIMEHTA HHBIX
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEIAPAaTOB, B TOM YMUCJIE COAEPIKALIUX
Ipyrue IeHCTBYIOLIUE BEIIeCTBA, U O HEOOXOIMMOCTH BBO3a OIPEIEICHHOTO
HE3apEeTrUCTPUPOBAHHOIO  JIGKAPCTBEHHOIO  Ipemapara ¢ yKa3aHUEM  €ro
MEKyHApPOJHOTO HEMATEHTOBAHHOTO (MM XUMHUYECKOr0, WU TPYNIUPOBOYHOIO)
HauMEHOBaHUs, POPMBI BEIITyCKa U KoiudecTBa. [lepeuens 3a001eBaHnil U COCTOSTHUM
M COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX IMPENapaToB, COAECPKAIIMX HAPKOTUYECKHUE
CpeacTBa M IICUXOTPOIIHBIE BEIIECTBA, B LENAX OCYLIECTBICHHS WX BBO3a B
COOTBETCTBHHM C TPEOOBAHUSIMU HACTOSAIIEH YACTH YTBEPKAACTCS YIOTHOMOYEHHBIM
(denepanbHbBIM OpPraHOM HCIOJHUTENbHOUN BiacTu. (HacTh BBeaeHa - DenepanbHbIil
3ak0H OT 27.12.2019 No 475-D3)

4. B Poccuiickyro ®enepanuiro MOXXKHO BBO3UThH JIEKAPCTBEHHBIE CPEJCTBA,
KaueCTBO KOTOPBIX MOATBEPXKIECHO CEPTU(UKATOM MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, YJIOCTOBEPSIOIIMM COOTBETCTBHE BBO3MMBIX JIEKAPCTBEHHBIX CpEICTB
TpeOoBaHUSIM (papMaKOIEHHBIX CTaTeil IMO0 B cilydyae UX OTCYTCTBUS HOPMaTHUBHOM

JOKYMEHTAIIMM WM HOPMaTUBHOTO JoKyMeHTa. (B penakunu denepanbHOro 3akoHa
o1 06.12.2011 Ne 409-®3)

5. 3anpemaercs BB03 B Poccuiickyio ®Pexnepanuio (anbcuuImpoBaHHbIX
JIEKapCTBEHHBIX  CPEACTB, HEIOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,

KOHTpa(aKTHBIX JIEKapCTBEHHbIX cpeactB. (B pemakuum ®enepanbHOro 3akoHa
ot 06.12.2011 Ne 409-D3)



6. ®anscudunpoBaHHbIEe JIGKAPCTBEHHBIE CPEJCTBA, HEAOOPOKAYECTBEHHBIC
JIEKapCTBEHHBIE CPEJICTBA MOJIEKAT U3BATHIO U MOCIIEAYIOIIEMY YHUUYTOKEHUIO WIIN
BbIBO3y M3 Poccuiickoit denepanuu, KOHTpadakTHbBIE JEKAPCTBEHHBIE CPEICTBA -
U3BIATUI0O W TMOCIEAYIOIIEMY YHUYTOXXEHHUIO. YHHUYTOXKEHHUE WM BBIBO3 U3
Poccuiickoit  ®eneparuu  panbcuPUIIMPOBAHHBIX  JEKAPCTBEHHBIX  CPEJCTB,
HEZ00POKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPEACTB OCYILECTBIIIETCS 3a CYET JIMLA, OCYIIECTBUBIIEro WX BBO3. [lopsmok
YHUUTOXKEHUSI  UBBATBIX  (PaJbCU(PUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJICTB,
HET00pOKAYECTBEHHBIX JICKAPCTBEHHBIX CPENICTB, KOHTPa(aKTHBIX JIEKapCTBEHHBIX
cpeacTB ycranaBnuBaetcsi [IpaBurenbctBoM Poccuiickoit @enepanuu. (B pepakuuu
®denepanpHoro 3akoHa ot 06.12.2011 Ne 409-D3)

7.Jluna,  ocymecTBistomue  BBO3 B Poccuiickyro  Depeparuio
danbcupuurpoBaHHBIX JIEKapCTBEHHBIX CPEACTB, HEJ00POKAYECTBEHHBIX
JI€KapCTBEHHBIX CPEICTB, KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C TAMOXXEHHBIM 3aKOHOAATEIbCTBOM TaMOXKEHHOTO
coro3a ¥ (1im) 3akoHoaTenbcTBoM Poccuiickoit @eaepaiiuu o TaMoxeHHoM fene. (B
penaknuu Oenepanpaoro 3akona oT 06.12.2011 Ne 409-D3)

8. BriBo3 JIEKAPCTBEHHBIX CpeACTB nu3 Poccuiickoi Oenepannu
OCYILIECTBIISIETCSL 0€3 TMPUMEHEHUsI OrpaHWYEHUM, YCTAHOBJICHHBIX TaMOYKEHHBIM
3aKOHOJIaTEILCTBOM TaMOKEHHOTO coro3a M (MJIM) 3aKOHOJIaTeILCTBOM Poccuiickoi
degepaliy 0 roCy1apCTBEHHOM PETyJIMPOBAHUH BHEIIIHETOPTOBOM JieaTesibHOCTH. (B
penakiuu denepanbHbix 3akoHOB OT 06.12.2011 Ne 409-D3; ot 25.11.2013 Ne 317-
@3; ot 22.12.2014 Ne 429-D3)

9.BBox B rpaxkgaHCKuii 00OpOT JIEKapCTBEHHBIX MpEnapaToB s
MEIMLMHCKOTO  NPUMEHEHMs, BBE3eHHbIX B  Poccuiickyro — @enepanmio,
OCYILECTBISETCA C COOMIOAEHHEM TPeOOBAaHMM, YCTaHOBIEHHBIX cTaThell 52!
Hactosiero ®PenepanpHoro 3akoHa. (Yacte BBeneHa - DenepaibHbIl  3aKOH
ot 28.11.2018 Ne 449-@3)

Crarbi 48. IOpuanyeckue Juna, KOTOPbIM pa3pelieH BBO3
JIEKapCTBEHHBbIX cpeacTB B Poccuiickyro denepannio

(Haumenoanwue B penakunu @enepanbuoro 3akona ot 06.12.2011 Ne 409-D3)



JlexapctBennbie cpenactBa B Poccuiickyio denepamnuio mMoryt BBO3uThH: (B
penakuu Oeaepanproro 3akona ot 06.12.2011 Ne 409-D3)

1) mpou3BOAUTENN JIEKAPCTBEHHBIX CPEIACTB Ui Iielieii  COOCTBEHHOTO

IMPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB,

2) MHOCTpAHHBIC Pa3pabOTUMKKM JICKAPCTBEHHBIX CPEJACTB M HHOCTPAHHBIC
MMPOU3BOJAUTENIN JICKAPCTBEHHBIX CPEACTB WM JPYrM€ IOPUAAYECKUE JIMLA II0
MOPYUYEHUIO pa3paboTUrKa JICKAPCTBEHHOTO CPEICTBA /IS MMPOBEICHUS KITMHUYIECKUX
MCCIIEIOBAaHUI JIEKAPCTBEHHOI'O IIpenapara, OCYIIECTBICHUSI TOCYyAapCTBEHHON
perucTpanuy  JIGKApCTBEHHOTO  Tperapara, BKJIIOUYCHHS  (apmareBTHUeCKOi
CyOCTaHIIMM B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB, KOHTPOJIS
Ka4yeCcTBa JICKAPCTBEHHBIX CPEACTB IPU HAJIWYUHU PA3PELUICHUS YHOJTHOMOYEHHOTO
dbenepanbHOTO OpraHa WCIOJHHUTEIBPHOW BJIACTH HAa BBO3 KOHKPETHOW MapTUH

JIEKapCTBEHHBIX CPECTB;
3) opraHu3aiuy ONTOBOI TOPTOBIIH JIEKAPCTBECHHBIMU CPEICTBAMU;

4) Hay4YHO-HCCIIEI0OBATEILCKUE OpTraHU3alnu, 00pa30BaTebHBIE OPTaHU3aIHN
BBICIIIETO OOpa30BaHMs, MPOU3BOAUTENN JICKAPCTBEHHBIX CPEACTB MMl pa3palbOTKH,
UCCIIeIOBAaHUM, KOHTPOJS O€30MacHOCTH, KauecTBa, 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX
CPEeICTB NpH HAIWYUU pa3pelieHus] YHNOJHOMOUYEHHOTO (eaepaibHOro opraHa
ucnoyiHuTeabHOM Biacty; (B penakuuu denepanbuoro 3akona ot 02.07.2013 Ne 185-
D3)

5) MemuIMHCKHAE OpraHW3alliy, WHbIC yKa3aHHbIE B MyHKTax | - 4 HacTosmIeH
CTaTbU OpraHU3allMd JUIS OKAa3aHWs MEAUIMHCKOM IOMOIIM IO >KMU3HEHHBIM
NIOKa3aHUSIM KOHKPETHOTO NallMEeHTa MPU HAJIMYUU Pa3pelleHus] YIIOJIHOMOYEHHOTO
(enepaIbHOTO OpraHa HCIOJIHUTEIBHONM BJIACTH HAa BBO3 KOHKPETHOW MapTHUH
JIEKapCTBEHHOI'0 IIpernapaTa, BBIAAHHOIO B YCTaHOBICHHOM IOpsAKe B Qopme
DJIIEKTPOHHOTO  JOKYMEHTa, MOJIMCAaHHOIO YCWJIEHHOM KBaJM(ULIUPOBAHHOM
IeKTpOoHHOM moanuckio; (B pemakiuun denepanpaoro 3akona ot 12.03.2014 Ne 33-
D3)

6) rocyiapcTBEHHbIC ~ YHUTAPHBIC MPEANPUATHS, HMMYIIECTBO  KOTOPBIX

HaxoauTcsi B (QenepadbHOl cOOCTBEHHOCTH, ompenensembie [IpaButenscTBOM



Poccuiickoit  ®@enepanuu, B 4yactu BBo3a B Poccuiickyto  ®Depepauuio
HE3apEeruCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, COJEPKAINIMX HAPKOTUUECKUE
CpeACTBa WJIM MCUXOTPOIHBIC BEIIECTBA, JJISi OKa3aHUS MEAUIMHCKOW MOMOIIU IO
J)KU3HEHHBIM TIOKa3aHUSAM KOHKPETHOrO TAllMEHTa WM TPYIIbl [alMeHTOB B
COOTBETCTBMU ¢ 4acThio 3! crareu 47 macrosmero denepanbHoro 3akona. (ITyHkr
BBezeH - DenepanbHbiii 3aK0H 0T 27.12.2019 Ne 475-D3)

Cratbs 49. [IoKyMeHTbI, IPEACTABJIAEMbIE B TAMOKEHHbIEC OPTraHbI
Poccuiickoit @eaepanuu Npu BBO3e JIEKAPCTBEHHBIX CPECTB B

Poccuiickyro degepannio

(Hammenoanwue B penakiunn @enepanbaoro 3akona ot 06.12.2011 Ne 409-D3)

1.Ilpu BBO3e nekapcTBEHHbIX cpeactB B Poccuiickyio @Dexpepanuio B
TaMOXXE€HHble opranbl Poccuiickoni @enepauun Hapsay ¢ JOKYMEHTaMH,
IPEACTABICHAE KOTOPBIX IPEAYCMOTPEHO TaMOXXEHHBIM 3aKOHOJATEIbCTBOM
TamoxxeHHOTO coro3a W (WiIM) 3aKkoHojaTenbcTBOM Poccuiickoir ®enepanuu o
TaMOXXEHHOM JieJie, TPEACTAaBISAIOTCS cleayromue JokyMeHTol: (B pemakuuu
®enepanpHoro 3akoHa ot 06.12.2011 Ne 409-D3)

1) ceprudukaT MPOU3BOIUTENS JICKAPCTBEHHOTO CPEACTBA, YIOCTOBEPSIOIINI
COOTBETCTBHE BBO3UMOTO JIEKAPCTBEHHOT'O CPEACTBA TpeOOBaHUSAM (hapMaKOIeHHON
cTaTbu JUOO B clyyae €€ OTCYTCTBUS HOPMAaTUBHOM JIOKyMEHTallUU WU

HOPMATUBHOI'O JOKYMCHTA,

2) pa3pelicHre yIOJHOMOYCHHOTO (eepaibHOTO OpraHa HMCIOJHUTEIbHON
BJIACTU Ha BBO3 KOHKPETHOM NAapTUH JIEKAPCTBEHHOI'O CpEICTBA B CIy4asX,

YCTAHOBJICHHBIX YaCTbIO 3 cratbu 47 HaCTOAIICTO (DeﬂepaHBHOI‘O 3aKOHa.

2. JIOKyMeHTBI, yKa3aHHble B TyHKTaXx | u 2 yactu | Hacrosmieil cTathi,
MPEICTaBIAIOTCS B TaMOXKEHHBbIE opranbl Poccuiickoit denepanuu npu npuObITHI
JeKapCcTBEeHHBIX cpeAcTB B Poccuiickyro deneparuto. (B penakiuu denepaibHOTO
3akoHa oT 06.12.2011 Ne 409-D3)



Crarbs 50. BB03 1ekapcTBeHHBIX npenapaTtoB B Poccuiickyio
Degepanuio 1JI5 JUYHOT0 UCIOJIb30BAHUSA U HHBIX
HEKOMMEPUYECKHUX LeJIel, a TaAKKe AJIl MCI0JIb30BAHUS HA

TCPPUTOPHUH MEKAYHAPOAHOI'O MEIUIIHHCKOI0 KiIaCcTEpa

(Haumenoanwue B peaakiuu geaepanbHbix 3akoHOB 0T 06.12.2011 Ne 409-03;
ot 29.06.2015 Ne 160-®D3)

1. JlekapcTBeHHBIE TMpemnapaThl MOTYT ObITh BBe3€Hb B Poccuiickyio
®enepanuio 6e3 yuera TpeOOBaHUM, MPEAYCMOTPEHHBIX yacTsiMu | - 4 ctatbu 47,
cratbsamu 48 u 49 Hacrosiero denepanbHOro 3aK0Ha, €CJIU OHU IPEAHA3HAYCHBI JJIS:
(B penakmumn denepanbroro 3akoHa ot 06.12.2011 Ne 409-D3)

1) TMYHOTO  WCHOJB30BaHUS  (HUBNYCCKUMHU  JIMIAMH, TNPUOBIBIIUMH B
Poccumitickyro  @enepanmro. Ilpu 3ToM BBO3 B Poccuiickyro  @Denepanuro
JIEKapCTBEHHBIX MPENapaToB, COAEPKAIIUX CUIIbHOACHCTBYIOMIME U (M) STOBUTHIE
BEILIECTBA, BKJIIOYECHHBIE COOTBETCTBEHHO B CIMCOK CHJIBHOJCUCTBYIOIIUX BELIECTB
JUIsl 1eJed YTrOJOBHOIO 3akoHojarenbcTBa Poccuiickonn denepanuu M B CIIMCOK
SAIOBUTBIX BEHIECTB 1 LEJIEM YroJIOBHOIO 3aKOHOJATENbCTBA Poccuiickou
@enepauny,  yrBepxkaeHHble  [IpaBurensctBom — Poccuiickonn — @enepanum,
OCYIIECTBIISIETCS TPU HAJIWYUHU JTOKYMEHTOB (3aBEPEHHBIX KON JOKYMEHTOB WIIH
3aBEPEHHBIX BBIMHUCOK U3 HUX), TOATBEPKAAONINX Ha3HAYCHHE (PU3NYECKOMY JIUILY
yKa3aHHBIX JIEKAPCTBEHHBIX TMpenaparoB (3a HCKIIOUYEHHEM JIEKapCTBEHHBIX
IpenaparoB, 3aperucTpupoBaHHbIX B Poccuiickon denepauuu M OTIIYCKAEMbIX B
Poccuiickoit  ®@enepanuu  0e3  penenra Ha  JICKApPCTBEHHBIM  Ipemnapar).
[ToaTBepxaaroe JOKYMEHTHI (MX 3aBEPEHHBIE KOTTUU WJIM 3aBEPEHHbBIC BBITTUCKU U3
HUX) JOJKHBI COAEPKAaTh CBEJICHUSI O HAMMEHOBAHUU U KOJIMYECTBE Ha3HAYEHHOTO
JIEKapCTBEHHOTO Tpemapara. B cimydae, ecnum MOATBEpXKAAIONINE JOKYMEHTHI (HMX
3aBEPEHHbIE KOMUU WM 3aBEPEHHBIC BBHITUCKH U3 HUX) COCTABJICHBI HA HHOCTPAHHOM
A3bIKE, K HUM MPUJIAraeTcsi HOTapUalbHO 3aBEPEHHBIN MepeBo]] Ha PyCcCKuil sS3bIK; (B

penaknun PenepanpHoro 3akoHa ot 02.06.2016 Ne 163-D3)

2) UCTIONIb30BaHKUST ~ PAa0OTHUKAMH  JIUTUIOMATHYECKOTO  KOpIyca WM
MPEICTABUTEIISIMA MEXKIyHAPOIHBIX OpTraHU3alMi, AKKPEIUTOBAHHBIX B Poccuiickon

Oenepanuu;



3) leYeHUsT TACCAKUPOB W UICHOB DKUIMAXKEH TPAaHCIOPTHBIX CPEICTB,
TIOE3THBIX OpUTaJ M BOAMTENEH TPAHCIIOPTHBIX CPENICTB, MPHOBIBIINX B Poccuiickyto
®eneparnuto; (B penakuuu deaepansaoro 3akona ot 06.12.2011 Ne 409-D3)

4) neyeHUsT YYACTHUKOB  MEKAYHAPOIHBIX  KYJBTYPHBIX, CIIOPTHBHBIX

MEPONPUATHNA U YUHACTHUKOB MEXKITYHAPOIHBIX IKCIICIUIINN;

5) neueHWs KOHKPETHBIX JKUBOTHBIX B 300MapKax, 300Caaax, IUpKax,
OKeaHapuyMax, Jedb(UHAPHUAK, JICUCHUS JUKUAX OJKUBOTHBIX, ITOCTOSHHO WIIH
BPEMEHHO Hacesawomux Tepputoputo Poccuiickorn denepanun, HaAXOAMMXCA B
COCTOSIHUM €CTECTBEHHOM CBOOOJbI M MPUHAMJIEKANIMX K BUAAM, 3aHECEHHBIM B
Kpacuyio xuury Poccuiickoii ®eneparuu u (WiM) KpacHble KHUTH CYOBEKTOB
Poccuiickoit @enepaiuu, a TakKe )KUBOTHBIX, BBO3UMBIX B Poccuiickyro denepannto
JUIL  ydacTWsi B CHOPTHBHBIX M 3pENMIIHBIX Meponpusitusx; (B pempakuuu
denepanbubix 3aKk0HOB OT 06.12.2011 Ne 409-D3, ot 02.08.2019 No 297-D3)

6) HCIOIB30BAHUS HA TEPPUTOPUH MEKTYHAPOIHOTO MEAUIIMHCKOTO KiIacTepa.
(Ilyukt BBeaeH - @enepanbHbiii 3aK0H 0T 29.06.2015 Ne 160-D3)

2. B ciydasix, mpeayCMOTPEHHBIX 4acThio | HacTosIel CTaThH, JOIMYCKAeTCs
BB03 B  Poccmiickyto =~ @enepauuio  JIEKapCTBEHHBIX  [PENaparoB,  HE
3apeructpupoBanHblx B Poccuiickoit @epepanuu. (B penaknun denepaibHOTO
3akoHa oT 06.12.2011 Ne 409-D3)

3. JlekapcTBEHHBIE IpeNapaThl, NpeIHA3HAUYCHHBIE AJI1 TYMaHUTAPHOU ITOMOIIIH
(coneicTBus) WM IOMOIIHM NTPU YpE3BbIUANHBIX CUTYyalUsAX, BBO3ATCSA B Poccuiickyto
denepannio B nopsake, ycraHoBjaeHHOM [IpaBurenscTtBoM Poccuiickoit @enepannu.
3anpemaercss  BB03 B Poccuiickyro  @enepanuio  HE3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IMPENapaToB, MNPEAHA3HAYCHHBIX JJISI TYMAHUTAPHOM IOMOIIHU
(conmeiicTBMSI) WM TIOMOIIM TPU dYpe3BbIUAHBIX cuTyanusx. (B pemakuun
®denepanbroro 3akona ot 06.12.2011 No 409-D3)

Cratbs 51. CorpyaHuuecTBo (perepaibHOro OpraHa MCIoJIHUTEIbHOM
BJIACTH, YIIOJJHOMOYEHHOI0 B 00/1aCTH TAMO’KEHHOI'0 /1eJ1a, U
APYIUX YIOJTHOMOYEHHBIX (peiepajibHbIX OPraHoOB

HCIIOJITHUTEJIbHOM BJIACTH



1. Vnonnomouennsie  ¢eaepanbHble  OpraHbl  MCTIOJHUTEIBHOW  BIIACTH
MPEIOCTaBISAIOT B pacmopsikeHue (enepanbHOro opraHa MCTOJHUTEIBHONW BIACTH,
YIOJHOMOYEHHOTO B 00JIaCTWU TaMOXXEHHOTO Jiefla, TOCYAAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB, a TaK)Ke MHPOPMALIUIO O BBIIAHHBIX Pa3pelICHUSX HA BBO3
KOHKPETHOM MapTUH JIEKAPCTBEHHBIX CPEACTB B CIIydasiX, YCTAHOBIECHHBIX YaCThIO 3

cratbu 47 HacTosmero deaepanbHOrO 3aKOHA.

2. ®enepanbHBIN OpraH UCTIOTHUTEIHHOM BIACTH, YITIOJTHOMOYECHHBIN B 0071aCTH
TaMO>XEHHOTO Jiela, HMH(QOpMUpYeT yKa3aHHbIE B YacTH | HACTOSIIENW CTaThbu
YIOJHOMOYEHHBIE (pelepanbHble OpraHbl HCIOJHUTENBHOW BJIACTH O BBO3E
JIEKAPCTBEHHBIX CcpeACTB B Poccuiickyro denepanuio M BbIBO3E JIEKAPCTBEHHBIX
cpenctB u3 Poccuiickoit denepanuu mo ¢popme u B MOPsIIKE, KOTOPbIE YCTAaHOBJIEHBI

[IpaButensctBoM Poccuiickoit ®@enepanuu. (B penakuuu PenepalbHOr0 3aKOHA
ot 06.12.2011 Ne 409-D3)

I'naBa 10. ®apmaneBTHYecKas 1eATeJIbHOCTH

Cratbs 52. OcymecTBiienne apManeBTHYECKOI 1eATEIbHOCTH

1. ®apmaneBTHUeCcKas  JIEATEIBHOCTh  OCYIIECTBJSICTCS  OpPTraHH3aIUsAMU
ONTOBOM TOPrOBIH JICKAPCTBEHHBIMH CPEJICTBAMHM, ANTCYHBIMH OpraHU3aIUsIMHU,
BETEPUHAPHBIMU alT€YHBIMU OpraHU3aIHSIMH, WHIUBUIY AJTbHBIMU
PEINPUHAMATEIIIMA, HIMEIOIIUMU JIMIIEH3UIO Ha (DapMalieBTHUECKYIO IeITEIbHOCTD,
MEJUIMHCKUMU OPTaHU3alMsAMU, WMEIONUMH JIMIICH3WI0 Ha (PapMaIeBTUYCCKYIO
NESATeNILHOCTh, M WX O000COOJCHHBIMHU IOApA3JCICHUIMU  (aMOyJIaTOPUSIMHU,
benpamepckuMu U (PEIBIMIEPCKO-aKyIIEPCKUMU  IIYHKTaMH,  ICHTPaMH
(oTmenenusiMu) oOmield BpaueOHON (CeMEMHOW) MPAaKTHUKU), PACIONOKEHHBIMH B
CEJIbCKUX HACEJICHHBIX IMyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIC OpraHU3aIlid, U
BETCPUHAPHBIMU OPTraHU3allMsAMH, MMCIONIUMH JIMICH3UI0 Ha (apMalieBTHUYECKYIO
nestenbHOCTh. (B pemakiun ®enepanpHoro 3akoHa ot 25.11.2013 Ne 317-D3)



2. du3nYecKue JIMa MOTYT OCYIIECTBIIATh (apMarleBTUICCKYIO IEATEITHHOCTD
IpU HAJUYMAK BBICIICTO0 WU CpeaHero (apMareBTHYECKOr0 OOpa3oBaHHS W
cepru(uKaTa CrenruaarcTa, BHICIICr0 WIM CPEAHEr0 BETCPUHAPHOTO 00pa30BaHUs U
cepTHdUKaTa CIENHAINCTA, a TAaKXE BBICIICTO MM CPEAHET0 MEIUIMHCKOrO
o0Opa3zoBaHus, cepTu(dHKaTa CICHUANINCTA U JIOMOJTHUTEIHFHOTO PO ECCHOHATHLHOTO
o0pa3oBaHHsS B YacTH PO3HHYHON TOPrOBJIH JICKAPCTBCHHBIMH IIperiapaTaMy IIPH
YCJIOBHH UX PabOTHI B 000COOICHHBIX MOAPA3ICICHUIX MEIUIIMHCKUX OpraHU3aIni,

yKa3aHHbIX B uyactu 1 Hacrosimieit crtatbu. (B pemakumm denepaibHOro 3akoHa
ot 27.07.2010 Ne 192-®3)

Cratbs 521, BBoa B rpaaaHcKuii 000pOT JIeKapCTBEHHBIX PENapaToB

AJA MEAUITNHCKOI'0 IPUMEHCHU A

1. [lepen BBOAOM B TPpaKIaHCKUN 000POT KaKIO0N CEpUM WU KaXKIOU MapTUU
npou3BeeHHOro B Pocculickoit d@enepanuu  JEKApCTBEHHOTO Ipernapara s
MEIUIMHCKOTO  MPUMEHEHUS, 3a  HCKIIOUYEHHEM  HMMMYHOOMOJIOTHYECKUX
JIEKAPCTBEHHBIX IPENapaToB, IMPOU3BOAUTENL TAKOTO JIEKAPCTBEHHOI'O Ipenapara
npeicTaBiseT B (efepaabHbI OpraH MCIOTHUTEIBHON BIACTH, OCYIICCTBIISFOIIHMA
GYyHKIIMM TO KOHTPOJK H HAa30py B cdepe 3ApaBOOXPAHEHHS, JOKYMEHT
MIPOU3BOAUTENA  JIEKAPCTBEHHOTO  CPEACTBA,  NOATBEPKIAKOIIMAKA  KAa4eCTBO
JIEKapCTBEHHOI'0  Ipenapara, M  MOATBEPKIACHHUE  YIIOJHOMOYEHHOIO  JIMIA
IIPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHUS JIEKAPCTBEHHOIO Ipenapara

TpeOOBaHUSIM, YCTAHOBJIEHHBIM IIPU €70 IOCYIaPCTBEHHOM pEerucTpaluu.

2. [lepen BBOJOM B rpakJIaHCKUI 000POT KaXKIOM CEPUM WM KAKIO0W MapTHH
BBO3UMOro B Pocculickyro @Denepanuio JIEKAPCTBEHHOTO  Mpernapara s
MEIUIIMHCKOTO  MPUMEHEHUs, 3a  HUCKIIOUYEHHEM  HMMYHOOHOJOTHYECKUX
JIEKAPCTBEHHBIX MPENapaTOB, OPraHU3aLMs, OCYILECTBIISIIOIIAs BBO3 JIEKAPCTBEHHOIO
npenapata B Poccuiickyto ®enepanuio, mnpencrasiser B (enepanbHbIl opraH
WCTIOJIHUTEIIFHOW BJIACTH, OCYIIECTBISIONUN (PYHKIIMU 110 KOHTPOJIIO U HAA30pYy B
chepe 3apaBoOXpaHEHUs, CepTUPUKAT TPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJCTBA,
YAOCTOBEPSIOIIAM  COOTBETCTBHE  BBO3MMOIO  JIEKAPCTBEHHOIO  Mpemnapara

TpeboBaHusIM (apMaKONEeHHOM CTaThbu, a B Clly4ae OTCYTCTBUS (papMakomeHon



CTaTbu  TpeOOBaHUSIM  HOPMATUBHOM  JIOKYMEHTallMW, M  [OATBEPKICHUE
IPEICTaBUTENSl OPraHU3alii, OCYLIECTBIISIIOLIEN BBO3 JIEKAPCTBEHHOrO IIpernapara B
Poccuiickyro ®enepanyio M yHOJHOMOUYEHHOM HMHOCTPAHHBIM HPOU3BOJIUTEIEM
JIEKapCTBEHHBIX CPENICTB, COOTBETCTBHUS BBO3UMOTO JIEKAPCTBEHHOTO TIperapara

TpeOOBaHUSM, YCTAHOBJICHHBIM TIPH €T0 TOCYJaPCTBEHHOM PETUCTPAIUH.

3. Ilopsaok mpencTaBiaeHUs: B COOTBETCTBHUH C YACTAMHM | U 2 HAaCcTOSIIEH CTaThU
JIOKYMEHTOB U CBEAECHUN O JIEKAPCTBEHHBIX IPENapaTax, BBOJUMBIX B IPaXKJaHCKUN

00opoT, ycranaBnuBaercs [IpaButensctBoM Poccuiickoit @enepanuu.

4. B OTHOIICHUH MEPBBIX TPEX CEPU WU MapTU JIEKapCTBEHHOTO Mpenapara,
BIIEPBBIE Mpou3BeAcHHOro B Poccuiickon denepanuy wWiv BOEPBbIE BBO3UMOIO B
Poccuiickyto ®enepauuio, B (QeaepandbHblii OpraH HUCHOJHUTEIBHOM BIIACTH,
OCYIIECTBISIONINI (DYHKIIUU [0 KOHTPOJIIO U HAI30py B chepe 3apaBoOXpaHEHMUS,
JOTIOJIHUTEJIBHO TPEJCTABIIAETCS IPOTOKOJI UCIIBITAHUM O COOTBETCTBUM CEPUM WIH
MapTUU JIEKAPCTBEHHOIO MpernapaTta A MEIUIMUHCKOTO MPUMEHEHHUS MOKa3aTesIM
KauecTBa, MPEAYCMOTPEHHBIM HOPMATHBHON JOKYMEHTalUMeW (nanee - MPOTOKOJ
UCIIBITAHUN), MIPOBOIMMBIX AKKpEIUTOBAaHHBIMU B COOTBETCTBHUH c
3akoHogaTenbcTBOM Poccuiickoit deneparnuu 06 akKpeAUTallMM B HAI[MOHAIBHOMN
CUCTEME aKKpeauTauuu (QeaepalbHBIMU  TOCYJAapCTBEHHBIMH  OIO/KETHBIMU
YUPEKACHUSIMH, IOJIBEIOMCTBEHHBIMHU (heepaIbHOMY OpraHy MCIOIHUTEIbHON
BJIACTH, OCYIIECTBIsAOIIEMY  (YHKUMHM 1O  BBIpaOOTKE U pealu3aluu
TrOCyJapCTBEHHOW TOJUTHUKA M HOPMATUBHO-TIPABOBOMY DETYJIHPOBaHUIO B cepe
3IpaBOOXpaHeHus, ©  (QeAepaJbHOMY  OpraHy  HMCIOJHUTEIBHOW  BIIACTH,
ocylIecTBIsoNeMy QYHKIUH 110 KOHTPOJIIO U HaI30py B cdepe 31paBOOXpaHEHHUS.
[Topsiiok BblauM yKa3aHHBIMH (peiepaibHBIMH TOCYJIapCTBEHHBIMH OIO/IKETHBIMU
VUPEKJICHUSIMU  JTAHHOTO IPOTOKOJAa W pa3Mep IulaTbl 3a €ro  BbLIAdy
ycranaBnuBatoTcs [IpasurensctBom Poccuiickoit denepanun.

5. Exerogno He mo3nnee 1 geBpasis mpou3BOAUTENH JIEKAPCTBEHHBIX CPEICTB
VI OpPraHu3aluy, OCYIIECTBIIOIINE BBO3 JIEKAPCTBEHHBIX INIPENApPAaTOB B
Poccuiickyto @exnepaninio, IpeicTaBisioT B GeepalbHblil OpraH UCIOIHUTEIbHON
BJIACTH, OCYIIECTBISIOMUNA (YHKIMM 1O KOHTPOJI U Haa3opy B cdepe
3paBOOXPAHEHUS, NPOTOKOJ MCHBITAHUN TOCTYNHMBIIETO B TEYEHUE TIoAa B

rpaKJaHCKUN 000POT JIEKAPCTBEHHOT'O MpernapaTa KOHKPETHOTO MPOU3BOAUTENS (Ha



OJIHY CEpUIO KaXXJI0T0 TOPIrOBOTO HAUMEHOBAHUS C YUE€TOM JIEKapCTBEHHON (POPMBI U
JIO3UPOBKH), MIPOBOAMMBIX AKKpEeIUTOBAaHHBIMU B COOTBETCTBUU C
3aKoHOJATeNhCTBOM Poccuiickori denepanuu 00 aKKpeAUTAIIMM B HAIlMOHAIBHOU

CUCTEME aKKpPEIUTAIIUU UCTIBITATEIbHBIMH JTA00PATOPUAMHU (IIEHTPAMH).

6. [Ipon3BoaMTEIM  JIGKAPCTBEHHBIX  CPEJCTB WIKM  OpraHu3aIlvH,
OCYIIECTBJISAIONTNE BBO3 JIGKAPCTBEHHBIX MpernapaToB B Poccuiickyro deneparnuio, He
MEHEe YeM 3a OJWH TOJ J0 IUIAHUPYEMBIX MPHOCTAHOBICHHS WM TPEKpaIICHHUS
IIPOU3BOICTBA JICKAPCTBEHHBIX MPEMapaToB WK MX BBo3a B Poccuiickyto deneparuio
YBEIOMJISIIOT 00 3TOM  (denepadbHBIi  OpraH  HCIOJHUTEIBHOW  BIIACTH,
OCYIICCTBIISIONINIA (DYHKIIUU 10 KOHTPOJIIO U HAI30py B cepe 3apaBOOXpaHEHUS U
denepanbHbIii OpraH HMCIIOJIHUTEIIBHON BIACTH, OCYIICCTBIISIONIMN (QYHKIUU II0
JUIICH3UPOBAHUIO TTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

7.BBog B TpaxIaHCKUUA OOOpPOT KAXKIOW CEpUU WM KaXKIOW MapTUU
UMMYHOOHOJIOTHYECKOTO  JIGKAPCTBEHHOTO  Mpemapara, IPOW3BEACHHOIO B
Poccumitickonn  ®epepanmu wim  BBo3uMoro B Poccmiickyro  Denepanuro,
OCYIIECTBJISIETCS Ha OCHOBAaHWU pa3pelIeHUs, BBIAAHHOTO (heepaibHBIM OpPraHOM
WCIIOJIHUTEILHOM BJIACTH, OCYUIECTBIISIIONIMM (DYHKIIMHM MO KOHTPOJIO M HAA30py B
chepe  3ApaBOOXpaHEHHUs, HA  OCHOBAaHMU  BBIIAHHOTO  (eaepanbHbBIMU
rOCyJapCTBEHHBIMU  OIOJUKETHBIMU ~ YUPEKJIEHUSMHU, YKa3aHHbBIMM B 4yactu 4
HACTOSILIEW  CTaThbM, 3aKIOYEHUS O COOTBETCTBUM CEPUM WM  MapTUU
UMMYHOOHOJIOTHYECKOTO JICKaPCTBEHHOTO MIpernapara TpeOOBaHHUAM, yCTAHOBICHHBIM
IIpU €ro rocyaapcTBEHHOM peructpanuu. [lopsaok Bellaun pa3pelieHus Ha BBOJ B
TpaKIAHCKUNM 000POT CEpUM WM MAPTUU UMMYHOOMOJIOTMYECKOTO JEKAPCTBEHHOTO
npenapara, a TakKe IMOPSAA0K BbIJAYM YKa3aHHOTO 3aKJIFOUEHUS W pa3Mep IUIaThl 3a

ero BelAavy ycranasimBarorcs [Ipasurensctsom Pocceniickont denepannm.

8. 3a HenpeacTaBIeHNE WIK HECBOEBPEMEHHOE MPEICTABICHUE JOKYMEHTOB U
CBEJICHMI, MpeayCMOTpeHHBbIX dacTsmMu 1, 2, 4, 5 m 6 Hacroseld CTaThu,
ITPOU3BOJUTEIN JIEKAPCTBEHHBIX CPEACTB M OPTraHU3alMH, OCYILECTBISIONIME BBO3
JIEKapCTBEHHBIX mpenaparos B Poccuiickyro denepanuro, HECYyT OTBETCTBEHHOCTD B

COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuiickon denepanuu.

9. IlpencraBiienue JOKYMEHTOB U CBEICHUH, IPETyCMOTPEHHBIX YacTsaMu 1, 2

u 4 HACTOSIICH CTaTbU, U MOJYYCHHUC IMPCAYCMOTPCHHOI'O YaCTbIO 7 HacTosmeH



CTaThbU pa3pelIeHus] Ha BBOJ UMMYHOOHOJIOTUYECKOTO JIEKApCTBEHHOI'O Mpenapara B
rpaXXIaHCKUKA 000OpOT HE TPEOYIOTCS B OTHOIICHWM JICKAPCTBEHHBIX IPEMapaToB,
NpeAHA3HAUYCHHBIX JJISI MPOBEICHUSI KIMHUYECKUX HCCICIOBAHUM JIEKAPCTBEHHBIX
MIpEenapaToB, MPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB ISl OCYILECTBICHUS
roCcyapCTBEHHOMN pEerucTpaIuy JICKAPCTBEHHBIX MPENapaToB, a TAK)KE B OTHOIICHUU
HE3apPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX MpEeNapaToB, IPEIHA3HAYCHHBIX IS
OKa3aHUSl MEJIUIIMHCKOM MOMOIIM MO J>KU3HEHHBIM TOKAa3aHUSIM KOHKPETHOTO
MalMeHTa WIK TPYyIIbl MAMEHTOB, BBO3UMBIX B Poccuiickyro @enepanuio B
COOTBETCTBHH C YacTsMHu 3 u 31 crateu 47 HACTOSIIErO ®enepasibHOrO 3akoHa. (B

penakiuu @enepanpHOro 3akoHa ot 27.12.2019 Ne 475-D3)

10. IIpu BbIIBIEHUUM B TPAXIAHCKOM OOOpOTE CEpUM WM MapTUHU
JIEKAPCTBEHHOTO IMpEIapara, JOKYMEHThI U CBEICHUS O KOTOPBIX, PEyCMOTPEHHBIE
yacTsMu 1, 2 u 4 HacTosled cTaTbM, HE MPEACTaBICHbl B (peAepaibHbIi OpraH
UCTIOJTHUTETILHON BJIACTH, OCYIIECTBISIONINI (DYHKIIUU MO KOHTPOJIIO U HAa30py B
chepe 3apaBoOXpaHEHUs, JUOO CEpUM WIM NAPTUM UMMYHOOHOJIOIMYECKOTO
JIEKApCTBEHHOTO TpernapaTra, HE HMMEIOUIMX pa3pelIeHHs Ha BBOJ B TPaKIAHCKUM
000pOT, MPEAYCMOTPEHHOT'O YacThIO 7 HACTOSIIEH CTaThH, (efepalbHbIii OopraH
UCTIOJIHUTEIbHOM BIACTH, OCYIIECTBISIOMUN (PYHKIIMU 1O KOHTPOJIO U HAA30pPYy B
chepe 3apaBoOXpaHeHuUs, B IOpsiIKe, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccuiickoi
®denepanuu, IPUHUMAET PEIICHHE O MPEKPalIeHUH TPakJIaHCKOro 00OpoTa TaKuX
CepUM WM NapTHM JI0 NPEICTABICHUS YKA3aHHBIX JIOKYMEHTOB U CBEAEHHUH JIMOO

IMMOJIYYCHUS YKA3aHHOTO pa3pCIICHUS.

(Cratps BBeneHa - Genepanbublit 3akoH 0T 28.11.2018 Ne 449-D3)

Cratbsa 53. [Ipoaaxa, nepeaaya JieKapCTBEHHBIX CPEACTB
OPraHU3alUsAIMH ONITOBOI TOPrOBJIM JIEKAPCTBEHHBIMH

cpeacTBaMu

1. Opranu3anuu ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CPEJACTBAMH MOTYT
OCYILECTBJISITh NPOJAXy JIEKAPCTBEHHBIX CPEACTB WM TNepelaBaTb HX B
YCTaHOBIIGHHOM 3akoHofaTenbcTBOM Poccuiickoii  ®@epepauuu nopsiake  (3a

UCKJIFOUeHHEM (hapMaleBTUYECKON CyOCTaHIMU cnupTa 3TUioBoro (»raHona): (B



penakuuu denepanbHbIx 3akoHOB OT 29.07.2017 Ne 278-D3, ot 27.12.2019 Neo 481-
®3)

1) npyrum opraHu3aiusM ONMTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMM,

2) IPOU3BOAUTENISIM JICKAPCTBEHHBIX CPEACTB JIIS LeJield TMPOU3BOJCTBA

JIEKapCTBEHHBIX CPEJICTB;
3) anTeyHbIM OpTaHU3AIUAM U BETCPUHAPHBIM alITCUHBIM OPTraHU3aIUsIM;

4) Hay4YHO-HCCIICI0BATEIILCKUM OpraHu3alusIM JUTSL Hay4HO-

HCCIIeI0BAaTEIbCKON pabOThI;

5) WHIAWBUAYaJIbHbBIM npCaApuHUMATCIIAM, UMCHOIINM JIUIOCH3UIO Ha

(bapMaI_[eBTI/I‘-IGCKYIO ACATCIIBHOCTL WJIN JIUOCH3WIO HA MCAUIIMHCKYIO ACATCIbHOCTD,

6) MEIUIIMHCKAM  OpraHu3alusM, B TOM  4YHCJI€  CO3JaHHBIM U
3apErUCTPUPOBAHHBIM B COOTBETCTBUM C 3aKOHOAATEIIbCTBOM HHOCTPAHHOTO
rocyaapcrsa - ujgeHa OpraHusanuy 3KOHOMHUYECKOTO COTPYAHMYECTBA U Pa3BUTHS
WHOCTPAHHBIM IOPUAMYECKUM JIUIAM, WHIWBUIYAIbHBIM MPEANPUHUMATEIIM,
SBIIAIONIMMCST yYaCTHUKAMHU TPOEKTa B COOTBETCTBUU ¢ DenepaibHBIM 3aKOHOM
"O MeXITyHapOJHOM MEAUIMHCKOM KJIACTePEe M BHECEHWU U3MEHEHHU B OT/EIbHbBIC
3aKOHOJAATeNbHble  akThl  Poccuiickoit ~ ®denepaumu, ©  BETEpPUHAPHBIM
opranuzauusaMm; (B penakunn @enepanbuoro 3akona ot 26.07.2019 Ne 240-D3)

7) opraHu3anusIM u WHIUBUY ATbHBIM IpeANPUHUMATEISIM,
OCYIIECTBIISIONIUM pa3BeJICHUE, BBIPAIIMBAHUE U COJEpPKaHME >KUBOTHBIX (3a
UCKITIOUEHUEM TIPOJaXH UM (hapMalleBTUYECKUX CyOCTaHIMK win ux nepeaaun). (B
penakiuu OeaepanpHOoro 3akona ot 02.08.2019 Ne 297-D3)

2. Opranuzaiyy ONTOBOM TOPTOBIIM JIEGKAPCTBEHHBIMU CPEJICTBAMH HE BIIPABE
OCYIIECTBIATh MpojAaxy (mepegayy B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoii  @enepanyu  nopsnake) ¢dapMmaleBTUYECKOM CyOCTaHIIMM —CcIHpTa
stuioBoro (3tanona). (Yacts BBegeHa - @enepanbubiii 3akoH oT 29.07.2017 Ne 278-
®3) (B penakmun denepanbroro 3akoHa ot 27.12.2019 Ne 481-D3)

Crartbs 54. [IpaBuiia onToBO# TOProBJIH JEKAPCTBEHHBIMH CPeICTBAMU



OnroBast  TOProBisi  JIGKAPCTBEHHBIMH  CPEJICTBAMU  OCYLIECTBIIECTCS
IIPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX CPEJICTB M OPraHU3aLMsIMU ONTOBOM TOPIOBIIH
JIEKapCTBEHHBIMM CpEACTBAMU IO NPaBWIAM HaJJIekKaUEd JUCTPUOBIOTOPCKON
MPAaKTUKKU M TNpaBWJIAM HAJIeKalled NPAKTUKUM XPAaHEHUs W IEPEeBO3KHU
JIEKapCTBEHHBIX MPEnaparos, YTBEPKIAECHHBIM COOTBETCTBYIOIIUMU
YHIOJHOMOYEHHBIMH  (peiepalbHbIMM OpraHaMy HUCIHOJHUTENbHOM Bractu. (B

penakiuu OeaepanbHOro 3akoHa oT 22.12.2014 No 429-D3)

Cratbs 55. [lopsigok po3HNYHOH TOPTOBJIN JIEKAPCTBEHHBIMH

npenapaTamu

1. Po3HruyHasi TOProBisSI JICKAPCTBEHHBIMH IIpemapaTaMH B KOJHYECTBAX,
HEOOXOMUMBIX JJisi BBITIOJIHEHHUS BpaueOHBIX ((enpAIIepCcKux) Ha3HAYEHUW WU
HA3HAYCHUU CIEIHMAIUCTOB B OOJACTU BETEPUHAPUU, OCYIIECTBISIETCS ANTEYHBIMU
OpraHM3AlMSIMH, BETEPUHAPHBIMU allTEYHBIMU OPTaHU3ALUSIMU, WHAUBHUIYAIbHBIMH
peIIPUHAMATENISIMU, UIMEIOIIMMU JIMIEH3UI0 Ha (DapMaIleBTHUECKYIO IeATEIbHOCTD,
MEJIUIMHCKUMU OPTaHU3allMsIMU, WMEIOLUMH JIMIICH3UI0 Ha (apMaleBTHUECKYIO
NesITeNbHOCTh, M HUX 000COOJEHHBIMU MOApa3JeleHusMu  (amOylaTopusiMHu,
denpamepckumMu U (QeTBAMIEPCKO-aKYIMIEPCKUMU ~ MYHKTaMH,  [IEHTPAMU
(oTmenenusiMu) oOmield BpaueOHON (CeMEMHOW) MPAaKTHUKU), PACIONIOKEHHBIMH B
CEJIbCKHMX HACENIEHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT allTEUHbIC OpTraHU3aINH, U
BETEPUHAPHBIMU OPTaHU3alUSIMHU, MUMCIOIIUMHU JIUIEH3UI0 Ha (PapMaleBTUIECKYIO
JesTeNbHOCTh.  PaspemieHa po3HHYHAST TOProBJIS TOJBKO  JIEKAPCTBEHHBIMU
npenaparaMy,  3apeructpupoBaHHbiMu B Poccuiickon — @enepauuu  uiu
W3rOTOBJICHHBIMHM ~ allTCYHBIMH ~ OPTraHU3aIllUsIMU, BETCPUHAPHBIMH  ANTCUHBIMH
OpTraHM3ANHSIMHA, WHIUBUAYATHHBIMU MPEANPUHAUMATEIISIMEI, UMCIOIIMMHA JIUTICH3UIO
Ha (apMaIeBTHYECKYIO NeATeNbHOCTh. PO3HMYHAs TOPrOBIS JIEKAPCTBEHHBIMH
nperaparaMi OCYIIECTBISIETCS TI0 TpaBUjIaM Ha/JIeKaled anTedHOl MpaKTHKH,
YTBEPKJACHHBIM YIIOJIHOMOYEHHBIM (he/iepaabHbIM OpraHOM UCIIOJTHUTENIbHOM BIIACTH.
(B penaknuu denepanbHbIX 3aKOHOB ot 25.11.2013 Ne 317-®3;
ot 22.12.2014 Ne 429-D3)



1. Po3HuuHast TOProBiis JIEKAPCTBEHHBIMH MIPENAPATAMH IS MEIUIUHCKOTO
NPUMEHEHHS (32 MCKIIOUYECHHEM JIEKApCTBEHHBIX IPENApaToB, OTIYCKAEMbIX [0
pEeLenTy Ha JIEKAPCTBEHHBIN MpenapaT, HAPKOTUYECKUX JIEKAPCTBEHHBIX MPENapaToOB
U TICUXOTPOIMHBIX JIEKAPCTBEHHBIX MpEenapaToB, a TaKXKe CHUPTOCOAEPKAIINX
JICKApCTBEHHBIX MpEMmapaTtoB ¢ OOBEMHOW JOJCH ATHUIOBOTO CIHPTa CBBIIIE 25
MPOLIEHTOB) MOXET OCYLIECTBIISATHCS AllTEUHBIMA OPTraHU3aLUsAMH JUCTAHLIMOHHBIM
cnocoboMm.  Po3HMUHYIO  TOProBiIO  JIEKAPCTBEHHBIMH  Mpenaparamu IS
MEIUIIMHCKOTO TMPUMEHEHUsS AUCTAHIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITD
arTeyHbIe OpraHU3alliy, UMEIOIINE JTUIEH3UIO Ha (papMaleBTUUECKYIO JeATEIbHOCTD
U COOTBETCTBYIOIIEE pa3perieHue (eaepalbHOr0 OopraHa MCIOJHUTEIBLHON BIIACTH,
OCYIIECTBIISIONIETO (PYHKIIMM MO KOHTPOJIIO U HaI30py B cdepe 31paBoOOXpaHEHUS.
[Topsimoxk  BbLHAuM  pa3pelieHHs Ha OCYILIECTBICEHHE PO3HUYHOM TOPIOBIIH
JICKapCTBEHHBIMHU TpenapaTamMy JUCTAHIMOHHBIM CIIOCOOOM, TpeOOBaHUS K
alTeYHbIM OPTraHU3alMsAM, KOTOPBIE MOIYT OCYIIECTBIISITH TaKyk TOPIOBIIO, U
MOPSIIOK €€ OCYILIECTBIICHMS, & TAK/KE IIPABUJIA TOCTABKH JIEKAPCTBEHHBIX IIPENIAPATOB
rpaxaaHaMm  ycraHaBinuBaroTcs  lIpaButensctBoM — Poccumiickoir  @enepanum.
Nudopmaruss o0 orutaueHHBIX (OTMYIIEHHBIX) W TOJYYCHHBIX JICKAPCTBEHHBIX
npenapaTtax BHOCHTCS B CHCTEMY MOHHMTOPUHIA JBW)XEHHUS JIEKAPCTBEHHBIX
penapaToB JUIsl MEAUIUHCKOTO MPUMEHEHUS B IOPSIIKE, TPEAYCMOTPEHHOM YaCThIO
7 crateu 67 Hactosmero denepanbHoro 3akoHa. (Hacts BBeaeHa - denepanbHBIN
3akoH oT 03.04.2020 Ne 105-®3)

2. Buapl anteyHbIX OpraHW3alii W MpaBuia OTIYCKa JIEKAPCTBEHHBIX
npernapatoB IS MEIWIMHCKOTO TMPUMEHEHHs alTeYHbIMH OpTaHU3aIUsIMHU,
WHINBUIYaTbHBIMU peANnpUHUMATEISIMH, UMEIOIIMMU  JINIICH3UIO Ha
dbapmareBTHYECKyI0 NEATeNbHOCTh, a TaKXkKe IMpaBujia OTMYyCKa JIEKapCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOIO TNPUMEHEHHS MEAMIIMHCKUMU OpraHu3alusiMu,
UMEIOIIMMU JIMIEH31I0 Ha (DapMalleBTUUYECKYIO JI€ATEIbHOCTD, U UX 000COOIEHHBIMU
noApazaeieHussMu  (amOysatopusiMu,  QeabIIIepcKUMu U (pestbalepeKo-
aKyIIEPCKUMU MMyHKTaMH, IIEHTpaMu (OTIEJIECHUSIMHU) 00IIei BpaueOHOM (CeMeiHO)
MPAKTUKH), PACHOJIOKCHHBIMA B CEJIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX
OTCYTCTBYIOT  anTEYHbIE  OpraHU3allid, YTBEPXKIAIOTCA  YIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCHOJHUTENbHOUW BiacTu. (B penmakuum denepanbHOro
3akoHa oT 25.11.2013 Ne 317-03)



3. [IpaBuna oTIycKka HAPKOTHYECKHX CPEICTB M ICHUXOTPOIHBIX BEIIECTB,
3aperuCTPUPOBAHHBIX B KA4YE€CTBE JIEKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX
IperaparoB, COAEpKalUX HAPKOTUYECKHE CPENICTBA M IICHUXOTPOMHBIE BEIIECTBA,
YTBEPKIAIOTCS YIIOJTHOMOYEHHBIM (heZIepaIbHBIM OPTaHOM HCTIOTHUTEIBHON BIIaCTH
[0 COITacoBaHUI0 C  (enepaqbHbIM OPraHOM  HCIIOJIHUTENBHON  BIIACTH,
YHOJHOMOYEHHBIM B cepe BHyTpeHHUX nen. (B penakuuu denepanbHOTO 3aKOHA
ot 03.07.2016 Ne 305-03)

4. JlekapCTBEHHBIC TpeNapaThl Ui BETCPUHAPHOTO MPUMEHEHHS MOJIekKAT
OTIYyCKYy  BETEPHHAPHBIMU  aNTCYHBIMA  OPTaHU3AlUSAMHU,  BETCPUHAPHBIMH
OpTraHM3AIMSIMH, HHIUBUAYATbHBIMU MPEANPUHUMATEIISIMEI, UMCIOIIUMHU JIUIICH3UIO
Ha (apMaleBTUYCCKYI0 MesATeNbHOCTh. OTIMYCK JIEKAPCTBEHHBIX MPEapaToB IS
BETEPUHAPHOTO MPUMEHEHHUs OCYIIECTBIISIETCSI B COOTBETCTBUU C TIPaBUIAMH
Ha/IJISKAIIEH anTeYHON MPaKTUKH JIEKAPCTBEHHBIX MPENapaToB Uil BETEPHUHAPHOTO
NPUMEHEHHUS, YTBEPXKJCHHBIMH  YIOJHOMOYCHHBIM  (belepanibHbIM  OpraHOM
UCTIOJIHUTEIRHOM BiacTH. (B pemakiuu denepanbroro 3akona ot 02.08.2019 Ne 297-
D3)

5. [lepeueHp MEIUIMHCKHX OpPTraHW3allMi, HWMEIONIUX JIMICH3WIO Ha
(dbapMalleBTHYECKYIO  JIEITEIIBHOCTh, M HUX O00OCOOJICHHBIX  MOApA3ACICHUN
(amOynaTopuii, ¢eapamepckux U (eabaIepcKo-aKylmepCKuX ITYHKTOB, IEHTPOB
(otnenenuit) oOuel BpauyeOHOM (CeMEHOM) MPaKTUKH ), pPACTION0KEHHBIX B CEITBCKUX
HACEJICHHBIX TYHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€UHbIC OpPTaHM3AIlUHU, a TAKXKe
NepeUeHb JIEKAPCTBEHHBIX MPENapaToB, MPoJaka KOTOPBIX MOKET OCYIIECTBIIATHCS
yKa3aHHBIMA  OpTaHHM3alUsIMH W WX  000COOJEHHBIMH  TOAPA3CICHUSIMH,
yCTaHaBJIMBAIOTCSA OpraHaMU MCIOJHUTENBHONW BiacTH cyObekToB Poccuiickoit
Oeneparuu. (B penmakmuu  denepanpHbix  3akoHOB 0T 25.11.2013 Ne 317-D3,
ot 03.04.2020 Ne 105-®3)

6. AniTeyHble OpraHU3allid, WHAUBUAYaJIbHBIC MPEANPUHAMATEIN, UMECIOIIHE
JUIEH3UI0 Ha  (papMaleBTHUECKYI0 JIeATeIbHOCTh, O00s3aHBl  00ecleYyuBaTh
yTBepxkeHHbI [IpaButrensctBoM Poccuiickoit ®denepamuu 1 Qopmupyembiii B
YCTaHOBJICHHOM WM IIOPSAJKE MUHHMMAJbHBIM ACCOPTUMEHT JIEKAPCTBEHHBIX
npenapaTroB, HEOOXOAMMBIX JUIsl OKa3aHUs MeIUUMHCKOW nomoiu. (B pemakiumn
denepanpHOro 3akoHa ot 25.11.2013 Ne 317-D3)



7. AniTeuHble OpraHu3alliy, WHIWBHUAyaJbHbIE TPEANPUHUMATEIN, UMEIOIINE
JUIEH3UI0 Ha (apMameBTHYECKYIO JesATENbHOCTh, HApALy C JIEKapCTBEHHBIMHU
npernapaTaMy KMEIOT MPaBo MPUOOPETATh U MPOIaBaTh, B TOM YUCIIE JUCTAHIIHOHHBIM
CIoCcO0OM, METUIIMHCKUE U3JENHs, Ne3MHPUIUPYIOIMNE CPEACTBA, MPEIAMETHl U
CpeCTBA JUYHON TUTUEHBI, TOCYTy JUISl MEIUIIMHCKUX LIeJIeH, IPeAMETHI U CPEICTRA,
NpeaHa3HAYCHHBIC A yXoAa 3a OOJbHBIMHU, HOBOPOXICHHBIMH W JICTHbMHU, HE
JOCTUTTIIMMHU BO3pacTa TPEX JIET, OYKOBYIO ONTHUKY M CpPEICTBa yXOJa 3a HEW,
MUHEpAJIbHbIE BOJbI, MPOIYKTHI JICUEOHOTO, NETCKOTO W JAUETUYECKOrO MUTaHUS,
OMOJIOTUYECKH aKTUBHBIC J00aBKH, Tap(roMepHble W KOCMETHYECKHE CPEACTBa,
MEIUITTHCKHE u CaHUTAPHO-TIPOCBETUTEIIHHBIC nevyaTHbIC U3JIaHUS,
NpeaHa3HAYCHHBIC ISl TIpomaraHabpl 370poBoro ooOpasza km3Hu. (B pemakmmm
denepanpabix  3akoHOB  OoT 27.07.2010 Ne 192-®3, o1 25.11.2013 Ne 317-D3,
ot 03.04.2020 Ne 105-®3)

8. JlesaTeNnbHOCTh anTeuHbIX opraHu3anuii Boopyxkennwsix Cui Poccuiickoit
denepanuu, APYyrux BOWCK, BOMHCKUX (POPMHpPOBAHHA M OpPraHOB, B KOTOPBIX
3akoHOmarenbCcTBOM Poccuiickon ®denepanun  OpeayCMOTPEHO  MPOXOKIAECHUE
BOCHHOW CIY>KObl WM (QenepanbHOM TOCYAApPCTBEHHOW CIIYXObI, CBSI3AHHOW C
MIPAaBOOXPAHUTEIIBHOM JEATEbHOCTHIO, perIaMeHTUpPyeTCs HACTOSIIIIUM
®denepanbHbIM 3aKOHOM W YTBEP)KJIEHHBIMH COOTBETCTBYIOIIUMHU (eaepaTbHbIMU
OopraHaMy HCHOJHUTEIBHON BJIACTH MOJNOXKeHUsIMU. KOHTpoab 3a coOmrofeHuemM
yKa3aHHBIMU aNTE€YHbIMU OPTaHU3ALMUIMU TOJOXKEHUN HacTosuero deaepanbHOToO
3aKOHa  OCYIIECTBIJISIETCSI ~ COOTBETCTBYIOUIMMHU  (eepaibHbIMU  OpraHaMu
ucTnoJHUTEIbHOM BiacTu. (B penakiuu denepanbuoro 3akona ot 13.07.2015 Ne 262-
D3)

9. B ycnoBusix 4pe3BbIUaiiHON CUTyallu U (UJIM) IPU BOZHUKHOBEHUH yTPO3BI
pacnpocTpaHeHusl 3a00JIeBaHMsI, MPEACTABIISIIOLUIETO OMACHOCTh JUISl OKPY KaroUIUX,
[IpaBurenbctBo Poccuiickoit depepanuu npu HEOOXOJUMOCTH BIIPABE YCTAaHOBUTH
BPEMEHHBIA MOPSAJOK PO3HUYHON TOPrOBJIM JICKAPCTBEHHBIMM MpernapaTamMu JJis
MEIMLIHUHCKOTO TPUMEHEHHs (3a HCKIOYEHWEM HApKOTUYECKUX JIEKAPCTBEHHBIX
npenapaToB M NCUXOTPONHBIX  JIEKAPCTBEHHBIX  MPENapaTtoB, a  Takke
CIUPTOCOACPKAIIMX JIEKAPCTBEHHBIX MPENapaToB ¢ OOBEMHOW J10JIEW 3THUIIOBOTO
CrupTa CBBIIE 25 MPOLEHTOB) AMCTAHIIMOHHBIM CHOCOOOM, TMOPSAOK BBIIAYU

pa3pelIeHNs] Ha OCYLIECTBICHUE TOPTOBJIM, IIPEAYCMOTPEHHOW HACTOSILIEN YaCThIO,



TpeOOBaHMsI K amnTeYHBIM OPraHU3alUsM, KOTOPHIE MOTYT OCYIIECTBIISTH TaKyIO
TOPrOBJIIO, a TaK)X€ BPEMEHHbIE IMpaBWJIa JOCTABKH JIEKAPCTBEHHBIX IPENapaToB
rpaxaanam. (Hacte BBenaeHa - Denepanbubiii 3akoH 0T 03.04.2020 Ne 105-D3,
MOJIOXKCHHS YacTu puMeHstoTes 10 31 mekabps 2020 rona BKIIOUUTETHHO)

Cratbs 56. U3roroBiieHHe M OTIYCK JIEKAPCTBEHHBIX NPeNnapaToB

1. U3rotoBneHue neKapCTBEHHBIX IMpENapaTroB anTEYHbIMH OpraHU3alUsIMHU,
BETEPHUHAPHBIMU anTEeYHbIMU OpraHU3aLUsIMH, WHMBUYaJIbHBIMU
peIIPUHAMATENISIMU, UIMEIOIIMMU JIMIEH3UIO Ha (hapMaIleBTHUECKYIO IeATEIbHOCTD,
OCYIIECTBJISETCS MO pelenTaM Ha JEKapCTBEHHBIC MpemapaThl, MO TPEOOBAHHIM
MEIMLIHUHCKAX OpraHU3allfii, BETEPUHAPHBIX OPraHU3alMii B COOTBETCTBHH C
MpaBUJIAMH U3TOTOBJICHUS U OTITYCKa JIEKAPCTBEHHBIX MPENAPATOB, YTBEPKICHHBIMH

YIIOJITHOMOYCHHBIM Q)eﬂepaHI)HBIM OpraHomM HWCHOJIHUTEIBbHOM BJIACTH.

2. lpu U3TOTOBJIEHUN JIEKapCTBEHHBIX IpenapaToB anTEeYHbIMU
OpraHu3alvsIMH, BETEPUHAPHBIMUA aNTEYHBIMU OPTraHU3aALUSIMHU, UHIWBUAYAJIbHBIMUA
peANPUHUMATESIMHU, UMEIOIIMMHU JIUIICH3UIO Ha (hapMaIleBTUYECKYIO ACSITEIbHOCTD,
UCTIONIB3YIOTCS (hapMaleBTUYECKUE CYOCTaHIIMH, BKIJIIOUEHHBIE COOTBETCTBEHHO B
rOCYJIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB ISl MEAULUHCKOTO IPUMEHEHUS
U TOCYHApCTBEHHBI PEECTP JIEKAPCTBEHHBIX CPEJICTB JUII BETEPHUHAPHOIO
IIPUMEHEHMS B YCTAaHOBJIICHHOM Iopsiike. He 1omyckaercst u3roToBiIeHHE allTeYHbIMU
OpraHH3alysMH, BETEPUHAPHBIMUA alTEYHBIMU OPTraHU3aALUsIMU, UHINBUAYAJIIbHBIMUA
peANPUHUMATESIMU, UMEIOIIIMMHU JTUIIEH3UIO Ha (hapMaIleBTUYECKYIO ACSITEIIbHOCTD,

JIEKapCTBEHHBIX MIPENApPaToOB, 3aperucTpupoBaHubIx B Poccuiickon denepanun.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIapaTOB, H3IOTOBJIICHHBIX aAIlITCUHBIMU
OpraHu3alrsAMM1, BETCPUHAPHBIMHA AlITCYHBIMU OpraHU3alusIMH, WHIWNBUIYAJIbHBIMHA
NpCANPpUHUMATCIIIMA, UMCIOIIIUMU JIMIICH3WUIO HA Q)apMaHeBTI/ILICCKYIO ACATCIBHOCTD,
)41 O(l)OpMJ'IeHI/Ie TAaKUX IPErapaToB JOJIKHBI COOTBETCTBOBATH IIPAaBUJIaM, YKA3daHHBIM

B 4acTU | HACTOAIIEN CTATHU.

4. AniTeyHble  OpraHu3allii, BETEpUHApPHBbIE AaNTEYHbIE OpraHU3alluu,

HWHIWNBUAYAJIBHBIC IMIPCAIPUHUMATCIIN, UMCIOINNUC JIMIOCH3UIO HA (I)apMaI_ICBTI/I‘-ICCKYIO



ACATCIIbBHOCTb, HCCYT OTBCTCTBCHHOCTL 3a HGCO6HH}H€HHC IpaBUJI U3TOTOBJICHUA U
OTIIYCKa JICKAPCTBCHHLIX TIIPCIIApaATOB B COOTBCTCTBHUHU C 3aKOHOAATCILCTBOM

Poccuiickoint @enepannu.

Crartbs 57. 3anpemenne npoaaxu GpajabcupuuUupPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB, HeJ00OPOKAYECTBEHHBIX
JIEKAPCTBEHHBIX CPeICTB, KOHTPA(PAKTHBIX JIeKAPCTBEHHbIX
CPelCTB

[Tponaxa danbcudurpoBaHHBIX JIEKapCTBEHHBIX CPENCTB,
HEZ0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX

CPEIICTB 3aIpenacTcs.

Cratbs 58. XpaHeHue JieKapCTBEHHBIX CPeICTB

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYIIECTBISETCS MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB, OPTaHU3alMUsIMU ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU
CpeACTBaMM,  aNTEUYHBIMU  OPTraHU3alMsIMHU,  BETEPUHAPHBIMU  ANTEUYHBIMU
OpraHu3alMsiIMU, UHIUBUAYATbHBIMUA MPEANPUHUMATEIISIMUA, UMEIOIIUMU JTUIEH3UIO
Ha (apMareBTUYECKYIO JCATEIBHOCTh WM JIMICH3UIO HAa  METUIIMHCKYIO
JESATENbHOCTh, MEAUIIMHCKUMU OPTaHU3AIMAMU, BETEPUHAPHBIMUA OpraHU3alUsIMU U
WHBIMU OPTaHU3AIMSIMHU, OCYIICCTBISIONIMMHU OOpaIlleHHE JIEKapCTBEHHBIX CPEJICTB.
XpaHeHHe  JICKapCTBEHHBIX  CPEJICTB  JJISI  BETEPUHAPHOIO  MPUMEHEHUS
OpraHu3alvsIMU U UHIWBHUAYaJbHBIMU MPEINPUHUMATEISIMU B CIIy4asiX, €CJIM OHH
UCIIOJB3YIOTCSl MCKIIIOYUTEIBHO TPHU PAa3BEICHUM, BBIPAIIMBAHUU, COJAEPKAHUU U
JICYCHUN JKUBOTHBIX, MOXKET OCYIIECTBIATHCA O3 TONydYeHUs JHUIEH3UU Ha
dbapManeBTHUYCCKYIO  meaTenbHOCTh. (B pemaknmm  depepasbHOrO  3aKOHA
ot 22.10.2014 Ne 313-D3)

2. IlpaBuna XpaHEeHUs JIEKAPCTBEHHBIX CPEACTB YTBEPKIAAIOTCS
COOTBETCTBYIOIIUM YTOJHOMOUYEHHBIM (peiepalibHbIM OPraHOM HCHOJHUTEIbHON

BJIaCTH.



3. XpaHeHHEe HapKOTHYECKUX JIEKAPCTBEHHBIX CPEJNICTB, ICHUXOTPOIMHBIX
JIEKapCTBEHHBIX CPEJACTB, paauo(apMaleBTUYECKUX JIEKAPCTBEHHBIX CPEICTB

OCYHICCTBIIACTCS B COOTBETCTBUU C 3aKOHOAATCIILCTBOM Poccuiickoit CDeI[epauI/IH.

Cratbs 58, IIpeaMeTHO-KOJIMYECTBEHHbIH YUeT JIeKAPCTBEHHBIX CPEICTB

AJA MEAUITNMHCKOI'0 IPUMEHECHU A

1. IlepeueHb JE€KAPCTBEHHBIX CPEJICTB [UII MEIUIUHCKOIO TMPUMEHEHHUS,
MOJIEIKAINAX IIPEAMETHO-KOIMYECTBEHHOMY y4ery, YTBEPKIAAETCS

YIIOJTHOMOYCHHBIM @eﬂepaﬂBHblM OpraHoM HUCITOJTHUTEIbHOM BJIACTH.

2. [lopsiok BKIIIOUEHHS] JICKAPCTBEHHBIX CPEICTB Ui  MEIUIIMHCKOTO
IIPUMEHEHHMS B [I€PEUYEHB JIEKAPCTBEHHBIX CPEICTB JUISl MEAULMHCKOTO PUMEHEHUS,
MOJIEIKAINAX PEAMETHO-KOJIMYECTBEHHOMY yUETY, yYCTaHaBIINBAETCS
YIOJHOMOUYEHHBIM  (efiepalbHBIM ~ OpraHOM  HCIIOJIHUTENBHOM  BIACTH IO
coriacoBaHuio ¢  (eaepadbHBIM  OPraHOM  HCIIOJIHUTENBHOM  BIIACTH,
YIOJHOMOYEHHBIM B cepe BHyTpeHHUX Jnen. (B pemakumu denepanbHOTO 3aKOHA
ot 03.07.2016 Ne 305-®3)

3. [IpeAMETHO-KOIMYECTBEHHBIA ~ y4eT  JIGKapCTBEHHBIX  CPEJCTB IS
MEJMIMHCKOTO TPUMEHEHHs] BEIyT MPOU3BOAUTENIN JIEKAPCTBEHHBIX CpPEICTB,
OpraHM3allMd ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEACTBAMH, ANTEUHBIC
OpraHu3allii, WHAWBHUAyaJIbHBIC MPEANPUHUMATEIN, HWMEIONIME JIUICH3UI0 Ha
dbapmareBTHIECKYIO IeITeTbHOCTh WU JTUIEH3UIO Ha MEIUIIMHCKYIO IeATeTLHOCTD,
U MEJMIMHCKUE OpraHu3allii, OCYIISCTBIAIONINE OOpalleHue JIeKapCTBEHHBIX
CPEJCTB JJIsi MEAUIIMHCKOTO MTPUMEHEHUS, TyTEM PETUCTPAIIUU JTIOOBIX CBSI3aHHBIX C
ux oOpallleHHeM Olepalui, MpPU KOTOPHIX M3MEHSETCS UX KOJIMYEeCTBO U (WJIIN)
COCTOSIHHE, B CIEIHAJIbHBIX KypHAIaxX ydeTa olepallyii, CBI3aHHbBIX C OOpaleHueM
JIEKApCTBEHHBIX CPEICTB JUIsI MEIUIIMHCKOTO MPUMEHEHHUs (llajnee - clrelnuaibHbIe

KypHAaJbl).

4. TlpaBuna  perucTpaldd  onepanui, CBSI3aHHBIX C  OOpalieHuEM
JIEKapCTBEHHBIX CPEACTB AJII MEIULIMHCKOTO IPUMEHEHHSI, BKIIIOUEHHBIX B MEPEYEHb

JICKAPCTBCHHLIX CPCACTB JJIAA MCAUTTHUHCKOI'O IPUMCHCHU A, ITOAJICIKAINUX ITPCAMCTHO-



KOJIMYECTBEHHOMY YUYETY, B CIIEHUAJIbHBIX JKypHaJax U IIPAaBUJIa BEICHUS U XPaHEHUS
CHEIHMAIBbHBIX KYPHAJIOB YTBEPKIAIOTCS YIIOJTHOMOYEHHBIM (heJiepaibHbIM OPraHOM

HCITOJTHUTEILHOM BJIACTH.

5. KorTpoas 3a cobmtoeHreM MpaBUI PETUCTPAIlMN ONepaIliid, CBI3aHHBIX C
oOpalieHreM JIEKapCTBEHHBIX CPEACTB IS MEAMIIMHCKOTO  MPUMEHEHUS,
BKJIFOYEHHBIX B [I€PEUYEHB JIEKAPCTBEHHBIX CPEACTB ISl MEAULUHCKOTO IPUMEHEHUS,
MOJICKAIIUX MPEIMETHO-KOJIMUYECTBEHHOMY YYETYy, B CIEHHMAIbHBIX >KypHajax, a
Tak)Ke 3a COOJIIOJICHHEM TIPaBWJI BEACHHS W XPAHCHHS CIEIUAIbHBIX JKypPHAJIOB
BO3JIaraeTcs Ha YIMOJITHOMOYEHHBIC (eiepabHbIe OPTaHbl UCIIOJHUTEIHLHOM BIACTH U
OpraHbl  MCIIOJIHUTENBbHOM  BilacTH  cyobekToB  Poccuiickoii  ®denepanum,
OCYILECTBIISIFOIINE JIMIEH3UPOBAHWE TMPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB,
dapmaleBTUYECKON  JEATEeIbHOCTM W MEAMUIMHCKOM  JeATeNbHOCTH, U

OCYHICCTBIIACTCS B paMKaXx JIMOCH3MOHHOT'O KOHTPOJIA.

(Cratps BBeneHa - denepanbublit 3akoH 0T 25.12.2012 Ne 262-D3)

I'naBa 11. YHuuTOKEHUE JEKApPCTBCHHLIX CPEACTB

Cratbs 59. OcHOBaHMA ¥ NOPSIAOK YHUYTOKEHHUS JIEKAPCTBEHHbIX

CpelIcTB

1. HenoOGpokauecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBA, (aibCu(pULIUPOBAHHBIC
JIEKapCTBEHHBIE CPEACTBA MOJIEKAT U3BATHIO U3 OOpAILEHUS M YHUYTOKEHUIO B
nopsiake, ycraHosiieHHOM [IpaBurensctBoMm Poccuiickoit @enepanun. OcCHOBaHUEM
JUISL  YHUYTOXKEHMSI JICKAPCTBEHHBIX CPEJCTB SBISIETCS pEUICHUE BIIaJIeNblia
JIEKAPCTBEHHBIX  CPEACTB, PEIICHHE COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOTO
dbenepanbHOTO OpraHa MCIOJHUTEIBHOM BIIacTH WM pelieHue cynaa. (B penakmuu
denepanbHOro 3akoHa OT 22.12.2014 No 429-D3)

2. KontpadakTHble JIeKapCTBEHHBIE CPEJCTBA MOJUIEKAT U3BIATHIO U3
oOpamieHMsi M YHHUYTOXKEHHUIO [0 pelmeHuto cyzaa. [lopsanok yHHUYTOXKEHHUS

KOHTpa(l)aKTHI)IX JICKAPCTBCHHBLIX CPCACTB YCTAaHABJIMBACTCA HpaBHTCHBCTBOM



Poccuiickoit ®enepanuu. (B penakunu @enepanbHoro 3akoHa ot 22.12.2014 Ne 429-
D3)

3. Pacxonpl, cBsi3aHHBIE C YHUYTOXKEHHUEM KOHTPA(paKTHBIX JIEKAPCTBEHHBIX
CPelCTB, HEAOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, (aibCUPUIUPOBAHHBIX

JICKAPCTBCHHLIX CPCACTB, BO3MCIIAIOTCA UX BJIAJACIIBIICM.

4. Bnagenerny  JIEKapCTBEHHBIX  CPEICTB  JOJDKEH  MPEICTaBUTh B
YIOJHOMOYEHHBIN (efiepanbHblii OpraH WCHOJHUTEILHOW BIACTH JOKYMEHT WITU
3aBEPEHHYI0O B YCTAHOBJICHHOM TIOPSJIKE €ro KOMHIO, IOATBEpKAaromue (akt

YHHUUYTOXKCHUA JICKAPCTBCHHLIX CPCACTB.

5. CooTBeTCTBYIOLINI YIIOJITHOMOYEHHBIN benepanbHbIi opras
UCIIOJIHUTEIbHOM BIIACTH, MPUHSABLINN pelIEeHUE 00 YHUYTOKEHUU JIEKAPCTBEHHBIX
CPEACTB, OCYILECTBIISIET KOHTPOJIb 3a UX YHUUTOKECHUEM.

6. YHUUTOXKEHUE JIEKAPCTBEHHBIX CPEACTB MPOU3BOAUTCS OpPTraHU3ALMIMHU,
UMEIOIIMMU  COOTBETCTBYIOIIYIO JIMLIEH3UIO, Ha CIEUUAJIbHO OO0OpPYAOBAHHBIX
IUIOLIAAKaX, TOJUIOHaX W B CIEUUATIbHO OOOPYJOBaHHBIX IMOMEHICHUSIX C
coOmroiIeHneM TpeOOBaHUM B 00JIACTH OXpaHbl OKPYKAIOIIEH Cpelibl B COOTBETCTBUU

C 3aKOHOJ1aTesIbCTBOM Poccuiickoit denepanun.

7. HapKOTI/IquKI/Ie JICKAPCTBCHHLIC CPCACTBA, IICUXOTPOIHBIC JCKAPCTBCHHLIC
CpCACTBa, paI[I/IO(I)apMa]_[eBTI/I‘IeCKI/IG JICKAPCTBCHHLIC CpPCACTBA YHHYTOXAIKOTCS B

COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuiickon denepanuu.

I'naBa 12. I'ocynapcTBeHHOE peryjiMpoBaHue EH HA JIEKAPCTBEHHbIE

npemnaparbl 1Jist MEAUIUHCKOT0 IPUMEHCHUSA

Cratbs 60. I'ocynapcTBeHHOe peryJiMpoBaHue LEH HA JIEKAPCTBeHHbIE

npemnaparbl 1Jist MEAUIIUHCKOT0 IPUMEHCHUSA

1. TocynapcTBEeHHOE PETYIMPOBAHKE IICH HA JIEKAPCTBEHHBIE MPETapaThl IS
MEIHUIMHCKOTO  TIPUMEHEHHsI  OCYIIeCTBisieTcss  mocpenctBoMm: (B pemaximm
®enepanbHoro 3akoHa ot 26.03.2020 Ne 67-D3)



1) yrBepxknenust  [IpaButensctBoM  Poccuiickoii  ®Dexepanmuu  mepedHs
KU3HEHHO HEOOXOJMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX IPENapaToB, KOTOPBIN
(dopMHpYETCS U HE PE)KE OJIHOTO Pas3a B IO IEPECMaTPUBAETCS B YCTAHOBIEHHOM UM
MOPAJIKE HA OCHOBE KOMIUIEKCHOM OIIEHKH JICKAPCTBEHHBIX IMPEMapaToB, BKIIOYAs
aHaJIM3 CBEJACHHUI O CPaBHUTEIBHON KIMHUYECKON d(pPeKkTUBHOCTH U 0E30MacCHOCTH
JIEKapCTBEHHOTO CPEJICTBA, OILEHKY SKOHOMUYECKUX TOCIEJCTBUN MPUMEHEHUS
JIEKapCTBEHHOTO CPEACTBA U U3yUYEHUE JOMOJHUTEIbHBIX MOCIEACTBUI MPUMEHEHUS

JIEKapCTBEHHOTO cpencrtsa; (B peaakuuu benepanbHbIX 3aKOHOB
o1 22.12.2014 No 429-®3, ot 13.07.2020 Ne 206-D3)

2) YTBEp)KIECHUS ~ METOJMKH pacuera  MPEACTbHBIX  OTIYCKHBIX  IICH
MPOU3BOIUTENICH HA JIEKapCTBEHHBIE MperapaThl, BKJIIOYECHHBIC B IEPEUCHD KU3HEHHO
HEOOXOAMMBIX ¥ BaXKHEHIINX JIEKApPCTBEHHBIX IPENapaToB, a TAKXKE BHEIPECHUS
MeXaHU3MOB  (QopMupoBaHHS  cuUCTeMbl pedepeHTHbIXx 1eH; (B pemakuuum
denepanbHbIX 3aK0HOB OT 22.12.2014 No 429-D3, ot 06.06.2019 No 134-D3)

3) rocyaapcTBeHHOM perucTparuy mpeacIbHbIX OTITYCKHBIX LEH
MPOM3BOIUTENIEH Ha JICKAPCTBEHHBIC MPETapaThl, BKJIIOUCHHBIC B TIEPEUEHb )KU3HCHHO
HEOOXOMUMBIX W  BaXHEHIIMX JICKAPCTBEHHBIX IMpemnapatoB; (B pemakium
®denepanbroro 3akona ot 06.06.2019 No 134-D3)

4) BeeHUsT TOCYJApCTBEHHOTO pPEeCcTpa TMPENeNbHBIX OTIYCKHBIX IICH
IIPOU3BOUTEIIEH HA JIEKAPCTBEHHBIE ITPENapaThl, BKIOYEHHBIE B IEPEYEHB )KU3HEHHO

HEOOXOIUMBIX U BOXKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB;

5) yTBepKICHUSI METOJIMKU YCTAHOBJICHHS OpraHaMHU UCIIOJIHUTEILHON BIaCTH
cyowektoB Poccuiickoit denepany npeneabHbIX pa3MepoB ONTOBBIX HaJA0aBOK U
NpeleTbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (PaKTHUECKHUM OTITYCKHBIM IIEHaM,
YCTAHOBJICHHBIM MTPOU3BOIUTEIIIMH JICKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE
npenapartbl, BKIIOYEHHBIE B TMEPEUYEHb KU3HEHHO HEOOXOJIMMBIX M BAXKHEUIIINX

JICKAPCTBCHHLIX ITPCIIapaTOB,

6) YCTAHOBJICHUSA TIPCACIbHBIX PAa3MCPOB OIITOBBIX Ha,[[6aBOK U TIPCACIIbHBIX
pa3sMEpOB PO3HUIHBIX Ha)16a1301< K (baKTI/I‘-IeCKI/IM OTITYCKHBIM II€CHAM, YCTAaHOBJICHHBIM
MMPOU3BOAUTCIIEIMU  JICKAPCTBCHHLIX IMPCIIApaTOB, HA JICKAPCTBCHHLIC IIPCIIapaThl,
BKIIFOUCHHBIC B IICPCUYCHDb KM3HCHHO HeO6XOI[I/IMLIX 1 BaXXHEUIIINX JICKAapCTBCHHLBIX

IpernapaTos;



7) yTBepXKIIEHUs TIOPsIKA BbIIAYM TPEANUCAHUNA OpraHaM HMCIIOJIHUTEIbHON
BIacTH cyObekToB Poccuiickoii ®denepauuu O NPUBEIECHUU B COOTBETCTBUE C
3akoHoAaTenbCcTBOM  Poccuiickoit  ®enepanuu  pemieHUd 00  yCTaHOBJICHUM
IpeneIbHBIX Pa3MEpPOB OMNTOBBIX HAA0ABOK W TPENETBHBIX Pa3MEPOB PO3HUUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HAaM, YCTAHOBJIECHHBIM MPOU3BOIUTEIISIMU
JIEKAPCTBEHHBIX MpenapaToB, Ha JIEKAPCTBEHHBIC IMPENapaThl, BKJIIOYEHHBIE B
NepeyveHb )KM3HEHHO HEOOXOAUMbIX U BAXKHEUIIINX JIEKAPCTBEHHBIX IPENapaToB, €CIU
OHM INIPUHATHI C HAPYIIECHUEM 3aKOHOAaTenbcTBa Poccniickoit denepannu, B OPsIKE,

ycranoBieHHOM [IpaBurensctBom Poccuiickoit @enepannu;

8) HampaBJIeHHUS YIOJTHOMOYCHHBIM (peiepaibHbIM OPTaHOM HCITOJTHUTEIILHOM
BJIACTH OpraHaM HCIIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoit deneparumn
NPEANUCAHUA O NPUBEJCHUH B COOTBETCTBUE C 3aKOHOJIATEIBbCTBOM Poccuiickoi
denepanuu NPUHATHIX C HAPYLIEHUWEM 3aKOHonaresbeTBa Poccuiickoin denepanuun
pelmeHnii 00 YCTaHOBJIEHUU MPEICNIbHBIX pa3MEpOB ONTOBBIX HaA0aBOK U
IpEelEIbHbIX pa3MEpOB PO3HUYHBIX HAaA0AaBOK K II€HAM Ha JIEKapCTBEHHBIE
npernaparthl, BKIIOYEHHBIE B TMEPEUEHb KU3HEHHO HEOOXOIMMBIX M BaKHEUIIINX

JICKAPCTBCHHLIX ITPCIIapaToB,

9) ocymecTBieHus (eaepaabHOr0 TOCYIAapCTBEHHOIO Haa3opa B cdepe
oOpalieHus JIEKapCTBEHHBIX CPEJCTB U PETHOHAIBHOIO TOCYJaAPCTBEHHOTO KOHTPOJIS
3a I[PUMEHEHWEM I1I€H Ha JIEKapCTBEHHbIC IIpenaparbl  COOTBETCTBEHHO
YHOJHOMOYEHHBIMH (eepaTbHBIMI OPTaHAMH UCTIOTHUTEIBHON BIACTH U OpraHaMu
UCTIOJHUTENbHOW BiacTd cyObekToB Poccuiickoit ®dexepanuu COracHo uX
KOMIIETEHIIMM B TOpsAKe, YycraHOBIeHHOM IIpaBurensctBoM  Poccuiickon

®enepanun; (B penakiuu denepanbHoro 3akoHa ot 25.06.2012 Ne 93-D3)

10) npumMeHeHusT  TPEIYCMOTPEHHBIX  3aKOHOJATElIbCTBOM  Poccuiickoi
denepanui  Mep OTBETCTBEHHOCTH 3a HapyIICHHE TMOpPsAKa I[I€HOOOpa30BaHMS
Ha JICKapCTBEHHBIC TIPeTapaThl, BKIIOYCHHBIC B IEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEHIIINX JIEKApCTBEHHBIX mpemnapatoB. (B penakmum denepanbHOro 3aKkoHa
ot 27.12.2019 Ne 475-03)

2. B ycrnoBusix 4pe3BbIYaiiHON CUTyaluu U (WIK) MpU BO3SHUKHOBEHUH YTPO3bI
pacnpocTpaHeHus 3a00J1eBaHNs, IPEACTABISAIONIETO OMACHOCTD JIJIsl OKPYKAIOIINX, a

TAKKC B CJIydac, €CJIM B TCUCHUC TPpUALUATHU KaJICHIAAPHBIX ,HHGﬁ IMOCJIC MPHUHATHA



[IpaBurensctBoM Poccuiickoii denepanny pemieHUss O MPOBEICHUM MOHUTOPHUHIA
PO3HUYHBIX LI€H Ha JIEKAPCTBEHHBIE IMpenapaTbl, HE BKIIOYEHHBIE B IIEPEUYECHb
KU3HCHHO HEOOXOIMMBIX W BaXHEUIIMX JIEKAPCTBEHHBIX IMpenaparoB, Ha
TeppuTOpUIX cyoObekToB Poccuiickoit denepariny BRISBICH POCT PO3HUYHBIX IICH Ha
yKa3aHHbIC JIEKAPCTBEHHBIE TMpenapaThl HAa TPUIALATH MPOIEHTOB U Ooiee,
[IpaButensctBO Poccuiickorn dDenepanmu  BOpaBE YCTAHOBUTH — IPEICIIbHBIC
OTIIYCKHBIE ILI€Hbl MNPOW3BOAMUTENECH Ha YKa3aHHbIE JICKAPCTBEHHBIE IIpernaparsl,
npeneabHble pa3Mepbl ONTOBBIX HAA0ABOK M MpEIENbHBIE pa3Mepbl POZHUUYHBIX
Ha70aBOK K (DaKTUYECKUM OTITYCKHBIM II€HaM TPOW3BOJUTEICH Ha YKa3aHHBIC
JIEKapCTBEHHBIE Npenapathl. [lepedyeHp JekapCTBEHHBIX TPENAPATOB, HE BKIIOUEHHBIX
B MEpPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIINX JICKAPCTBEHHBIX MPENapaToB, U
nopsAIoK  ero  ¢opmupoBanusi omnpeaenstorcss IlpaBurensctBoMm Poccuiickoit
deneparuu. (Yacts BBeaeHa - @enepanbrbiii 3akoH 0T 26.03.2020 Ne 67-D3)

3.B Teuenue geBsHOCTA KaJeHAApPHBIX JHEH CO JHS YTBEPXKICHUS
[IpaButensctBOM Poccuiickoit ®depepanun mnepedHsi, YKa3aHHONO B YacTu 2
HACTOSILLIEH CTaThbU, HE JIOMYCKAIOTCS pealu3alusi U OTIYCK BKJIIOYEHHBIX B HETO
JIEKAPCTBEHHBIX MPENapaToB IO II€HAM, MPEBBIMIAIOIINUM MPEAEIbHbIE OTIYCKHBIC
LEHbl TPOU3BOJAUTENCH HA YyKa3aHHBIEC JICKAPCTBEHHBIC MpENapaThl, MpPeaeiIbHbIC
pa3Mepbl OINTOBBIX HAA0ABOK M TMpeleibHbIE pa3Mepbl PO3HUYHBIX HAA0aBOK K
(dakTUYEeCKUM OTITyCKHBIM II€HAaM IMPOU3BOAMUTENECH Ha yKa3aHHbBIE JIEKaPCTBEHHBIE
npernaparbl ¢ y4e€TOM Hajlora Ha J00aBl€HHYIO CTOMMOCTb. (HacTh BBeneHa -
®denepanpHbiid 3aK0H 0T 26.03.2020 Ne 67-D3)

Cratb 61. 'ocynapcTBeHHasi perucTpanus 1 nepeperucTpanus
npeaeJbHbIX OTHYCKHBIX LleH MPOU3BOAUTE/Ieil HA
JIeKapCTBEHHbIE NPenapaThbl, BKJIAIYEHHbIE B IlepevyeHb
’KM3HEHHO HEO0XO0AUMBIX U BAKHEHIINX JIeKAPCTBEHHBIX

npenapaTron

1. IlpenenpHas OoTHyCKHAas 1IeHA IPOU3BOAUTENS Ha JICKAPCTBEHHBIN MTpenapar,
BKJIFOUEHHBIN B ME€peUeHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHUIIUX JIEKaPCTBEHHbIX

npernapaTtoB, MOOAJICIKUT FOCYI[apCTBeHHOﬁ perucTpanmvu B IOPAAKE, YCTAHOBJIICHHOM



[IpaButensctBoM Poccuiickoit ®denepanyiv, Ha OCHOBAHUHM NPEACTABIECHHOTO B
YIOJIHOMOUYEHHBIH  (enepalibHblii  OpraH UCHOJHUTEIbHOW BIIACTH  3asBIICHUS
JepKaTesl WU BIAJENblia PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapata (YrnoJHOMOYEHHOTO UM JIUIA).

2. 3aperucTpupoBaHHasi TpeJesibHAasl OTIYCKHAs IIeHAa MPOU3BOAMUTENS Ha
JIEKapCTBEHHBIN Mpenapar, BKIIOYEHHBIM B MEpeYeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, MOXET ObITh NEPEpEerucTpUpOBaHA B
CTOPOHY YBEJIMYEHHUSI OJIVH Pa3 B KaJIECHIAPHOM 0y Ha OCHOBAaHHUHU IIPEACTABIEHHOIO
B YIIOJIHOMOYEHHBIN (penepanbHblii OpraH MCIOJHUTEIHLHOM BIACTH A0 1 OKTAOpS
KOKIOr0 TOJa 3asABJIICHUA JepKaTelas WIM BIAJENbl@ PErucTPaliOHHOIO

yAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpemnapara (yrnoJIHOMOYEHHOTO UM JIUIA).

3. 3aperucTpupoBaHHas TpeJeIbHAS OTIYCKHAas II€HAa MPOW3BOAMUTENS Ha
JIEKAPCTBEHHBIN Mpenapar, BKIIOYEHHBIN B MEPEUEHb KU3HEHHO HEOOXOIUMBIX H
BOKHECHUIINX JICKAPCTBEHHBIX IIpPerapaToB, MOXET OBITh IEPEPETHCTPUPOBAHA B
CTOPOHY CHHUXEHHMS Ha OCHOBAaHMHM IIPEJCTABICHHOIO B YMOJHOMOYEHHBIN
dbenepanbHbIN OpraH UCIIOTHUTEILHON BJIACTH 3asBIICHUSI IEpKATEIIS WK BlIaJIeIblla
PErUCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YrmoJHOMOYEHHOTO

UM JIUI1A).

4, Jlepxatenb ~ WAWM  BIAJENELl  PErUCTPAIMOHHOTO  yJAOCTOBEPEHMS
JIEKAPCTBEHHOTO TMpemnapara (ynoJHOMOYEHHOE WM JIMIO) 00si3aH NpPEICTaBUTH B
YIOJHOMOYEHHBIN (peiepaibHblii OpraH HUCIHOJHUTEIBHOW BIIACTU 3asBICHHE O
MEPEPETUCTPALIUN  3APETUCTPUPOBAHHOU MpeeIbHON OTITYyCKHOW  IICHBI
IIPOM3BOAUTENSA HA JICKAPCTBEHHBIN IIPENapaT, BKIOUYECHHBIM B MEPEYEHb JKU3HEHHO
HEOOXO/IUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHUYKEHUS B

CICAyomux Clrydasax:

1) cHWKeHUE [EHbl B MHOCTPAHHON BAJIOTE HA JICKAPCTBEHHBINM MpenapaT B
CTpaHe MPOM3BOAUTENS U (WJIM) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN Mpemapar

3aperucTprupoBaH U (WJIM) B KOTOPbIE MTOCTABIISIETCS IIPOU3BOUTENIEM;

2) CHW)KEHUE TIeH Ha pe)epeHTHBIC JIEKapCTBEHHBIE TIPenapaThl B COOTBETCTBUU
¢ myHKTOM | Hacrosmed dYacTu (I COOTBETCTBYIOIIMX BOCIPOU3BEIACHHBIX,

O1oaHaIoroBhIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MPENapaToB);



3) mpeBBIICHUE MTPEICIILHON OTITYCKHOMW 1IEHBI Ha IEPBBIN BOCIIPONU3BEICHHBIMH,
OuoaHanmoroBelii  (6MOMOJOOHBIN)  JIEKAPCTBEHHBI  MpernapaT  HMHOCTPAHHOTO
IIPOU3BOJICTBA HAJ IPEIAEIbHON OTIIYCKHOM LI€HOM IIPOU3BOAUTENS HA BTOPOU
BOCITPOM3BEACHHBIN, OMOaHAIOTOBBIA (OMOMOMOOHBIN) JEKApCTBEHHBIN Mpermapar,
pPacCCUMTaHHONW B COOTBETCTBUM C METOJIMKOM, YTBEpkIAeHHOW IIpaBuTenbcTBOM

Poccuiickon ®enepannu;

4) npeBbIIICHUE MPEIETBHOM OTITYCKHOM IIEHBI Ha MIEPBBIN BOCTIPOU3BEICHHBIH,
OuoaHanmoroBelii  (OMOMOAOOHBINA) JIEKAPCTBEHHBIM IpemapaT MPOU3BOIUTENS
rocyJlapcTBa - 4jieHa EBpa3uiCKOro 3KOHOMHYECKOTO COK03a HaJ IPEeaeIbHOU
OTITYCKHOMW IIEHOW MPOW3BOAUTENS HAa BTOPON BOCIPOU3BEIACHHBIN, OMOAHATIOTOBBII
(Onomo100HBIN) JIEKApCTBEHHBIM MpemnapaT MPOU3BOAUTENS TOCYAAapCTBa - 4JieHA
EBpa3uiickoro ’KOHOMHYECKOr0 CO¥03a, PACCUNTAHHOW B COOTBETCTBUU C METOIUKOM,

yTBepxkaeHHOM [IpaBurensctBom Pocculickoit denepannn.

9. Ilopsaiok nepeperucTpaluy 3aperucTpupOBaHHBIX MPEAETbHBIX OTITYCKHBIX
LIEH TNPOU3BOJUTENIEH Ha JIEKAPCTBEHHBIE NPEINAapaThl, BKIIOUYECHHBIE B IEPEUYCHBb
KU3HEHHO HEOOXOJMMBIX U Ba)KHEHIINX JIEKAPCTBEHHBIX NPEMapaToB, B CIyyasx,
NPEAYCMOTPEHHBIX 4YacTsAMH 2 - 4 HACTOSIIEW CTaThbH, YCTAHABIUBACTCS

IIpaBurensctBOM Poccuiickon denepanun.

6. DKOHOMMYECKUI aHAJIW3 MPEAETbHON OTIMYCKHOM IIeHbl IPOU3BOAMUTENS Ha
JIeKapCTBEHHBIM Tpernapar, BKIIOUYEHHBIH B MepeueHb KU3HEHHO HEOOXOAMMBIX M
BAKHEUINX JICKAPCTBEHHBIX IPENAPATOB, IIPU €€ TIOCYyAapCTBEHHOU PETUCTPALUU
WIN TEepeperucTpaliy OCyIIEeCTBISAETCS (eAepalbHbIM OPraHOM HCIHOJHUTEIbHOU
BJIACTH, OCYLIECTBIIIOIUM (DYHKIIUH 10 IPUHATUIO HOPMATHUBHBIX IPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIFOJIEHUEM 3aKOHOJATENIbCTBA B c(epe TrocydapCTBEHHOIO

peryiupoBanus 11eH (TapudoB) Ha TOBapHI (YCIYTH).

7. Pacuet npenenbHBIX OTIYCKHBIX IIEH, YKa3aHHBIX B YacTsaX | U 2 HacTOsIIeH
CTaTbM, IIPU KX TOCYJAPCTBEHHOW pETUCTPALMUA WM  NEPEPEerucTpanuu
OCYLIECTBIISIETCA B COOTBETCTBUU C METOJIMKOM, yTBEpKIeHHOU I[IpaBurenbcrBom

Poccuiickoit @enepannivi U1 yYUTHIBAIOLIENA B TOM YUCJIE:

1) cobnronenne  OajmaHca  WHTEPECOB  MOTpeOUTENEH  JEKapCTBEHHBIX
IpenapaToB, BKIIOYCHHBIX B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX

JCKApCTBCHHLIX IIpC€IapaTroB, H HpOI/ISBOI[I/ITeJ'IeI\/’I JICKAPCTBCHHLIX IIPCIIaparTrosB,



BKIIFOUCHHBIX B IICPCUCHDb KU3HCHHO HCO6XOI[I/IMBIX U BaXXHEHUIITNX JICKAPCTBCHHbBIX

IpenapaTos;

2) paKTUYECKYI0O OTIYCKHYIO II€Hy Ha JCKApCTBEHHbIC Ipermaparhl B
Poccunitickonn denepanuu, 1eHy BBO3a JIEKAPCTBEHHBIX IpenapaTtoB B POCCUUCKYIO
denepannio, a TaKXKe IEHbl HA AaHAJOTWYHBIC JIEKAPCTBEHHBIE Mpenaparthl,

Haxosmuecs B oopaiennn B Poccuiickoit denepanui;

3) 3aTpaThl MPOU3BOIUTENS JICKAPCTBEHHOrO IIperapara Ha MPOM3BOACTBO U

peann3aiuio JeKapCTBEHHOTO MpernaparTa;

4) 1ieHy Ha JICKaApCTBCHHBIN Tpenapar, ero IeHy B CTpaHe MPOU3BOJIUTENS U B
CTpaHax, B KOTOPBIX JIECKAPCTBEHHBIN Mpenapar 3aperucTpupoBaH U (Uiu) B KOTOPbIE

MMOCTABJIACTCA IPOU3BOAUTCIICM.

8. He nmomyckaroTcss peanuszanuss U OTIYCK JIEKAPCTBEHHBIX MPENapaTos,
BKJIIOUEHHBIX B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
IpenapaToB, Ha KOTOPbIE MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IIPENaparoB HE
3apEeTrUCTPUPOBaHa IMpeAeibHas OTIYCKHAs L€HA, peanu3aunus NPOU3BOAUTEIIMHU
JIEKAPCTBEHHBIX IIPENapaToB IO LIEHaM, MPEBBIIIAIOIINM 3aPETUCTPUPOBAHHBIE WIH
[IEPEPETUCTPUPOBAHHBIE  IPEJEIbHBIE OTIYCKHbIE IIEHbl HA JIEKAPCTBEHHBIC

npernaparhbl C y4eTOM Hajiora Ha JJ00aBJIEHHYIO CTOUMOCTb.

9. OcoOEHHOCTH TOCYapCTBEHHOTO PEryJUPOBAHUS MPEACIbHBIX OTITYCKHBIX
IIEH MPOM3BOJUTEIICH Ha JIGKAPCTBCHHBIC IpErapaThl, BKIIOYCHHBIC B IEPEUYCHb
YKU3HEHHO HEOOXOIMMBIX M BaXKHEHIIIHMX JICKAPCTBEHHBIX MPENapaToB, B 3aBUCKMOCTH
OT SKOHOMHUYECKHX U (MJIH) COLMATbHBIX KPUTEPHEB (M3MEHEHUE YCIIOBUH, MOPSIKA U
CTOMMOCTH TPOU3BOJICTBA JICKAPCTBEHHBIX IPENApaTOB, HCIIOJIb30BAHUE HOBBIX
dbopM, METOMOB M CHOCOOOB TOCYJapCTBEHHOTO PETYJWpPOBAaHWUS TII€H Ha
JICKapCTBEHHBIC TperapaThl, B TOM YHCJIE Ha OCHOBE MeXaHH3Ma pe]epeHTHOro
IIEHOO0pa30BaHusl, U3MEHEHUH TOPSIIKA OKa3aHUS MEIUIIMHCKOW TIOMOIIM, U WHBIE

u3MeHeHus ) ycrtanasiauBatorces [IpasurensctBoM Poccuiickoit denepanumn.

(Cratps B penakiun denepanpaoro 3akoHa oT 06.06.2019 Ne 134-D3)

Cratbi 62. 'ocynapcTBeHHbBII peecTp npeaebHbIX OTIYCKHBIX IeH

HpOH3BOIlHTeJ16ﬁ Ha JICKapCTBECHHbLIC NpPpenmaparbl,



BKJ/IIOYC€HHBIC B IIEPECYCHDb )KU3HCHHO HCOﬁXO}]I/IMbIX n

BaKHEHIIUX JEKAPCTBCHHLIX IIpermaparoB

1. BaperucTpupoBaHHbIE WK IEPEPETUCTPUPOBAHHBIEC IPEIEIBHBIE OTITYCKHBIC
IIEHBl TIPOU3BOAMTENCH Ha JIEKApPCTBEHHBIC IpernapaThl, BKIIOYCHHBIE B IEPEUYCHb
KU3HCHHO HEOOXOJMMBIX M Ba)KHEWIIMX JIGKAPCTBEHHBIX IPEIapaToB, IMOAJICKAT
BKIIIOYCHUIO B TOCYIApCTBEHHBIH pPEECTp TMPEICIbHBIX  OTIYCKHBIX  IICH
IIPOU3BOAMTENICH Ha JICKApCTBEHHBIC MPENapaThI, BKIFOUYCHHBIC B IEPEUCHB )KU3HEHHO
HEOOXOAMMBIX W BaXHEWINIUX JICKAPCTBEHHBIX mpemnaparoB. (B pemakium
®denepanbHoro 3akoHa ot 06.06.2019 Ne 134-D3)

2. l'ocynapcTBeHHBIN peecTp MpeaebHbIX OTITYCKHBIX 1I€H MPOU3BOAUTENCH Ha
JIEKapCTBEHHBIC TMpenaparhl, BKIOUEHHBIE B MEPEUYCHb KU3HEHHO HEOOXOIHUMBIX U
BXHEHMIINX JIEKApPCTBEHHBIX MpENapaToB, COJIEPKUT B cebe CIeayIolyto

uH(pOpPMAIIHIO:

1) HauMCHOBaHKME  JIepXKaTeNls  WIM  BIAJCIbIla  PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS  JIEKAPCTBEHHOI'O IIperapara, HAUMEHOBAHUE IIPOU3BOJMTEIL
JIEKAPCTBEHHOTO IIperapara, CBEJICHUS O PETHCTPALMM JeprKaTells WIA Biajaelbla
PErUCTPAIMOHHOTO  YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara, CBEACHUS O
perucTpauuy MNpPOU3BOAUTENS JIEKAPCTBEHHOIO IMpenapara Juisi MEIHIIMHCKOTrO
OPUMEHEHUS B KayeCTBE HAJOTOMJIATENbIIUKA B CTpaHE perucTpanuu (s
POCCHICKUX IOPUANYECKHUX JIUIL - UACHTU(PUKAIIMOHHBIN HOMEp HaJIOTOIIaTeNbIIUKa
(MHH), nuyist ”HOCTpaHHBIX IOPUIUYECKUX JIUIL - CTPaHa PerucTpalui, HAUMEHOBAHHE
PErUCTPUPYIOLIETO OPraHa, PEeruCTPAllMOHHBIA HOMEpP, KOJ HaJIOrOIUIaTeNbIINKa B
CTpaHe perucTpauu (MHKOPIOpAlMU) WM €ro aHajor), MECTO HaXOXICHUs
MPOU3BOJICTBEHHBIX  IUIOMIAJOK, YYacCTBYIOIIMX B MPOLECCEe MNPOU3BOACTBA
JIEKapCTBEHHOTO TIperapara, ¢ yKa3aHHEeM CTaJuH Tpolecca mpousBoiacTsa; (B
penakuu OeaepanbHOro 3akoHa oT 28.12.2017 No 425-D3)

2) HANMCHOBaHHE JIEKapCTBEHHOTO npernapara (MexyHapOJHOE
HEMAaTEHTOBAaHHOE, WM TPYNIHAPOBOYHOE, WJIA XHMHUYECKOE U  TOPTrOBOE

HauMmeHoBaHus); (B pepakiuu @egepanbHoro 3akoHa ot 22.12.2014 Ne 429-D3)

3) HOMEp PErHCTPAIIHOHHOTO YIOCTOBEPEHHS JIGKAPCTBEHHOTO TIperapara;



4) nekapcTBeHHas popMa ¢ yKa3aHHUEM JIO3UPOBKH JIEKAPCTBEHHOTO Tpernapara
U ero KOJUYeCTBa BO BTOPUYHOW (NOTPEOUTENHCKOW) YIMAKOBKE, a TaKkKe

KOMILIEKTHOCTB; (B penakuu denepanbroro 3akoHa ot 22.12.2014 No 429-D3)

5) 3aperucTpupoBaHHas IpeaesibHAs OTIYCKHAas IICHA HA JIEKAPCTBEHHBIN
npenapart B pyossx; (B penakuuu @eaepansHoro 3akona ot 27.12.2019 Ne 475-03)

6) tatTa W HOMEp TpHKa3a YIOJIHOMOYEHHOro (eJepasbHOTO OpraHa
VICTIOJIHUTENBHOU BJIACTHU 0 roCyAapCTBEHHOM perucTpanuu 1581051
MIEPEPETUCTPALIUY NIPEIECIIBHON OTIIYCKHOM ILI€Hbl Ha JIEKAPCTBEHHBIM Npernapar,
BKJIIOUCHHBIN B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX
npenapatoB; (B pemakuuu denepanbubix  3akoHOB  OT 22.12.2014 No 429-D3,
ot 06.06.2019 Ne 134-®3)

6!) nara BeTymieHus B CUITY IPHKa3a yIIOJIHOMOYEHHOTO (heiepabHOrO Oprata
VCIIOJIHUTENBHON BJIACTU O TOCYNAPCTBEHHOM PETUCTPALUM WIH NEPEPETUCTPALUU
IIPEIEIbHON OTIYCKHOM II€Hbl IIPOM3BOAUTENSI Ha JIEKAPCTBEHHBIM IIpernapar,
BKJIIOUCHHBIN B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUIINX JIEKAPCTBEHHBIX

npenapatoB; (IIlynkr BBenen - @enepanbubiii 3akoH 0T 06.06.2019 Ne 134-03)

7) WTPUXOBOM KOJI, HAHECCHHBIM Ha BTOPUYHYIO (OTPEOUTETHCKYI0) YIIAKOBKY
JIEKapCTBEHHOI'0  IIpernapara; (ITynxkt  BBemeH -  DenepasibHbIA  3aKOH
o1 22.12.2014 Ne 429-03)

8) Ko/ JIEKapCTBEHHOTO TperapaTa Mo aHaTOMO-TEPaeBTUUIECKO-XUMHYCCKON
KJaccu(uKalum, peKoMeH10BaHHOW BcemupHOl opraHuzanuen 31paBoOOXpaHEHUS.

(ITyakt BBeaeH - PenepanbHbIil 3aK0H oT 22.12.2014 No 429-D3)

3. locynapcTBeHHast — peructpanus Wik  MEPEPEeTUCTpAINs  MPEASTbHBIX
OTIIYCKHBIX IIEH Ha JICKAPCTBEHHBIE MIPEINapaThl, BKIFOYEHHBIE B IEPEUYEHb )KU3HEHHO
HEOOXOJUMBIX M BaXHEHWIIMX  JIEKAPCTBEHHBIX  INPEMapaToB,  BEJCHUE
rOCYJJapCTBEHHOI'0 pPEECTpa IMpPENEeIbHbIX OTIYCKHBIX LEH MPOU3BOAUTENIECH Ha
JIEKapCTBEHHBIE IMpenaparbl, BKIIOYEHHBIE B MEPEUYECHb KU3HEHHO HEOOXOJIMMBIX U
BAKHEUIIMX  JIGKAPCTBEHHBIX  IpenapaToB, OCYILIECTBISIIOTCA B MOPSIKE,
yctaHoBleHHOM  [IpaButenbctBoM  Poccuiickoit  @epepanuu. (B pepakuuu
®denepanpHoro 3akoHa ot 06.06.2019 Ne 134-D3)



Crarbs 63. YcTaHoB/IeHHE OPraHAMM UCIIOJHUTEIbHOMN BJIACTH
cyobekToB Poccuiickoii @egepanuu npeaeabHbIX pa3MepoB
ONTOBBIX HAI0ABOK M Npe/leJIbHbIX PAa3MePOB PO3HUYHBIX
HaA0aBOK K GaKTHYECKHUM OTIYCKHBIM LIEHAM,
YCTAHOBJICHHBIM MPOU3BOAUTEISIMH JEKAPCTBEHHbBIX
NpenaparoB, HAa JeKAPCTBEHHbIE NPenaparhbl, BKIKYECHHbIC B
nepeYyeHb KU3HEHHO HEOOXOAMMBbIX U BasKHEHINX

JIEKAPCTBEHHBIX MPeNnapaTon

(Hammenoanwue B penakunn denepanbHoro 3akona ot 27.12.2019 Ne 475-D3)

1. Opranbsl UCHOJHUTENBHOW BIacTU cyObekToB Poccuiickoit ®enepanuu
YCTaHABJIMBAIOT MPEACIbHBIE Pa3Mephbl ONMTOBBIX HAT0ABOK U MPEAEIbHBIC pa3Mephl
PO3HUYHBIX HAT0ABOK K (PAKTUYECKUM OTIYCKHBIM IleHaMm (0e3 ydera Hajlora Ha
N00aBIEHHYI0 CTOMMOCTH), YCTAHOBJIEHHBIM IPOU3BOAUTENIAMH JI€KAPCTBEHHBIX
[penapaToB, Ha JICKAPCTBEHHbBIC MPEMAPATHI, BKIIOUCHHBIE B MEPEYEHb >KU3HEHHO
HEOOXOIUMBIX M BaXKHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUU C
YTBEPXKIECHHON B MOpAIKE, ycTaHOBIEHHOM IlIpaButensctBoM  Pocculickoit
®denepanuy, METOAMKON YCTAHOBJIEHUS OpPraHaMHM HCIHOJHUTEIBHOM BJIACTH
cyobexToB Poccuiickoin denepannini mpeAesbHbIX pa3MEPOB ONTOBBIX HaA0ABOK U
NpeleTbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (PaKTHUECKHUM OTITYCKHBIM IIEHaM,
YCTAHOBJICHHBIM MTPOU3BOIUTEIIIMU JIEKAPCTBEHHBIX MTPENAPATOB, HA JIEKAPCTBEHHBIE
npenapathbl, BKIIOYEHHBIE B TMEPEUYEHb KU3HEHHO HEOOXOJIMMBIX M BAXKHEUIIINX
JIEKapCTBEHHBIX IIpernaparoB. IIpoekTsl pelennii OpraHoB UCIIOJIHUTEIBHOU BIACTH
cyobekTtoB Poccuiickoit ®denepanui 00 yYCTaHOBJIEHUMM U (WJIM) W3MEHEHUU
IpeNeIbHbIX Pa3MEPOB ONTOBBIX HaA0ABOK W MPENEIbHBIX PAa3MEPOB PO3ZHUUHBIX
Ha70aBOK K (PaKTUYECKHM OTIIYCKHBIM II€HAM, YCTaHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX TMpenapaToB, Ha JIEKAPCTBEHHBIE IMpENaparbl, BKJIOYEHHBIE B
MEepeueHb >KMU3HEHHO HEOOXOJMMBIX W BAKHEHIINX JIEKAPCTBEHHBIX MPENapaTos,
NoJAJeKaT  COIJIACOBAHMIO € YIOJHOMOYEHHBIM  (peiepajbHbIM  OpPraHoM
UCIIOJIHUTEIbHOM BJIACTH, OCYIIECTBISIOMNM (PYHKIIUU MO MPUHATUIO HOPMATHUBHBIX
IPaBOBBIX AaKTOB M KOHTPOJIO 3a COOJIIOJIGHMEM 3aKOHOAATENIbCTBA B cdepe

rocyJapCTBEHHOI'O PeryiaupoBaHus 1eH (Tapu¢oB) Ha TOBaphbl (YCIyru), B MOPSIKE,



yctaHoBiieHHOM  [IpaButensctBom  Poccuiickoit ~ ®enepanuun. (B penakuuun
denepanbubix 3aKk0HOB OT 13.07.2015 Ne 241-D3, ot 27.12.2019 No 475-D3)

2. Opranuzaiu ONTOBOW TOPTOBJIM JEKAPCTBEHHBIMH CPEJACTBAMHU, allTEUHBIC
OpraHu3allii, WHAMBUAyaJIbHBIC MPEANPUHUMATENN, HUMEIOIIME JIUIECH3UI0 Ha
dbapManeBTUYECKyI0  JI€ATeNbHOCTh, MEIUIIMHCKUE OpraHu3alud, HMEIOIINe
JUIEH3UI0O Ha  (papMaleBTHUECKYI0 JEATEebHOCTh, U HUX 000COOJICHHBIC
nonpazaencHust (amOynaTopuu, Qenpamepckue U (GenbaepcKo-aKylepeKue
NyHKTBI, WEHTPHl (OTAeNeHHs) oOmeld BpayeOHOM (ceMeilHOM) MNpaKTHUKH),
pacToNIOKEHHBIE B CENBCKUX HACENEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIE OPTaHU3AINH, OCYIICCTBISIIOT PEANM3AIUIO JIEKAPCTBEHHBIX MPENapaTos,
BKJIFOUCHHBIX B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX U BAXKHEUIIUX JIEKAPCTBEHHBIX
npenaparoB, MO LI€HaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUU C IOPSIKOM,
yctaHoBliieHHbIM [IpaButensctBoM Poccuiickoit denepaiinu, 1 ypoBeHb KOTOPHIX (0€3
ydyeTra Hajora Ha J00aBJI€HHYI0 CTOMMOCTb) HE JIOJDKEH IPEBBIIATH CYMMY
(aKTUUECKON OTIYCKHOM LI€HBI, YCTAHOBJIEHHOW MPOU3BOJUTENIEM JIEKAPCTBEHHOTO
Ipernapara, He MPEBBIIAONIEH 3apETUCTPUPOBAHHONW WM NEPEPETrMCTPUPOBAHHON
MpeeTbHON OTIMYCKHOM IIEHBI TPOU3BOAUTENS (HA AAaTy pealnu3aliy JEeKapCTBEHHOTO
mpernapara TPOU3BOJIMTENEM), W pa3Mepa ONTOBOM HaaAO0aBKu H (WIM) pa3Mepa
PO3HUYHON HAJI0aBKH, HE IMPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MpeaeibHOU
onTOBOM HaAO0aBKM W (MJIM) pa3Mepa NpeleIbHOM PO3HUYHOW  HaA0aBKH,
YCTaHOBJIEHHBIX B cyOBnekTe Poccuiickoit @enepanuu. (B penakinu denepanbHOro
3akoHa oT 27.12.2019 Ne 475-D3)

3. Opranbl HWCIOJHUTENHHON BiacTH cyObekToB Poccuiickonn denepammu
pasmemaroT B cetd "MHTepHeT" nHpopMalnio 0 3aperuCTPUPOBAHHBIX MPEIeTbHBIX
OTIYCKHBIX II€HAX MPOWU3BOIAUTENEN Ha JIEKAPCTBEHHBIE MPENapaThl, BKIOYEHHBIE B
NEPEUYEHb KU3HEHHO HEOOXOIUMBIX U BaKHEWILNX JIEKAPCTBEHHBIX MpENapaToB, 00
YCTaHOBJIEHHbIX B cyObekre Pocculickoii ®enepauuu MNpeAesibHbIX pa3Mepax
ONTOBBIX HaA0AaBOK W (MJM) TPENEIbHBIX pa3Mepax pPO3HUYHBIX HaI0aBOK K
YCTaHOBJICHHBIM TPOU3BOAMUTENSIMU JIEKAPCTBEHHBIX MPENapaTtoB (PaKTUUECKUM
OTIYCKHBIM [I€HaM Ha JEKAPCTBEHHbIE IpenapaThbl, BKJIIOYEHHBIE B IEPEUYECHb
KU3HEHHO HEOOXOIUMBIX M Ba)XHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, a TakkKe O
CyMME 3aperuCTPUPOBAHHBIX MPEAEIbHBIX OTIIYCKHBIX ILI€H NPOHU3BOAUTEIEH Ha

JICKapCTBCHHBIC IIPCIIapaThbl, BKIFOYCHHBIC B IICPCUYCHbL KU3HCHHO HGO6XOIII/IMI>IX u



BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBIEHHBIX B cyObekTe Poccuiickoit
depepali NpeiebHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U MPEIEJIbHBIX pa3MepoB
PO3HUYHBIX HAJA0aBOK W Halora Ha J00aBlIeHHYI CTOMMOCTh. WHbopmarus,
NpPEAYCMOTPEHHAs] HACTOAIIEH YacThlo, JOJKHA HAXOJIUTHCS TaKXe B alTEYHBIX
OpraHU3alUgX B JOCTYITHOM ISl BCEX 3aMHTEPECOBAHHBIX JIHUI] opMe U OOHOBISTHCS
0 MEpE €€ pa3MeIIeHHs OpraHaMU UCTIOJTHUTEILHON BIIacTH CyOBeKTOB Poccuiickoit
Oenepartuu B cetu "HUurtepuer". (B pemakumm  DenepanbHOTO  3aKOHA
ot 27.12.2019 Ne 475-D3)

4. (Yactp ytpatuna cuiy - Oenepanbhbiit 3akoH oT 27.12.2019 Ne 475-D3)

I'naBa 13. MouuTopuHr 3¢ pekTHBHOCTH U 6€30IIACHOCTH
JIEKAPCTBEHHBIX NPENapaToB, HAXOASAUIUXCHA B 00palliecHHH B

Poccuiickoit @enepauuu

(Hanmenoanue B penakunu denepanbHoro 3akona ot 22.12.2014 Ne 429-D3)

Crartbs 64. ®DapmakoHaa30p

1. JlexapcTBeHHBIC TIpemapathl, Haxojasmuecs B oOpamenun B Poccuiickoit
deneparuu, MOAJICKAT MOHUTOPHHTY A(PGEKTUBHOCTH W OE30MACHOCTH B IEIIAX
BBISIBICHUSI ~ BO3MOXKHBIX ~ HETaTHUBHBIX  MOCJEICTBUM  HMX  MPUMEHEHUS,
WUHAUBUIYaTbHOM HEMEePEeHOCUMOCTH, MpeaynpeKIeHUs METUIUHCKHUX
pabOTHHUKOB, CIIELIUATUCTOB B 00JIaCTH BETEpUHAPUM, MAIMEHTOB WJIM BIIAJIEIbIEB
KUBOTHBIX U MX 3alIUThl OT NPUMEHEHMsI TaKUX JIEKAPCTBEHHBIX Ipenapartos. (B
penakiuu @enepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

2. ®apMakoHa/I30p OCYIIECTBISETCSI COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM
(enepasbHBIM OPraHOM HCIOJHUTEIbHONW BJIACTH B YCTAaHOBJIEHHOM UM IOPSJIKE
IyTE€M aHaJIMu3a IpeJoCTaBIsIEMON CyObeKTaMu 00pallleHUs JIEKAPCTBEHHbBIX CPEACTB
uH(poOpMalM O TMOOOYHBIX JEUCTBUSIX, HEXKENATENbHbIX PEAKIMIX, CEPbE3HBIX
HEXXEJATEIbHbIX PEAKIUAX, HENPEIBUACHHBIX HEXKEIATEIbHbIX PEaKIUsAX IpH
IPUMEHEHUH JIEKapCTBEHHBIX MpenapaToB, 00 MHAWBHYyaTbHOW HENEPEHOCUMOCTH,

OTCYTCTBUU 3(PPEKTUBHOCTHU JIEKAPCTBEHHBIX MPEMAPATOB, a TAK)Ke 00 MHBIX (paKTax



1 00CTOSTENBCTBAX, MPEACTABIISIIOLINX YIPO3Y dKU3HU UITU 3/I0POBbIO YelloBeKa JIN00
YKUBOTHOTO IPHU NPUMEHEHHUH JIEKAPCTBEHHBIX MPENApaToOB U BBISIBICHHBIX HA BCEX
sTanax oOpalleHMs JEKApCTBEHHbIX ITpenapatoB B Poccuiickoit denepanuu u 1pyrux
rocyaapcrBax.

3. CyOnekThl 00palieHus JeKapCTBEHHBIX CPEICTB B MOPSIKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIIOJIHUTENBbHON BIACTHU, OOs3aHbI
coo0maTh B YMOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJIHUTEIBHOW BIACTH O
NOOOYHBIX JEHCTBUAX, HEKEIATENbHBIX PEAKIMIX, CEPbE3HBIX HEKeNaTeIbHbBIX
peakuuax, HEMPEABUIACHHBIX HEKENATENbHBIX pEaKIUsIX TpH MPUMEHEHUU
JIEKapCTBEHHBIX MpEnapaTroB, 00 WHAWBUIYAIbHOW HENEPEHOCHUMOCTH, OTCYTCTBUU
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHBIX IMpenaparoB, a Takxke o0 HHbIX ¢akTax u
00CTOSTENbCTBAX, MPEACTABISIONIUX YTPO3y KU3HU WM 30POBBIO YeOBEKa JIMOO
YKUBOTHOTO TP NMPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB U BBISBICHHBIX HA BCEX
aTarnax oopalleHus JIeKapCTBEHHBIX MpenapaToB B Poccuiickoit denepanuu u Apyrux

rocyaapcTBax.

4. lepkatenu  WIM  BJIAJETbIBl  PETUCTPALMOHHBIX  YIAOCTOBEPEHUI
JIEKapCTBEHHBIX MPENApaTroB, HOPUAMYECKHE JMIA, HAa WM KOTOPBIX BbIJAHbI
pas3pelieHns Ha NPOBEICHNUE KIMHUYECKUX uccieqoBanui B Poccuiickon @enepanuu,
aM00 YMOJHOMOYEHHBIE MMM APYTUe IOPUAMYECKHE JIMIAa B paMKax oOecreueHus
0€30MacHOCTH  JIGKApCTBEHHBIX  MpenapaToB B  TOPSJKE, YCTAaHOBJIECHHOM
COOTBETCTBYIOIIMM YIOTHOMOYEHHBIM (pefepaqbHbIM OPTaHOM HCIIOJHUTEIHHOM
BJIACTH, OOS3aHBI OCYIIECTBIIATH MPHEM, Y4eT, 0OpaOOTKy, aHadu3 U XpaHEHUE
MOCTYMAIOMIUX B UX aJpec OT CYOBEKTOB OOpaIeHUsl JIEKAPCTBEHHBIX CPEICTB U
OpPraHoOB TOCYJIapCTBEHHOM BJIACTH COOOIICHUH O TMOOOYHBIX JICHCTBUSX,
HEXEJATEIbHbIX PEaKUUsX, CEPbE3HBIX HEXKEIATEIbHbIX M HENPEIBUIACHHBIX
HEXeJIaTeIbHBIX pPEaKlMsIX TpU MPUMEHEHUU JIEKAPCTBEHHBIX MpernaparoB, 00
OCOOCHHOCTSIX MX B3aUMOJICUCTBUSL C JIPYTMMH JIEKAapCTBEHHBIMHU IIperapaTaMu,
WH/IMBUTyaJIbHOM HEMEePEHOCUMOCTH, a Takke 00 MHBIX (paKTax U 0OCTOSATENbCTBAX,
MPEICTABIAIOMINX YIPO3y KU3HHU WIH 30POBBIO YelloBeKa JHOO >KUBOTHOTO WIIU
BIIMSIIOIIMX HAa U3MEHEHWE OTHOLICHHS OKUIAAEMOW IOJIb3bl K BO3MOKHOMY PHUCKY

IMPUMCHCHH JICKAPCTBCHHLIX ITPCIIAPATOB.



5. IIpu BhIsIBIEHUHU UHPOPMAIIUU O CEPHE3HBIX HEKEIATCIbHBIX PEAKIUAX U
HEIPEJBUJICHHBIX HEXKENATeNIbHBIX PEaKUUsIX MPU NPUMEHEHUM JIEKAPCTBEHHBIX
npenapaTtoB, 00 OCOOCHHOCTSIX HUX B3aUMOJCHCTBUSI C APYTMMH JIEKAPCTBEHHBIMU
npenapaTaMy, WHIWBHAYaJbHONH HEMEPEHOCHMOCTH, a Takke 00 HMHBIX (aKTax H
00CTOSTEIBLCTBAX, BIUAIONIMX Ha H3MEHCHHE OTHOIICHHUS OKHIAECMOM IOJB3BI K
BO3MOXXHOMY PHUCKY IMPUMEHEHUS JIEKAPCTBEHHBIX MpenapaToB, IEpPKATEeIU WU
BIIQJICIIBIIBI  PETUCTPAIIMOHHBIX  YJIOCTOBEPEHUN JICKAPCTBEHHBIX IPENApaToB,
IOpUJIMYECKUE JIMIa, Ha HWMS KOTOPBIX BBIJIAaHBI Ppa3pelIeHUs] Ha MPOBEICHUE
KJIIMHUYECKUX uccienoBaHuii B Poccuiickoit ®enepanuu, Iu00 YMOJTHOMOYECHHbBIC
UMU JpYyTue IOpUJIMYECKUE JIMIa O0s3aHbl MPUHITH MEPHI, HAIMpaBJICHHbIC Ha
YCTPAHEHUE HETAaTUBHBIX IIOCIAEACTBUN TNMPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
MpENnapaToB, NPEayNPEXKICHUE TPUUNHEHUS BPEAa KU3HU WIH 3I0POBbIO UETIOBEKA
100 JKUBOTHOTO, 3aITUTY UX OT MPUMEHECHHS TaKUX JIEKAPCTBEHHBIX MPEMapaToB, HA
JOTIOJTHUTENbHBIA cOOp JaHHBIX 00 53(PQEeKTUBHOCTH U OE30MACHOCTU TaKHX

JIEKapCTBEHHBIX MPENapaToB.

6. 3a HECoOOIIeHNE WM COKPBITHE HH(POPMAIIUU, TPETYCMOTPEHHOHN YacThio 3
HACTOSIIIEN CTaThU, NEP/KATENU WIIM BIAJEIbLBI PETUCTPALMOHHBIX YAOCTOBEPEHUN
JIEKapCTBEHHBIX MPENApaTroB, HOPUANYECKHE JMIA, HA WM KOTOPBIX BBIJAHBI
pas3pelieHns Ha IPOBEICHNUE KIMHUYECKUX ucciieqoBanu B Poccuiickon ®@enepanuu,
MO0 YIOJTHOMOYEHHBIE UMHU JIPYTHUE FOPUIUYCCKUE JIMIA, a TAKXKE JTOKHOCTHBIC
JUIa, KOTOPBIM 3Ta MH(OpMaIMs CcTajla U3BECTHA MO POy UX MPodecCHOHATBHOM
JEATENBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickon ®@enepanum.

7. 1lpy  momyyeHMH  YHNOJHOMOYEHHBIM denepaabHBIM OpraHoM
UCTIOJIHUTENILHOM BIACTM B paMKax OCYIIECTBIEHUS UM (hapmakoHaa3opa
J0Ka3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO TIperapara yCTaHOBJIEHHBIM
TpeOOBaHUSAM WIH TPU TOJYyYCHUH HWHPOPMAIMM O HECOOTBETCTBHM JaHHBIX 00
3pdeKTUBHOCTM W O O€30MacCHOCTH JIEKApCTBEHHOrO IIpernapaTa JaHHBIM O
JEKapCTBEHHOM IIperapare, COAEpKalUMCs B MHCTPYKIUH MO0 €r0 IPUMEHEHUIO (B
TOM YHCJE BBISBICHHBIX B XOJI¢ OCYIIECTBICHHSA (hapMaKoHAA30pa KOHTPOIHHO-
HaJI30pHBIMU OpTaHaMU HHOCTPAHHBIX FOCYIapPCTB), YIIOJTHOMOYEHHBIN (eiepaabHbIi
OpraH HCIIOJHHUTEIBHON BIACTH B YCTAHOBJIEHHOM MM TMOPSAKE pPaccMaTpUBacT

BOIIPOC O MPHUOCTAHOBJIICHUU ITPUMCHCHUA TAKOT'O JICKAPCTBCHHOI'O ITpCIIapara.



(Cratps B penakiun denepanpaoro 3akoHa oT 22.12.2014 No 429-D3)

Cratbs 65. [IprocTaHoB/IeHe TPUMEHEHUS JIEKAPCTBEHHOI 0 Mpenapara

1. llpu monyuenun wuHOOPMAIIMM O HEXKETATENBHBIX PEAKIUAX TpHU
NPUMEHEHHH JIEKAPCTBEHHOTO Mpenapara, HE YKa3aHHbIX B HWHCTPYKIMHU 10
NPUMEHEHHIO JIEKaPCTBEHHOTO Mpenapara, CEphe3HbIX HEXKENATENbHbBIX PEaKLusix, 00
OCOOEHHOCTSIX €ro B3auMOJEHUCTBHUS C JAPYTMMHU JIEKAPCTBEHHBIMU IIperapaTaMu,
KOTOpBbIE MOTYT NPEICTABIATH Yrpo3y SKU3HM WM 3I0POBBIO dYelOBEKa JIMOO
KUBOTHOTO, a TaKXe O HECOOTBETCTBUM HaHHBIX 00 3P EKTUBHOCTH U O
0€30IacHOCTH JICKapCTBEHHOTO Mperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
COACPKAIIMMCS B MHCTPYKUHH IO €ro MNpPHUMEHEHHWIO, B TOM YHCIE OT
YHOJHOMOYEHHBIX ~ OpPraHOB  HMHOCTPAHHBIX  TOCYJapcTB, OOMEH  KOTOpOH
OCYILECTBIISIETCS. B COOTBETCTBUU C COTJIALICHUSAMH MEXKIY YIIOJIHOMOYEHHBIM
denepanbHbBIM OPraHOM HCHOJHUTENBHOW BIACTU M YHOJHOMOUYEHHBIMU OpPraHAMHU
MHOCTPAHHBIX TOCYIapCTB, YIIOJIHOMOYEHHBIN (eiepalibHbIM OpraH UCIIOTHUTEILHOM
BJIACTH PAcCMaTPUBAET BOINPOC O BO3MOYKHOCTH IPUOCTAHOBIIEHUS OOpalleHUs
TaKoOro JIEKapCTBEHHOI'O MpernapaTta B MOPSAJIKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM

dbenepaabHBIM OpPraHOM HCITOTHUTEILHOMN BIACTH.

2. Ilpy HEeMCHOJHEHMM WM HEHAJUIeXkKAllleM HCIOJHEHHM JepKaTeNIsIMU WU
BIAJC/IBLIIAMA PETUCTPALMOHHBIX YAOCTOBEPCHUHN JIEKAPCTBEHHBIX IIPENApaTOB,
IOPUANYECKUMU JIMLAMH, Ha MMs KOTOPBIX BBIIAHBI Pa3pellEHUs Ha IMPOBEACHUE
KJIIMHUYECKUX HccienoBanuii B Pocculickoit dexepanuu, UM yIOJIHOMOYEHHBIMU
UMH APYTUMU IOPUAMUYECKUMU JUIIAMU 00513aHHOCTEHN, YCTaHOBJIEHHBIX YacTsIMU 3 U
4 crarbu 64 Hacrosimero denepanbHOro 3aKoHa, TUOO B CIy4asx MPEICTaBICHUS
COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (PEIE€pPAIIbHBIM OpPraHOM HCIOJHUTEIBHOM
BJIACTH 3AKJIFOYCHUS O HEJOCTOBEPHOCTH PE3YJIBTATOB KIMHUYECKOIO UCCIIEIOBAHMUS
JICKapCTBEHHOTO IIpenapara i MEAULIMHCKOTO IPUMEHEHUS, KOTOPOE OCHOBAHO Ha
pe3yapTarax IIPOBEPKM MEIULIMHCKOM OpraHM3alvy, IIPOBOAMBIICH YKa3aHHOE
KJIIMHUYECKOE MCCIIEIOBAHUE C HAPYLICHUEM IPABUI HAJJIEKALIEH KIMHUYECKOU
IPAaKTUKH, U MPUBEJIO K MOJTYYEHHIO HEJAOCTOBEPHBIX Pe3yJbTaToOB, JUOO B Cilydae

HCBBLIIIOJHCHHUA  NPCAINMCAaHus, BbIAAHHOI'O  YIIOJHOMOYCHHBIM (be):[epaJ'ILHBIM



Oopranom HCIIOJIHUTEILHON BIIACTH 110 HTOraM OCYIICCTBJICHUS BLI60pO‘IHOI‘O
KOHTPOJIAI Ka4YCCTBaA JICKAPCTBCHHOTO IIperiapara, YHOHHOMOLIGHHHﬁ q)eﬂepaﬂbHHfI
opran HCITIOJTHUTEILHOM BJIAacTH B YCTAHOBJICHHOM HM TIOPSAAKC pPaCcCMaTpHUBACT

BOIIPOC O MPHUOCTAHOBJIICHUHU ITPUMCHCHHUA TAKOT'O JICKAPCTBCHHOI'O ITpCIIapara.

3. YronHOMOUYeHHbIN (elepalibHbI OpraH HWCIOJHUTENBHOM BIACTH MPH
IIPEACTABICHUHA €MY CBEJICHUI O HECOOTBETCTBUHU ITPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeCTB TPEOOBAHUAM IIPaBUII HAIIEKAILEH TPOU3BOACTBEHHON MPAKTUKYU U (WIN) O
HapyLIEHUU JIMIEH3UOHHBIX TpeOOBaHUN, KOTOpbIE OBLIM BBISBIEHBI B XOJE
MIPOBEICHUSI WHCIIEKTUPOBAHUSA MPOU3BOAMUTENSA JIEKAPCTBEHHBIX CPEICTB WM
OCYIIECTBJICHUS JHUIICH3UOHHOTO KOHTPOJS B cdepe MPOU3BOJCTBA JICKAPCTBEHHBIX
CPEICTB W TMPHUBEIM WIA MOTYT NPUBECTH K IIPOU3BOACTBY JIEKAPCTBEHHBIX
npenaparoB JUisi MEAMIMHCKOTO MNPUMEHEHUS, NPUYMHUBIIMX WIM CIOCOOHBIX
IIPUYMHUTL BpEN KU3HUM WM 3J0POBBI0 TIpa)XJaH, pPAacCMAaTpPUBAET BOIPOC O
IIPUOCTAHOBJICHUN IIPUMEHEHHUs JIEKAPCTBEHHBIX IIPENapaToB Il MEIULIMHCKOIO

IMPUMCHCHHS B YCTAHOBJICHHOM UM IHOPSAAKEC B CIACAYIOIUX CIIydasaX:

1) coctaB u (WJIKM) TEXHOJIOTHS ITPOU3BOJICTBA JICKAPCTBCHHOTO TpenapaTa s
MEIUIITHCKOTO MPUMEHEHHUS (C ONMHCAHHEeM CTaJHil MPOU3BOJACTBA) OTIUYAIOTCS OT

3asIBJICHHBIX B PCTUCTPATNOHHOM JOCHC,

2) nexapCcTBEHHBIN NpenapaT I MEAUIIMHCKOTO TIPUMEHEHUS IPOU3BE/ICH Ha

ITPOU3BOACTBEHHOM IUIOMIAJIKE, HE YKA3aHHOM B PETUCTPALMOHHOM JIOChHE;

3) y MpOW3BOAMTEINSI JICKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTBI,
MIOATBEPKIAIOIINAE COOTBETCTBHME KAadecTBa JIEKAPCTBEHHOIO Mpenapara s
MEIUIMHCKOTO MPUMEHEHHUs, BBOJMMOIO B TpaXIaHCKUW 000pOT, TpeOOBaHUM,

YCTAHOBJICHHBIM IIPU €r0 r'OCY1apCTBEHHOM pEerucTpaLny;

4) npou3BOJUTE]IEM  JIGKAPCTBEHHBIX  CPEICTB B COIVIACOBAaHHBIA ¢
COOTBETCTBYIOIIMM YTIOJTHOMOYEHHBIM (efepaqbHbIM OpPraHOM HCIIOJIHUTEIHHOM
BJACTH CPOK HE YCTpaHEHbl HapylIeHUs TpeOOBaHUN MpaBUII HaAJIEekKaIIeH
IIPOM3BOJICTBEHHON MPAKTUKHU U (WJIK) JHULEH3MOHHBIX TpeOOBaHUM, KOTOpPbIE ObUIH
BBISIBIICHBI B XOJI€ MPOBEJICHUS] MHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB WJIHM OCYIIECTBIICHUS JHMIIEH3MOHHOTO KOHTPOJs B cepe MpoU3BOACTBA

JCKAPpCTBCHHLIX CPCACTB W TPUBCIN HWJIX MOT'YT IIPHUBECTH K IIPOU3BOJACTBY



JICKAPCTBCHHLIX IIPCIIapaToB AJIs1 MCAWINMWHCKOI'O IMPUMCHCHHA, IPUINHUBIINX HIIN

CHOCOOHBIX MPUYUHUTD BpPEJ )KU3HU WIN 3I0POBBIO I'PaK/IaH.
(Uacts BBeaeHa - Oeaepanbubiii 3akoH oT 04.06.2018 Ne 140-D3)

4. YIonHOMOYEHHBIH (enepanbHblii OpraH MCIOJIHUTENIBHON BIACTU MPHU
HaJU4YUU y HEro CBEJCHUH O HECOOTBETCTBUU IPOU3BOAUTENS JIEKAPCTBEHHBIX
CpeCTB TPEOOBAHUAM IIPaBUII HAIIEKAILEH TPOU3BOACTBEHHOM MPAKTUKHU U (WIH) O
HapyUICHUU JUIICH3MOHHBIX TpeOOBaHMN, KOTOpbIE OBLIM BBHIIBICHBI B XOJE
MPOBEJAECHUS WHCIEKTUPOBAHUS TPOU3BOJIUTENSL JIEKAPCTBEHHBIX CPEJACTB WIIU
OCYIIECTBJICHUS JUIICH3UOHHOTO KOHTPOJS B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB W TMPHUBEIM WIA MOTYT NPHUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX
npenapaTtoB s BETEPUHAPHOIO MPUMEHEHUS, MPUYUHUBLIUX WU CIOCOOHBIX
NPUYMHUATD BpPEI JKU3HU WM 300POBBIO KMUBOTHBIX, PACCMATPUBAET BOINPOC O
IPUOCTAHOBJICHUM pealu3aluyd U MPUMEHEHUs JIEKapCTBEHHBIX IpEnapaToB JUisl

BCTCPUHAPHOI'0 IPUMCHCHHA B YCTAHOBJICHHOM UM HOPAAKE B CIICAYIOMUX CIIydadaX:

1) coctaB u (MJIHM) TEXHOJIOTHUS MTPOU3BOJICTBA JCKAPCTBCHHOTO Tpenapara s
BETEPUHAPHOIO NMPUMEHEHHU (C OMUCAaHUEM CTaAMM MPOU3BOJICTBA) OTIUYAIOTCA OT

3asIBJICHHBIX B PCTUCTPATNOHHOM JOCHC,

2) NeKapCTBEHHBIN Mpemnapar Ui BETEpUHAPHOTO MPUMEHEHHS TPOU3BE/ICH Ha

IIPOU3BOACTBEHHOM IUIOMIAJIKE, HE YKA3aHHOM B PETUCTPALMOHHOM JIOCHE;

3) y MNpOW3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMCHTBI,
MOATBEPKAAOIIME COOTBETCTBHE KaudecTBa JIEKAPCTBEHHOrO IIpenapara Juis
BETEPUHAPHOIO MPUMEHEHUS, BBOJUMOrO B TPa)XJTaHCKUH OOOpOT, TpeOOBaHUSM,

YCTAHOBJICHHBIM IIPU €r0 I'OCY1apCTBEHHOM pEerucTpaLny;

4) npou3BOIUTE]IEM  JIGKAPCTBCHHBIX  CPEICTB B COIVIACOBAHHBIA ¢
COOTBETCTBYIOIIUM YTIOJTHOMOYEHHBIM (eAepaqbHbIM OpPraHOM HCIIOJIHUTEIHHOM
BJACTM CpPOK HE YCTpaHEHbl HapylIeHUs TpeOOBaHUN MpPaBUII HaJIEekKaIIeH
IPOM3BOJICTBEHHON MPAKTUKU U (WJIM) JHULEH3MOHHBIX TPeOOBaHUM, KOTOpPbIE ObUIH
BBISIBJICHBI B XOJI¢ TIPOBENICHUS WHCIEKTUPOBAHUS MPOU3BOJUTENS JICKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBJIEHUS JHMIIEH3MOHHOTO KOHTPOJIA B cepe MpOou3BOJACTBA
JIEKapCTBEHHBIX CPEJACTB M TMPUBEIU WJIA MOTYT TPHUBECTH K TPOU3BOJICTBY
JIEKapCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHUS, MPUUUMHUBIINX WU

CHOCOOHBIX INPUYXMHHATDL BPC ) KU3HU UJIIN 310POBbIO )KUBOTHBIX.



(Hactr BBeneHa - DeaepanbHbiil 3akoH oT 04.06.2018 Ne 140-D3)

5.B cnydae  HempeAcTaBieHHMs ~— JAepKaTelieM ~— WIW  BIAJCNbLIEM
PETUCTPALMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOTO npemnapara (nm
YHOOJHOMOYEHHBIM WM JPYTUM IOPUIWYECKUM JIMIIOM) B  YIOJHOMOYECHHBIN
dbenepanbHBIi  OpraH HWCIOJHUTEIRHONW BJIACTH JIOKYMEHTOB (CBEACHUH B
JOKyMEHTaX), HEOOXOAUMBIX ISl MPOBEACHUSI KOMHCCHEN AKCIEPTOB SKCIEPTHOTO
YUPEKIAEHUS IKCIEPTU3BI PETUCTPALMOHHOIO J0ChE HA JIEKAPCTBEHHBIN Mpenapar B
LENAX OINpEIENICHUs] B3aMMO3aMEHSEMOCTH JIEKapCTBEHHOTO Ipemnapara IS
MEIUITTHCKOTO MMPUMEHEHUS, JTHOO0 B Clydae MPeACTaBICHUs JOKYMEHTOB (CBEIECHUM
B JJOKYMEHTAaxX) B HETOJHOM 00beMe, MPEACTABICHUS JOKYMEHTOB, HE COJEPIKAIINX
UCYEPIIBIBAIONICTO TIEPEeUHs HEOOXOIUWMBIX CBEJACHUHM, WM MPEACTABICHUS
HEJIOCTOBEPHBIX CBEACHUM, a TaKXe B Cllyda€ HENPEICTABICHUS 3asBICHUSA,
ykazanHoro B uyactu 1° crarem 30 Hacrosmiero  DefepansbHOrO  3aKOHa,
YIOJIHOMOYEHHBIN (pefepalibHbId OpraH HMCIOJIHUTEIBHON BIIACTH paccMaTpPUBAET
BOIPOC O TMPUOCTAHOBJIEHUH HA CPOK WIECTh MECSLEB NPUMEHEHUS JAHHOTO
JIEKApCTBEHHOTO TMpernapara [Jjs MEIULIMHCKOro npuMmeHeHusd. (Hacte BBeaeHa -
®denepanbHbiid 3akoH OT 27.12.2019 No 475-D3, Bctymaer B cunmy ¢ 1 saBaps 2023
roja)

6. B cmydae, ecnum gep)kaTelieM WM BIAJENbLIEM PErHCTPAIMOHHOTO
YAOCTOBEPEHMSI JIEKAPCTBEHHOT'O MpernapaTa JUisi MEIULUHCKOrO0 MPUMEHEHUs (WU
YIOJIHOMOYEHHBIM UM JIPYTUM IOPUIMYECKUM JIMIIOM) B TEYEHHUE IIECTH MECSIEB CO
JTHS TIPUOCTAHOBJIEHUS IPUMEHEHUS JIEKAPCTBEHHOIO Tpenapara il MEIULIMHCKOTO
NPUMEHEHUS HE TIPEJACTABICHBl B YIOJIHOMOYEHHBIM (enepanbHblii  OpraH
UCIIOJIHUTEILHOM BJIACTU JIOKYMEHTHI (CBEIEHUS B IOKYMEHTaX), HEOOXOIUMBIE IS
IIPOBEICHUS KOMMCCHUEW OKCIEPTOB JKCIEPTHOTO YUYPEKICHUS OKCIIEPTU3bI
PErUCTPallMOHHOTO JIOChE€ Ha JIEKAPCTBEHHBIM Mpenapar B LEJSIX ONPEIEIICHHUs
B3aMMO3aMEHSAEMOCTH JIEKAPCTBEHHOIO Iperapara il MEAULIUHCKOTO IIPUMEHEHUS,
a TaKKe B CIIyvae, eCJIU He NPEJCTABIEHO 3asBeHHE, yKa3aHHOe B yacTu 1° crateu 30
HacTtosimero defepanbHOTO 3aKOHA, YIMOJHOMOYEHHBINM (eaepanbHbli  OopraH
UCTIOJIHUTEIPHOM BJIACTH TPUHUMAET pelIeHHe 00 OTMEHE TOCYIapCTBEHHOM
perucTpanuy JAaHHOTO JIEKAPCTBEHHOIO IIpenapara U O €ro MUCKIOYECHUU U3

rOCyJapCTBEHHOTO  peecTpa  JIeKapCTBEHHbIX  cpenacts. (HacTe  BBegeHa -



®enepanpubiii 3ak0H 0T 27.12.2019 No 475-D3, BcTymaet B cuiy ¢ 1 siuBaps 2023

rojia)

(Crates B penakiuu denepanbaoro 3akoHa oT 22.12.2014 No 429-D3)

Cratb 66. Undopmanus o pe3yjabTarax apmakoHnaazopa

Y1oJHOMOYEHHBIN  (efepalbHblii  OpraH  HUCIOJHUTEIBLHOW  BIIACTH,
OCYIIECTBISIONINI (papmMakoHam30p, MO €ro pe3yibTaTaM pa3MellaeT Ha CBOEM
obunHraIbHOM caiite B ceTu "MuTepHeT" mHbOpMAITHIO O:

1) BBIABICHHH HOBBIX IOATBEPIKACHHBIX MAHHBIX O MOOOYHBIX IEHCTBHUSAX,
HE)KEJIATENbHBIX PEAKIMAX, CEPhE3HBIX HEXKENATEIbHBIX PEAKIUAX, HEMIPEABUICHHBIX
HE)KEJIATENBHBIX PEAKIUAX MPU NPUMEHEHHUH JIEKAPCTBEHHOrO IpenapaTra, B TOM
YUCJIE BIHSIOIMIMX HA OTHOIIEHWE OKHUIAEMOM IOJb3bl K BO3MOYKHOMY PHCKY
MPUMEHEHUS JaHHOTO JIEKAPCTBEHHOTO Iperapara;

2) IPUHATBIX PEUICHUAX O BHECCHHMM HW3MCHCHHW B HMHCTPYKIMIO TI0
IIPUMEHEHHIO JIEKapCTBEHHOrO0 IIpenapara, O IPUOCTAHOBJICHUU MPUMEHEHUS
JIEKapCTBEHHOTO Tpenapara, 00 U3bSITHUH U3 00pallleHus JIEKapCTBEHHOIO MpernapaTa

WJIM 0 BO30OHOBJICHUHA MMPUMCHCHHU JICKAPCTBCHHOT'O IIpCIiapara.

(Cratps B pemakiuu denepanbHoro 3akoHa oT 27.12.2019 Ne 475-D3)

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenaparax. Cucrema
MOHUTOPHMHIA ABHKCHUS JIEKAPCTBEHHBIX NMPENapaToB AJsi

MEIUIHHCKOIO IIPUMEHCHUSA

(Hammenoanwue B penakinn @enepanbHoro 3akona ot 28.12.2017 Ne 425-D3)

Cratbs 67. UHdopMmanus 0 1ekapcTBeHHBIX Npenaparax. Cucrema
MOHHUTOPHHIA IBUKEHHUS JIEKAPCTBEHHBIX NPeNnapaToB 1JIA

MECAUIIHHCKOI'0 NIPUMEHCHUA

(Hammenoanwue B penakunu OenepanbHoro 3akona ot 28.12.2017 Ne 425-D3)



1. Uadopmanmst 0 JeKapCTBEHHBIX Mpernaparax, OTIyCKAeMBbIX 10 PEeNnTy Ha
JICKapCTBEHHBIN Mpenapar, J0JDKHA COIEPKaThCS TOJIBKO B CIEIUAIN3UPOBAHHBIX
U3JaHUAX, TPEeIHA3HAUYCHHBIX JIUISI MEIUIIMHCKHX, (apMaIleBTUIECKIX PaOOTHUKOB,
CICIMAITUCTOB B 001acTu BeTepuHapuu. MHpopMaIus o JeKapCTBEHHBIX Mpenaparax
JUIL  CIICIIMANIUCTOB B OOJNIACTH OOpAIIeHUs JIeKapCTBEHHBIX CPEICTB MOXKET
COZIEP’KAThCSI B MOHOTpadusX, CIPABOYHMKAX, HAYYHBIX CTaThsX, B JOKJIAagaxX Ha
KOHTpeccax, KOH(EpPeHIUsIX, CHUMIIO3UyMax, HAy4YHBIX COBETaX, a TakkKe B
UHCTPYKIUSAX TI0 TNPUMEHEHHIO JIEKapCTBEHHBIX TmpemapaToB. (B pemakimu
®enepanpHoro 3akoHa ot 02.08.2019 Ne 297-D3)

2. Uudopmarius o JeKapCTBEHHBIX Mpenaparax, OTIMyCKaeMbIX 0e3 perernra Ha
JICKapCTBEHHBIN MpernapaT, MOXKET COJepKaThCcsl B MyOIUKanusX U OOBABICHUIX
CpPEeICTB MaccoBOW MH(OpMAlLMU, CHEUUATU3UPOBAHHBIX U OOIIMUX MEYaTHBIX
U3JIAaHUSAX, WHCTPYKIMSAX MO NPUMEHEHHMIO JIEKapCTBEHHBIX MpENnapaToB, HHBIX
U3aHMIX CyObEKTOB OOpaIleHHs JICKaPCTBEHHBIX CPEACTB. PekaMHble MaTepHabl O
JIeKapCTBEHHOM IIpernapate, OTIyckaeMoM 0e3 pelierniTa Ha JIeKapCTBEHHBIN Mpenapar,

AOJIKHBI COOTBETCTBOBATH MHCTPYKIIHMHU 1O MPUMEHCHUIO JICKAPCTBECHHOTO IIPCIiaparTa.

3. lomyckaetrcsi  MCHOJB30BaHHE  JIIOOBIX ~ MaTEpHATbHBIX  HOCHUTEJEH,
NO3BOJISIIOLIMX ~ XpaHUTh, [epeAaBaTh W HCIOJIb30BaTh  HMHPOPMALUIO O

JICKaApCTBCHHLIX IIPCIIapaTax 0e3 ee MCKaKeHUS.

4. Ins uenedt maeHTHUPUKAMKA YMAKOBOK JIGKAPCTBEHHBIX MPEMapaToB IS
MEJIMITMHCKOTO MPUMEHEHUS MPOU3BOJIUTENM JIEKAPCTBEHHBIX CPEJICTB B IMOPSJIKE,
ycra"oBieHHOM [IpaButensctBoM Poccuiickon denepannu, HAHOCIT HA IEPBUYHYIO
YIAaKOBKY (B OTHOIICHHHM JIEKAPCTBEHHBIX TNpemapaToB Il MEIUIIMHCKOTO
MPUMEHEHHUS, JIJI1 KOTOPBIX HE MPEyCMOTPEHA BTOPUYHAs YIIAaKOBKA) U BTOPUUYHYIO
(mOTpeOUTEIBCKYI0) YIAKOBKY JICKAPCTBEHHBIX IPENapaToB Ui MEIMIIMHCKOTO
NPUMEHEHUS CPEICTBa HICHTU(DUKAIMK, 3a HCKIIOYCHHEM JIEKApCTBEHHBIX
npenapaToB Uil MEIUIMHCKOTO TPUMEHEHHUs, TMPOU3BOJUMBIX ISl TPOBEACHUS
KIMHUYECKUX  MCCIEJOBAHUM, OJKCHOpPTa, JIEKAPCTBEHHBIX MpenapaTroB s
MEJIMIIMHCKOTO TMPUMEHEHHMS, YKa3aHHbIX B 4HacTsAX 5 um 8 crarbu 13 HacTOsIIEro
denepalbHOTO 3aKOHA, paarodapMareBTUUECKUX JICKAapCTBEHHBIX IPENapaToB,
MUSBOK MEJIMIIMHCKUX U Ta30B MeIUIIMHCKUX. (YacTh BBelieHa - DeiepaibHbIi 3aKOH
ot 28.12.2017 Ne 425-D3)



5. XapaKTepUCTUKU CPEACTBA HUJEHTU(UKAIMHU, MOPATOK €ro HAaHECEHUs U
TpeOoBaHMsI K CTPyKType U (popmary uHpOpManuu, KOTOPYIO COIACPKHUT CPECTBO
uaeHTHpuKanmu, onpeaensrorcs [IpaBurensctBoM Poccuiickoit @enepanuu. (Hacth
BBecHa - DenepanbHbIil 3aK0H 0T 28.12.2017 Ne 425-D3)

6. [lopsnox co3maHusi, pa3BUTHs, BBOJA B OSKCIUTyaTallMIO, SKCIUTyaTalluud U
BBIBOJIAa M3 OKCIUIyaTallid CUCTEMbl MOHUTOPHHIA JIBU)KEHUS JIEKAPCTBEHHBIX
penapaToB Uil  MEIMIMHCKOIO IPUMEHEHHMs, NOpPSAOK  IPEJOCTaBICHUS
uH(pOpMaIK, CoIepKalllelcsd B CUCTEME MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX
MPENapaToB Uil MEIUIMHCKOTO TPUMEHEHUS, W TOPAJOK B3aWMOJECUCTBUSA
yKa3aHHOU CUCTEMBI C UHBIMU FOCYJIapCTBEHHBIMUA WH()OPMAIIMIOHHBIMU CUCTEMaMH U
UH(OOPMAIIMOHHBIMU ~ CUCTEMaMH  IOPUAMYECKMX JUI[ W  HWHJIUBUAYaIbHBIX
NpEeaNpUHUMATENIe, YyKa3aHHbIX B 4YacTax 7 u 10 Hacrodimiedl craThu,
ycraHaBiuBarorcst  [IpaBurensctBom  Poccuiickoit  ®enepaunu. Onepatopamu
CHUCTEMbl MOHUTOPUHIA JABUKEHHUSI JICKAPCTBEHHBIX IPENApaTOB Uil MEIAULIUHCKOTO
NPUMEHEHUsS! SBJSAIOTCS (efepalbHbI OpraH HCIOJHUTENbHON BIAcCTH U (UJIH)
opraHuzanus, ynoinoMmoueHnele [IpaBurensctBom Poccuiickoit @enepanuu. (Hactb
BBecHa - DenepanbHbIil 3aK0H 0T 28.12.2017 Ne 425-D3)

7. FOpunuueckue amua U VHJMBUAYAJIbHBIC peANPUHUMATENH,
OCYILECTBIISIIOIIME TNPOU3BOJACTBO, XpaHeHue, BBO3 B Poccuiickyro dPexneparnurto,
OTIYCK, pealu3aluio, Iepenady, NPUMEHEHUE M YHUYTOKEHHE JIEKAPCTBEHHBIX
MpenapaToB s MEAUITMHCKOTO IPUMEHEHHsI, 00€CTIEUNBAIOT B MOPSAKE M B COCTaRBE,
KoTopble ycTraHoBieHbl [IpaBurensctBoM Poccuiickoit denepannu ¢ y4yeToM BUIA
OCYIIECTBIISIEMON UMU JESATEIHHOCTH, BHECEHHE WH(GOPMAIMH O JIEKAPCTBEHHBIX
npenaparax il MEAULIUHCKOTO MPUMEHEHHUS B CUCTEMY MOHUTOPHUHIA JIBUKECHUS
JIEKapCTBEHHBIX MpenapaTroB JUisi MEAUIMHCKOro mnpumenenus. (Yactb BBejaeHa -
®denepanbHbIi 3aK0H OT 28.12.2017 No 425-D3)

7%, JlekapcTBeHHBIE ~ TIpemaparbl IS MEIMIMHCKOTO  IPUMEHEHHUS,
npeIHa3Ha4YeHHbIE JJ11 00eCTICUeHUS JIUII, OOJTBHBIX TeMOPUIHEH, MyKOBUCIIHIO30M,
runo@u3apHbIM HaHU3MOM, 00J1€3HBI0 I'owre, 3JIOKaYECTBEHHBIMU
HOBOOOpPa30BaHUSIMU JTUM(OUIHOM, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH,
paccessHHbIM CKJIEPO30M, JIUI[ IOCJI€ TPAHCIUIAHTALIMM OPraHOB M (MJIM) TKaHEW,

npousBeneHHbie 10 31 gexadps 2019 rona, a Takke UHBIE JIEKAPCTBEHHBIC TPENapaThl



JUI. MEIUIIMHCKOTO MPUMEHEHUs, npousBeaeHHbie 10 1 utong 2020 rona, noajexar
XpaHEHMIO, I[IEPEBO3KE, OTIYCKY, peaju3alluy, Iepenade, IPUMEHEHUI0 0e3
HAaHECEHUs CPEACTB HIACHTH(PHUKAIMM [0 UCTEUEHUS CpPOKa HUX TOAHOCTH.
[TpaButennctBO Poccuiickoit deneparuu BIpaBe yCTAaHOBUTH OCOOCHHOCTH BBOJA B
TpaKIAHCKUNM 000POT JIEKAPCTBEHHBIX MPENapaToB 7 MEAUITMHCKOTO TPUMEHEHUS,
npousBeAeHHbIX B nepuon ¢ 1 urons 2020 roga mo 1 oxtsaops 2020 roma. B menmsax
BBOJa B TpaXXJaHCKUIl 00OpOT JIEKapCTBEHHBbIE Mpemnaparbl AJii MEIUIMHCKOTO
IIPUMEHEHHS], 3a UCKIIFOUEHUEM JIEKAPCTBEHHBIX ITPENAPATOB, MPEAHA3HAYCHHBIX IS
oOecriedyeHusi JUI, OOJNBHBIX TreMO(pUINEH, MYKOBHCUHUIO30M, TUNO(U3aPHBIM
HaHU3MOM, 00JIe3HbIO [ o111e, 3110KaueCTBEHHBIMUA HOBOOOPA30BAHUSIMU JTUM(POUTHOM,
KPOBETBOPHOW U POJACTBEHHBIX UM TKaHEH, PAcCESHHBIM CKJIEPO30M, JIUI[ MOCIe
TpaHCIUIAHTAllUKd OpPraHoB W (WIM) TKaHEW, MPOU3BEIECHHbIE 3a IMpeaelaMu
tepputopun Poccuiickoit ®enepanum 10 1 oxtsa0pst 2020 roma, MOTYT OBITH BBE3CHBI
B Poccuiickyro @enepanuro 1o 1 suBapsa 2021 roga B mopsiake, yCTaHOBJICHHOM
[TpaButensctBoM Poccuiickoit deneparuu, 6€3 HaHECEHUS CPEACTB UICHTU(DUKAIIUY.
(Hacte BBenmena - @DepaepanbHblii 3akoH OT 28.11.2018 Ne 449-D3; B pemakuuu
denepanbHbIX 3aK0HOB OT 27.12.2019 Ne 462-D3, ot 13.07.2020 Ne 206-D3)

8. Opranuzaiusi ”HGOPMAIIMOHHOTO B3aUMOJICUCTBUS CUCTEMbl MOHHUTOPHHTA
JBUKECHUS JIEKAPCTBEHHBIX IPENAPATOB JUISI MEAUIIMHCKOTO NMPUMEHEHUSI C UHBIMU
rocyJapCTBEHHbIMU MH(MOPMALIMOHHBIMH CUCTEMAaMHU OOECIIEUMBAETCS B TOM UYHCIIE
IIOCPEICTBOM UH(PaACTPYKTYpBHI, oOecrieunBarolen MH(}OPMAaIMOHHO-
TEXHOJIOTUYECKOE B3aUMOJIEUCTBHE MH(OPMALIMOHHBIX CUCTEM, UCIOJb3YEMbIX JIs
NPEAOCTABICHUSI TOCYJAPCTBEHHBIX M MYHHUIUIAIBHBIX YCIYr M UCIOJIHEHUs
TOCYJapCTBEHHBIX M MYHHUIMMNAIBHBIX (YHKUUA B  JJIEKTPOHHOH  (opmMme.

(UacTts BBeneHa - @enepanbHblil 3akoH oT 28.12.2017 Ne 425-D3)

9. ObmenoctynHas uHMOpMaIKs, COAEpXKaIascsi B CHUCTEME MOHHTOPHUHIA
JBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB I MEAMIMHCKOTO  IPUMEHEHUS,
pa3Meiaercss B ”HGOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOH ceTu "UuTepHeT" (B TOM
yucie B ¢GopMe OTKPHITHIX JAHHBIX) B MOPAJKE, yCTaHOBIEHHOM [IpaBUTETHCTBOM
Poccniickon Oenepanuu. (Yactp BBEJICHA - denepanbHbIN 3aKOH
o1 28.12.2017 Ne 425-03)



10. [IpousBoauTenu JEKAPCTBEHHBIX CPEACTB MOIYYaAIOT COAEPIKAIIYIOCS B
CUCTEME MOHUTOPUHIA JBUYKEHUS JIEKAPCTBEHHBIX MPENapaToB JJs MEIULMHCKOTO
npUMeHeHus HMH(OPMALMI0O O CEepUsiX M MNapTUSAX JEKapCTBEHHBIX IPENapaTos,
MPOM3BOAUMBIX HMHU W HAXOMSIIUXCS B TpaxaaHckoM obopore B Poccuiickoit
®deneparuu,  0e3BosmesnHo.  (YacTh BBeleHA -  DenepalibHBIA  3aKOH
o1 28.12.2017 Ne 425-03)

11.3a mnpou3BOACTBO WM MPOJAXKY JIEKAPCTBEHHBIX IpEenaparoB MAJis
MEJMIMHCKOTO TpPHUMEHEHUsT 0e3 HaHEeCEeHUs CpelICTB HWIACHTHU(PHUKAIMH, C
HapyIIEHUEM YCTaHOBJICHHOTO MOPSIIKA MX HAHECEHUS, a TAK)KE 32 HECBOEBPEMEHHOE
BHECCHUE JAHHBIX B CHCTEMY MOHHTOPHHTA JBMKEHUS JICKAPCTBEHHBIX MpENapaToB
JUIST. MEUIIMHCKOTO MPUMEHEHMsI WM BHECEHHE B HEE HEJIOCTOBEPHBIX JaHHBIX
IOPUINYECKUE JIULA U UHAUBUAYaJIbHbIE IPEANPUHUMATENH, YKa3aHHbIE B 4acTAX 4 1
7 HacTOsIIEeN CTaTbU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOATEIHCTBOM

Poccuiickon Odenepanum. (Yactb BBEJICHA - ®denepalibHBIN 3aKOH
ot 28.12.2017 Ne 425-D3)

12. TlpaBurenscTBO Poccuiickoit deaepaiinu BlipaBe yCTaHOBUTH OCOOCHHOCTH
BHEAPEHUS CUCTEMBbl MOHHWTOPHUHIA JBW)KEHUS JIEKAPCTBEHHBIX NPENApPATOB IS
MEIMIMHCKOIO TPUMEHEHMs, BKIIOYas CPOKM €€ BHEAPEHUs, B OTHOLICHUU
JIEKAPCTBEHHBIX MPENapaTroB Uil MEIMIMHCKOIO IPUMEHEHHUs, BKIIIOYEHHBIX B
NEPEUYEHb >KM3HEHHO HEOOXOJMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
JIEKapCTBEHHBIX TPEMapaToB, MPEAHA3HAYCHHBIX JJIsI 00ECTICUCHUs JIHI], OOJBHBIX
remMopuiIne, MyKOBHUCIHI030M, THUMOPU3APHBIM HaHU3MOM, Oone3nbsto [ore,
3]I0KAYECTBEHHBIMU  HOBOOOpPa30BaHUSIMU  JUMGOUIAHOW, KPOBETBOPHOW U
POACTBEHHBIX WM TKAaHEW, PACCEAHHBIM CKJIEPO30M, JIMIL[ II0CJI€ TPAaHCILIAHTALUU
OpraHoB U (WJIM) TKaHEH, WHBIX JIEKAPCTBEHHBIX MPENapaToB ISl MEIULHUHCKOTO

npumeHeHus. (Yactp BBeaeHa - DenepanbHbiii 3aK0H oT 28.12.2017 No 425-D3)

I'naBa 141, Orpanuyenusi, HajJaraeMble Ha OPraHU3alUH,
OCYLIECTBJISIIOLIHE AeATEJIbHOCTD 110 00paLeHUI0

JIEKAPCTBCHHLIX CPEACTB

(I'nmaBa BBeneHa - deaepanbHblii 3akoH OT 25.11.2013 Ne 317-D3)



Cratbs 67'. Orpanuyenusi, HaJlaraeMble IPU OCYIECTBIEHUH

JEATCJIbHOCTH B C(])epe oﬁpameHnﬂ JEKApPCTBEHHLIX CPEACTB

1. Opranuzanuu, 3aHUMaroNIMecss pa3padOTKOW, MPOU3BOJICTBOM U (WIJIH)
peanu3anuell JIEKapCTBEHHBIX MpEnapaToB Uil MEIULHUHCKOTO TNPUMEHEHHS,
OpraHM3aluy, o0IagaronIie MpaBaMu Ha UCIOJIB30BaHUE TOPrOBOTO HAUMEHOBAHUS
JIEKapCTBEHHOTO TpernapaTa JJisi MeTUIIMHCKOTO IPUMEHEHHsI, OpraHN3allii ONTOBOU
TOPTOBIM  JIEKAPCTBEHHBIMH  CPEJACTBAMH,  AaNTeUHbIE  OpraHu3anmuu  (UX
NPEICTaBUTENN, UHbIE (PU3NYECKUE U IOPUIUUYECKUE JHIA, OCYIIECTBISIONINE CBOIO
JEeSTENHHOCTD OT UMEHHU 3TUX OpraHU3alliii) B OTHOIIIEHUH MEIUIIMHCKUX PaOOTHUKOB

Y PYKOBOAMUTENEH MEAUIMHCKUX OpraHU3aliil He BIIPaBe:

1) Bpy4aTh TOJApPKH, BBIIUIAYUBATH JICHEXKHBIC CPEICTBA (32 MCKIIOYCHHEM
BO3HArpaXJICHUM M0 JOTOBOpaM IIPM NPOBEACHHM KIMHUYECKUX WCCIEA0OBAHUMN
JIEKapCTBEHHBIX MpPENapaToB Uil MEIULMHCKOTO IIPUMEHEHHs, BO3HATPAKICHUU,
CBSI3aHHBIX C OCYIIECTBICHUEM MEAUIIMHCKUM PAOOTHUKOM IEIaroTHYecKoil 1 (1in)
HAy4YHOH JESATENbHOCTH), B TOM YHUCJE OIJIAYMBATh Pa3BJICUEHUs, OTHABIX, MPOE3] K
MECTY OTIbIXA, a TAK)KE IPHUBJIEKATh K YYACTUIO B PA3BJIEKATEIbHBIX MEPOIIPUATHSAX,

IMPOBOAMNMBIX 3a CHCT CBOUX CPCICTB,

2) 3aKJII0YaTh COIVIANICHUS O Ha3HAYCHUH WM PEKOMEHIAIMH MalliCHTaM
JIEKApCTBEHHBIX MpenapaToB sl MEAUIMHCKOrO MPUMEHEHHS (32 UCKIIOUYCHUEM
JIOTOBOPOB O MPOBEACHUU KIMHUYECKUX UCCIENOBAHUN JIEKAPCTBEHHBIX MPENAPATOB

JUIST METUITMHCKOTO TIPUMEHEHMS );

3) npeaocTaBIsATh 00pa3Ibl JICKAPCTBEHHBIX MPENapaToB JJI MEIUIIUHCKOTO
NPUMEHEHHS B IIEJISIX BPYyUCHHUS MallMeHTaM (32 CKIIFOUEHUEM CITy4YaeB, CBA3aHHBIX C
MPOBEJICHUEM KIMHUYECKUX UCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENapaTtoB s

MEIUIIMTHCKOTO TPUMEHEHUS);

4) mpeoCcTaBIATh HEIOCTOBEPHYIO W (MJIM) HEMOJHYI HWH(POpPMAIMIO O

JICKAPCTBCHHBLIX IIpCriaparax Ajd MCAUIIUHCKOIO IPUMCHCHU,

5) mocemarb uxX B paboyee Bpemsi Ha pabOUMX MeCTax, 3a HCKIIIOYCHHEM
CIIy4yaeB, CBSI3aHHBIX C MPOBEJACHUEM KIMHHUUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX

npermnaparos ajs1  MCAUOUHCKOIO  IIPUMCHCHMUA, C YydacTuemMm B IIOPAIKCE,



YCTAaHOBJICHHOM pYKOBOJMTENIEM MEIUIMHCKOM OpraHu3alud, B COOpaHUAX
MEJUIMHCKUX PAaOOTHUKOB U MHBIX MEPONPUATHUSAX, HANPABICHHBIX HA MOBBILIICHHUE
uX Mpo(hecCHoHaNbHOTO YPOBHS WM Ha MpeIocTaBlieHrne HH(popMaluu, CBI3aHHOM ¢

OCYIICCTBJIICHUCM MOHUTOPHUHI'A 0e301acHOCTH JEKapCTBCHHLIX IMPCIIapaTOB,

6) moOyxaaTh K  BBIMKMCHIBAHUIO  JICKAPCTBEHHBIX  MperapaToB s
MEIUIIMHCKOTO MPUMEHEHMsI Ha OJIaHKaX, COJEpKalluX HH(OpPMAILUI0 PEKIaMHOTO
XapakTepa, a TakK€ Ha PElEenTypHBIX OJIaHKaX, Ha KOTOPBIX 3apaHee HaredyaTaHo

HAaUMCHOBAHUC JICKAPCTBCHHOI'O IIperiapara IJIs1 MCAUIUHCKOTI'O IIPUMCHCHUA.

2. Opranuzaiuy, yka3aHHble B a03alie MepBOM 4acTu | HacTosIIEeH CTaThu, U UX
MPEICTaBUTENN B OTHOILICHUU (papMalleBTUYECKUX PAOOTHUKOB M PYKOBOJAUTEIEH

AIlITCYHBIX OpFaHI/ISaI_II/Iﬁ HC BIIpaBC:

1) Bpy4aTh TOJApKW, BHIIUIAYMBATH JCHEKHBIC CpPEJICTBA, B TOM YHCIC
OIIAYMBATh PA3BJIECYEHUS, OTJIBIX, IPOE3] K MECTY OTAbIXa, U IPUBJIICKATH K YYACTHIO

B PAa3BJICKATCIbHBLIX MCPOIIPUATHAX, IIPOBOAUMBIX 3a CYHCT CBOUX CPCACTB,

2) MPenoCTaByIsITh 00Pa3Ibl JIEKAPCTBEHHBIX MPENApaToB I MEIUIIUHCKOTO

IMPUMCHCHH: IJIAA BPYUCHUA HACCIICHUTO,

3) 3aKJII04YaTh CONIalICHUA O TMPCIJIOKCHHUU HACCJICHUIO OIIPCACICHHBIX

JICKAPCTBCHHLIX IPCIIapaToOB IJI1 MEAUITUHCKOI'O MIPUMCHCHM

4) mpeloCcTaBIATh HEIOCTOBEPHYIO W (MJIM) HEMOJHYH HHPOPMAIMIO O
JIEKapCTBEHHBIX TIperaparax s MEAUIUHCKOTO TPUMEHEHHUs, B TOM YHCIe
UMEIOIIMX OJJMHAKOBOE MEXTYHAPOIHOE HETIATCHTOBAHHOE HAUMEHOBAHUE.

(Cratps BBeneHa - denepanbublit 3akoH 0T 25.11.2013 Ne 317-D3)

Cratbs 672. TpeGoBaHUs K OPraHU3AIMH ¥ NPOBEAEHUI0 HAYYHbIX
MepONpUATHI, HHBIX MEPONIPUATHI, HATIPABJIECHHBIX HA
NoBbIlIeHHE NMPOGecCHOHAIBLHOI0 YPOBHSI MeIUIIUHCKUX
pa0OTHMKOB MJIM HA NpeJoCcTaB/ieHue HHPoOpMALHMH,
CBSI3AHHOM € OCyllecTBJIeHHEM MOHUTOPHHIA 0e30NaCHOCTH

JIEKAPCTBEHHBIX MPeNnapaTon



1.Ilpu npoBeaeHUMM  HAy4YHBIX MEPOINPUSATUH, HUHBIX  MEPONPUITHH,
HANpaBJICHHBIX HAa TMOBBINICHHE NPOPECCHOHANBHOIO YPOBHS MEIUIIUHCKUX
pabOTHUKOB WJIM HA MPEJOCTABICHUE CBSI3AHHOW C OCYIECTBJIEHHEM MOHUTOPHUHIA
0€30MacHOCTH  JIGKApPCTBEHHBIX  MpemapaToB  WH(OpMAIuu, OpraHu3yeMbIX
OpraHM3alMsaMH, yKa3aHHBIMH B a03are mepBoM uactv 1 craren 67! Hacrosiuero
®denepanbHOr0 3aKOHA, UX MPEACTABUTENAMH M (WiH) (UHAHCHUPYEMBIX 3a CYET
CPEACTB 3THX OpraHU3alMi M WX MPEACTABUTENIECH, 3alpeliaeTcsl MpensaTcTBOBATh
YYaCTHIO B YKa3aHHBIX MEPONPUATUAX UHBIX OpraHu3aluii, KOTOPbIE IPOU3BOAAT HIIH
pean3yIoT JIEKapCTBEHHBIE MpenapaTsl Jisl MEAULIMHCKOTO IPUMEHEHUS CO CXOKUM
MEXaHU3MOM (papMaKOJIOTHYECKOT 0 JEHCTBUSA, TMOO CO3/1aBaTh TUCKPUMUHAIIMOHHbIE

YCJIOBHA AJI OJHUX YYaCTHHUKOB IIO CPABHCHHIO C JPYTMMHU YHACTHUKAMH, @ UMCHHO:

1) mpenocTaBiIATh  Pa3UYHOE KOJUYECTBO BpPEMEHH JUISI BBICTYIUICHUH
YYaCTHUKOB, pa3JIM4YHbIE [0 pasMepy 3aHUMAEMOM IUIOIIAAW MecTa I
JEMOHCTpallMd  00pa3lioB  JIEKAPCTBEHHBIX MpEnapaTtoB Ui MEIUIIUHCKOTO
IIPUMEHEHHUS] WIM PEKJIAMHBIX MaTEpUajoOB O JEKAPCTBEHHBIX IIperaparax s
MEIMIMHCKOTO MTPUMEHEHHS HA SKCIIO3ULHUAX, CTEH/IAX, 32 UCKIIOUYCHUEM CIIy4YacB,
€CIM TAaKWE YCIOBUS 3aKpEIUICHbl B COMVIANIEHUSX OJTUX OpraHA3alui, uX
npeacTaBuTeNed 0 (PUHAHCHMPOBAHWU YKA3aHHBIX MEPONPUITHH U 0OYCIOBIICHBI

Pa3JIMIHBIMU 3aTpaTaMH YHaCTHUKOB Ha UX OPraHU3alulo,

2) yCTaHaBIHMBAThH pa3Mep B3HOCA JUIS YIaCTHUKOB MEPOTIPHATHH, YKa3aHHBIX B
ab3alie MepBOM HACTOSIILEH YacTH, MPEBBIAIONIUI CYMMY 3aTpaT Ha OpPTaHU3aLIUIO
yKa3aHHBIX MEpONPUATHI U BeAyHIHA K HEOOOCHOBAHHOMY OTPaHMUYEHUIO YHCia UX

Y4aCTHHUKOB.

2. Opranuszanyu, ykasaHHble B a03alie mepBoM 9acTu 1 cratbu 67! HacTosmero
denepalibHOTO 3aKO0HA, UX MPEICTABUTENH, OCYIIECTBISIONINE OpPraHU3aIuio U (UJIN)
dbuHaHCHPOBaHNE MEPONPUATHH, YKa3aHHBIX B 4acTU | HACTOSAIIECH CTaThU, 00S3aHBI
obOecrieuynBaTh JOCTYNl K WHGOpPMAIMK O JaTe, MECTE W BPEMEHHU IPOBEIACHHUS
YKa3aHHBIX  MEpONpPUSITUH, IUIaHaX, MporpaMMax IMPOBEACHUS  yKa3aHHBIX
MEPOIPUITUI U TEMAaX, TUIAHUPYEMBIX [IJII PACCMOTPEHHUS], COCTABE MX YUYACTHUKOB
MyTEM pa3MelIeHNs COOTBETCTBYIONIECH HH(POpMaIHK Ha CBOMX O(UIIMAIIBHBIX calTax
B cetn "MHTEpHET" HE MO3JHEE NBYX MECSIEB 0 Havala MPOBEAECHUS YKa3aHHBIX

MEPOIPUATHUH.



3. Uadopmarusi 0 mNpoBENEHUU MEPOIPHITHHA, YKa3aHHBIX B YacTH |
HACTOSIILIEW CTAaThbU, B CPOK, YCTAHOBJIEHHBIN YaCThIO 2 HACTOSIIEH CTaTbH, JOJIKHA
ObITh ~ HampaBieHa B  (enepalibHbIi  OpraH  HMCIOJIHHUTEIBHOW  BJIACTH,
OCYIIECTBIISIOUINH (PYHKIIMH IO KOHTPOJIIO U HAA30py B chepe 3ApaBoOOXpaHEeHUS, IS
MOCTIEAYIOUIEr0 pa3MelleHnss ee Ha O(UUUAIbHOM caidTe 3TOro opraHa B CETH
"Nntepuer".

(Cratns BBeneHa - denepanbublii 3akoH oT 25.11.2013 Ne 317-D3)

I'maBa 15. OTBeTCTBEHHOCTH 32 HAPYLIEHUE 3aKOHOAATE/IbCTBA
Poccuiickoiit @enepanuu npu o0pameHnu JeKapcTBEHHbIX
CPeACTB M BO3MellleHHe Bpeia, IPUYMHEHHOI0 310POBbI0
rpaxaaH BCAEACTBHE IPUMEHEHH JIeKapCTBEHHbIX

npenapaTron

Crarbs 68. OTBeTCTBEHHOCTH 32 HAPYIIIEHNE 3AaKOHOAATEIbCTBA
Poccuiickoit @enepauuu npu o0pameHny JeKapCcTBEeHHbIX
CpeacTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoit @enepanuu npu oOparieHun
JIEKapCTBEHHBIX CPEJICTB BJICUET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBUHU C

3aKoHOaTeNIbcTBOM Poccuiickort denepanuu. (B penaknmm denepanbHOro 3aKoHA
o1 22.12.2014 Ne 429-D3)

2. 3a HempeICTaBIIEHUE UM HECBOEBPEMEHHOE MpeIcTaBlIeHre HH(OpMaIUU 1
(W) TOKYMEHTOB JHOO TPEACTaBICHUE HEIOCTOBEPHBIX WHGOpMAMu U (WJIH)
JIOKyMEHTOB, TIPEIyCMOTpEHHBIX HacTosmuM denepanbHbIM 3aKOHOM, CYyOBEKTHI
oOparieHusi JeKapCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C
3akoHomaTenbcTBoM Poccuiickoit ®denepamuu. (Yacte BBenmeHa - denepaibHbIi

3akoH  oT 22.12.2014 N0 429-®3; B  pemakuuu  DenepanbHOoro - 3akoHa
ot 04.06.2018 Ne 140-D3)



Crartbs 69. Bo3memenune Bpeaa, NpUYMHEHHOI0 310POBbI0 IPAXKIAH

BCJICACTBUHE MPUMECHCHHUS JEKAPCTBCHHBIX IIPENIapaTroB

1. IlpousBoauTens JEKapCTBEHHOTO MpernapaTta o0sf3aH BO3MECTUTh Bpes,
NPUYMHEHHBIA 3J0pPOBBI0 TpPa)XJaH BCIEACTBUE IPUMEHEHHUS JIEKapCTBEHHOTO

nmpcermaparta, €CJim 10Ka3aHo, 4TO:

1) nekapCTBEHHBIN Mpemapar MPUMEHSUICS [0 Ha3HAYCHUIO B COOTBETCTBUU C
WHCTPYKLIHEN MO NPUMEHEHUWIO JIEKapCTBEHHOrO Mpenapara W MNPUYWHOW Bpena
SBWJICA BBOJl B TpPaXXAaHCKUW 00OpPOT HEAOOPOKAUYECTBEHHOI'O JIEKAPCTBEHHOTO

npenapara;

2) Bpell 3J0pPOBBIO TPUYUHEH BCJICICTBUE HEIOCTOBEPHON WH(GOpMAINH,
colepKallencss B HMHCTPYKIMH 10 IPUMEHEHHIO JIEKAPCTBEHHOIO Ipenapara,

U3JIaHHOM MPOU3BOIUTENEM JIEKAPCTBEHHOTO MIpernapara.

2. B ciyuae, eciiu Bpell 310pOBbIO IpakKIaH MPUIMHEH BCIIEACTBHE IIPUMEHEHHS
JIEKapCTBEHHOTO Tperapara, MpHIIEANIero B HErOHOCTh B pe3yJbTaTe HapyIICHUS
NpaBWJI  XpPaHCHHSI JICKAPCTBEHHBIX  CPEACTB, TMpPAaBWJI ONTOBOH  TOPrOBIIH
JICKApCTBEHHBIMH TIperiapaTaMu, IPaBWI OTIyCKa JIEKAPCTBEHHBIX IPENapaTos,
NIPaBHJI U3TOTOBJICHHUS M OTITyCKA JICKAPCTBEHHBIX MPENapaToB, BO3MEIICHUE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO opraHu3anuen OTITOBOM TOPTOBITU
JCKapCTBEHHBIMH  CPEJICTBAMHU, AaNTEYHOW OpraHu3alueil, WHINBUIAYATbHBIM
peanpUHUMaTENIeM, UMEIOLTUMH JIMIIEH3UI0 Ha (hapMaleBTUYECKYIO JEeSTebHOCTD
WIA JUIEH3UI0 Ha MEIUIUHCKYIO esTeNbHOCTh, MEIUIIMHCKOW OpraHu3aIuei,
UMEIOIIeH JIMIIEH3UI0 Ha (apMaleBTUIECKYIO ACATEIBHOCTh (€€ 000COOIEHHBIM
noapasaeneHueM (amOynaTopuert, (enpamepckuM U (QeabAIIepCKO-aKyIIePCKUM
NyHKTaMHU, IEHTpOM (OTAeneHneM) oOmeld BpaueOHON (CeMeMHON) NpaKTHUKH),
PaCTOJI0KEHHBIM B CETbCKOM HACEJIEHHOM ITYHKTE, B KOTOPOM OTCYTCTBYET anTeyHast
OpraHM3anus), AOMYCTUBIIUMHU TPOJAXY WIU OTIYCK TaKOTO JIEKAPCTBEHHOTO
npemnapara. (B penakiuun denepanpHoro 3akona ot 25.11.2013 Ne 317-D3)

3. Boamemienne Bpena, NPUYMHEHHOTO 370POBBIO TPAKIAH BCIEACTBHE
NPUMEHEHHS JICKAPCTBEHHBIX NPEenapaTtoB WM COBEPIIECHUS NPOTHUBOMNPABHBIX
NEeUCTBUN CcyObeKkTaMu OOpalleHHs] JIEKAPCTBEHHBIX CPEACTB, OCYILIECTBISETCS B

COOTBETCTBHM C 3aKOHOAaTenbcTBOM Poccurickon Penepanumu.



I'nmasa 16. 3akaounTeIbHBIE MOJ0KEHUA

Cratps 70. O npu3HAHUN YTPATUBIIMMEU CHITY OTAEJbHBIX
3aKOHOJATEJIbHBIX AKTOB (I0JIOKEHUI 3aKOHOAaTeIbLHBIX

akToB) Poccuiickoit @enepanuu

[Tpu3HaTh yTpaTUBIIMMU CUILY:

1) denepanphbiii 3akoH 0T 22 uioHa 1998 roma Ne 86-D3 "O mexkapCTBEHHBIX
cpeactBax" (CoOpanue 3akoHomaTenbcTBa Poccmiickort Deneparmu, 1998, Ne 26,
ct. 3006);

2) ®enepanbubiii  3akoH  oT 2 stuBapss 2000 roma  Ne 5-®3  "O BHeceHHH
U3MEeHEHUs U jnononHeHud B DenepanbHbiil 3ak0H "O JIEKapCTBEHHBIX CPEACTBaX"
(Cobpanue 3akonomarenberBa Poceuiickoit deneparym, 2000, Ne 2, ct. 126);

3) crateto 40 denepanmpHoro 3akona ot 10 suBaps 2003 roma Ne 15-03
"O BHECEHMH WM3MEHEHUN U JIONOJHEHUHW B HEKOTOPBIE 3aKOHOJATEJIbHBIE AKThI
Poccuiickoir @enepanuu B cBiI3u ¢ npuHatueM DexepanbHOro  3aKoHa
"O nuUeH3upOBaHUU OTAEJNBHBIX BHJIOB nesTeapHoCcTH" (Cobpanue
3akoHoaatenbeTBa Poceuiickoit deneparmm, 2003, Ne 2, ct. 167);

4) crateto 31 denepanbHoro 3akoHa ot 30 mrons 2003 roma  Ne 86-D3
"O BHECEHNH W3MEHEHUN W JONOJHEHUM B HEKOTOPBHIE 3aKOHOAATEJIbHBIE AKTHI
Poccuiickoit ~ @enepanuu, NpU3HAHUM  YTPATHUBIIMMHM  CUJy  OTIEJIBHBIX
3aKOHOAATENbHBIX aKTOB Poccuiickoin dexepanuu, MpPegOCTABICHUN OTIEIbHBIX
rapaHTUd COTPYJHUKAM OpPraHOB BHYTPEHHUX JI€JI, OPraHOB MO KOHTPOJIO 3a
000pOTOM HAPKOTUYECKHX CPEACTB M TMCUXOTPOMHBIX BEIIECTB U YMPa3IHIEMBIX
denepanbHbIX OPraHOB HAJIOIOBOM MOJMIIMM B CBSI3U C OCYLIECTBICHHEM MeEp IO
COBEPLICHCTBOBAHUIO roCyJ1apCTBEHHOTO yrpasiaeHus" (CoOpanue

3akoHoarenbcTBa Poccuiickoit deneparun, 2003, Ne 27, cr. 2700);

5) crateio 101 depepanproro 3akona ot 22 aBrycra 2004 roga Ne 122-D3
"O BHECEHMH W3MEHEHMI B 3akoHoAaTelbHbIe akThl Poccuiickoit ®enepanuu u

IIPU3HAHUM yTPATUBIIMMHU CUIIYy HEKOTOPBIX 3aKOHOJATENIBHBIX aKTOB Poccuickon



®denepanuu B CBA3M C MPUHATUEM (eepalIbHbIX 3aKOHOB "O BHECEHUU WU3MEHEHUH U
nornonHenut B DenmepanbHplii  3akoH  "OO 00MMX TPUHIMIIAX OpTraHU3alUN
3aKOHO/IAaTEIbHBIX (mpeacTaBUTEIHHBIX ) u UCTIOJTHUTEIbHBIX OpraHoB
rocyJapcTBeHHONW BiacTH cyOwekToB Poccuiickoit ®eneparuu” u "OO6 oOmmx
NPUHIMIAX OpTaHM3aIllid MECTHOTO camoympasiieHusi B Poccuiickoit denepanun’
(Cobpanue 3akonomarenbeTBa Poceuiickoit deneparmm, 2004, Ne 35, cr. 3607);

6) cratpio 28 denepanbHoro 3akona ot 18 gexadps 2006 roma Ne 231-D3
"O BBeneHUU B JeicTBUE yacTu yeTBepTod ['pakmanckoro konekca Poccuiickoit
®enepanun" (Cobpanne 3axkoHomaTenbcTBa Poccuiickoit deneparuu, 2006, Ne 52,
cT. 5497).

Cratbs 71. Beryniienue B cuily HacTosimero ®degepajbHOro 3aKoHa

1. Hacrosmuii @enepanbHblil 3aK0H BCTynaeT B cuity ¢ 1 centsiopst 2010 rona.

2. JlekapCTBEHHBIE CPEICTBA, 3aPETUCTPUPOBAHHBIC JIO THS BCTYIUICHUS B CUITY
Hacrosimero PenepanlbHOr0 3aKOHA, MOMJIEKAT BKIKOYEHUIO B TOCYJApPCTBEHHBIC
peecTphl JIEKAPCTBEHHBIX CPEACTB C BHECEHHMEM YyKa3aHHBIX B 4dacTu 1 crtatbu 33
Hacrosero deaepaabHOr0 3aKOHA CBEICHUM 00 ATUX JIEKAPCTBEHHBIX CPEACTBAxX 0e3
MPOXOXKACHUSI BHOBb MPOIEAYPhl TOCYAapCTBEHHON PETUCTPALUM JIEKAPCTBEHHBIX

penaparos.

3. locynapcTBenHast  perucrpaius — JIGKapCTBEHHBIX — MpemapaToB,  3a
UCKITIOUEHUEM JIEKApPCTBEHHBIX TMpENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHUS,
NPEICTAaBICHHBIX Ha YKa3aHHYI0 PETUCTpAlMI0 A0 JHS BCTYIUIGHHS B CHILY
HacTosiiero deneparbHOrO 3aKOHA, OCYIIECTBISIETCSI B COOTBETCTBUU C HACTOSIIIUM
denepanbHbIM 3aKOHOM Ha OCHOBAHHMHU JIOKYMEHTOB U JIAHHBIX, TIPEJCTABICHHBIX JI0
JTHS BCTYIUIGHHMsI B CcuiIy Hacrosimero ®enepanpHoro 3akoHa. (B pemakuuun
®enepanpHoro 3akoHa ot 11.10.2010 Ne 271-D3)

3. TocymapcTBeHHast ~ pErMCTpalusl  JIEKAPCTBEHHBIX — IIPEMAparoB  Juis
MEIMLIHUHCKOTO NMPUMEHEHNUS, MPEICTABICHHBIX HA TOCYJAPCTBEHHYIO PETHCTPALIUIO
JI0 THS BCTYIUIEHHUs B CUIIy Hacrosiero denepanbHOro 3aK0Ha, U rOCyAapCTBEHHAs

peructpanust JICKAPpCTBCHHLIX IIpCriaparoB OJIs1 MCIULHMHCKOTO IMPUMCHCHMUA,



IIPEACTABICHHBIX HA SKCIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB JI0 IHS BCTYIUICHUS B CUILY
HacTosiero denepasbHOr0 3aKOHA B LENSIX MX MOCIEAYIOLIEH TOCyIapCTBEHHOM
perucTpanuy, OCYILIECTBISIOTCA Ha OCHOBaHMM JOKYMEHTOB U JaHHBIX,
NpEACTaBICHHBIX JI0 JHS BCTYIUIEHUS B CUITy HacTosero @eaepalbHOro 3aKoHa, a
TaK)Xe€ 3asBJIEHUA O TOCYJapCTBEHHOM PErucTpaluu JIEKapCTBEHHOI'O Mpenapara,
IIPEJICTABICHHOT O MPOU3BOIUTEIIEM JIEKApCTBEHHBIX npenapaToB W
YIOJIHOMOYEHHBIM UM JIULIOM B COOTBETCTBHUH C HACTOSIIMM PenepanbHbIM 3aKOHOM
B YNOJHOMOYEHHBIM (penepanbHbld OpraH HCHOJHUTENbHOW BiacTu a0 1 mapra
2011 rona, 6e3 TpeboBaHus yIIaThl TOCYIaPCTBEHHOM MONIIIUHBI, TPEAYCMOTPEHHON
3aKOHOJATENHCTBOM Poccuiickoit @eneparnu o Haorax u coopax. (Hacts BBecHA -
®enepanpbiii 3ak0H 0T 11.10.2010 Ne 271-D3; B pemakiuu DeaepanbHOTO 3aKOHA
o1 29.11.2010 Ne 313-D3)

3% IoaTBepKAE€HHE  TOCYJAPCTBEHHOM  PETUCTPALMU  JIEKAPCTBEHHBIX
penapaToB AJIsi MEIUIUHCKOTO TPUMEHEHUS, IPECTABICHHBIX JJIs1 OATBEPKACHUS
rOCyJapCTBEHHOM pErucTpaluu 10 [JHA BCTYIUIEHHMS B CHIy HACTOSIIETO
denepanbHOTO 3aKOHA, ¥ MOATBEPXKICHUE TOCYIAPCTBEHHOW PETUCTPAINH
JIEKapCTBEHHBIX MPENapaToB JIsl MEAUIIMHCKOTO TPUMEHEHHS, MPEICTaBICHHBIX Ha
AKCTIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10 JHS BCTYIUIGHHS B CHIIY HACTOSIIETO
denepanbHOro 3aKOHA B LEJSIX MOCIEAYIOIIEr0 MOATBEPKICHUS UX TOCYIapCTBEHHOM
perucTpanuy, OCYIIECTBISIOTCSI HAa OCHOBAaHUU  JOKYMEHTOB U  JIaHHBIX,
IPEICTAaBICHHBIX 0 JHS BCTYIUIEHUS B CUIy HacTosiiero denepalbHOro 3aKoHa, a
TaK’Ke 3as1BJICHUS O TOATBEPKICHUU FOCYAApCTBEHHON PErCTpallii JIEKapCTBEHHOTO
mpenapara, MPeACTaBICHHOTO MPOW3BOAUTENIEM JIEKAPCTBEHHBIX MPEMapaToB WU
YIOJHOMOYEHHBIM UM JIUIIOM B COOTBETCTBUH C HacTOAIMM DeepanbHbIM 3aKOHOM
B YNOJHOMOYEHHBIN (enepanbHbld OpraH HCHOJHUTENBHOW BIAcTH a0 | mapra
2011 ropna, 6e3 TpeGoBaHuUs yIIaThl TOCYIAPCTBEHHOM MONUIMHBI, TPEyCMOTPEHHOM
3akoHoaTebcTBOM Poccuiickoit deneparuu o Hanorax u cobopax. (Hacts BBeneHa -
®enepanpbiid 3akoH 0T 11.10.2010 Ne 271-D3; B pemakiuu DeaepanibHOTO 3aKOHA
ot 29.11.2010 Ne 313-D3)

33, [IpunaTHE penIeHns O BHECEHHU U3MEHEHU B JOKYMEHTHI, COIEPKAIIUECS
B PETHMCTPALMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar i
MEIMIMHCKOIO IIPUMEHEHHUs] W NPEACTABICHHBIC [0 JHSA BCTYIUICHUS B CHILY

HacTOAIICTO (Dezxepaanoro 3daKOHA4, U IIPUHATUC PCIICHUA O BHCCCHUU W3MCHCHHH B



JOKYMEHTBI, COJEpPIKallMecss B PErMCTPAllMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar JJIsg MEAUIIMHCKOTO MPUMEHEHHS U TPe/CTaBICHHBIC Ha
DKCIIEPTU3Y JICKAPCTBEHHBIX CPEACTB A0 JHSA BCTYIUICHUS B CHJIy HACTOSIIETO
®denepanbHOTO 3aKOHA, OCYIIECTBIAIOTCS HAa OCHOBAaHWU JOKYMEHTOB W JaHHBIX,
MPEICTAaBICHHBIX 0 JHS BCTYIUICHUS B CHIIy HacTosiero deaepalbHOro 3aKoHa, a
TaK)K€ 3asBJICHUS O BHECEHHMM W3MEHEHUW B JIOKYMEHTBI, COJEpXKaliuecs B
PETUCTPALIMOHHOM JIOChE€ HA 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tperapar s
MEIUIIMHCKOTO MPUMEHEHUs, MPEACTABICHHOIO MPOU3BOJUTENEM JIEKAPCTBEHHBIX
MpernapaToB WM YIMOJTHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C HACTOSIIHM
denepanbHBIM 3aKOHOM B YIIOJIHOMOYCHHBIN (penepanbHbIi OpraH UCIIOJHUTEIHLHOM
BracTu 10 1 mapta 2011 rona, 6e3 TpeGoBaHUs yIUIAThI TOCYIaPCTBEHHOM MOIUIHHBI,
MPENYCMOTPEHHON 3aKOHOJATenbCTBOM Poccuiickon @Penepanvu O Halorax u
coopax. (Yactp BBemena - @DenepanpHbiii 3akoH oT 11.10.2010 Ne 271-®3; B
penakuuu PenepanpHoro 3akona ot 29.11.2010 Ne 313-03)

3% Bolmaua paspelleHuii Ha NPOBEICHUE KIMHUYECKHX —HCCIIEIOBaHUM
JICKAPCTBEHHBIX TMPEMapaToB Il MEIUIMHCKOTO TMPUMEHEHHUS I10 3asSBICHUSM,
MOJIaHHBIM IO JTHS BCTYIUICHUS B CWITy HacTosiero deaepanbHOro 3aK0Ha, a TaKKe
MO0 3asBJICHUSM, TIOJAAHHBIM TIOCIIe JHS BCTYIUICHHS B CHJIy HACTOSIIETO
denepalbHOTO 3aKOHA HA OCHOBAHWH JKCIEPTHU3, TPOBEACHHBIX 0 AHS BCTYIUJICHUS
B cwry Hactosmero deneparbHOro 3akoHa, OCYIIECTBIISIETCS B COOTBETCTBHH C
HacrosimiuM  DenepasbHbIM 3aKOHOM Ha OCHOBaHUU JOKYMEHTOB M JIaHHBIX,
NpEACTaBICHHBIX WM TIOJYYEHHBIX JO JIHS BCTYIUICHHS B CHJIy HACTOSIIETO
denepanbHOrO 3aK0HA, & TAKKE HA OCHOBAHHWH KOIHUU MPEABAPUTEIHLHOTO JI0TOBOpa
00s13aTeTbHOTO  CTPAaxOBaHWUS JKWU3HHU, 37I0POBBS TAIMEHTOB, YYaCTBYIOIIUX B
KIIMHAYECKOM HCCJICIOBAaHUN JICKAPCTBEHHOTO Tpemnapara sl MEIUIIMHCKOTO
MPUMEHEHHSI, UM KOMUHU JIOTOBOpPA 00s13aTEIbHOTO CTPAaXOBaHUsS YKU3HH, 3I0POBBS
MalMeHTOB, YYAaCTBYIOIIUX B KIWHAYECKOM HCCIICIOBAHUHM JIEKAPCTBEHHOTO
npenapara i MeIUIIMHCKOT0 MPUMEHEHUs, JTM00 MPECTaBIEHHON KOIUH JIOrOBOpa
00s13aTENIPHOTO  CTPaXOBaHHUsA, 3aKIIOYEHHOTO B COOTBETCTBHH C THUIIOBBIMH
paBWIaMH 00s3aTEIBHOTO CTPAXOBAaHMS, C yKa3aHHEM MPEAeTbHON YHCICHHOCTH
MalMeHTOB, YYaCTBYIOMUX B KJIWHAYECKOM HCCIICIOBAHWHM JIEKAPCTBEHHOTO
mpenapata  JUIS  MEIWIIMHCKOTO  NMPUMEHEHUs, ©Oe3 TpeOOBaHUSA  yIUIAThI

rOCyJIapCTBEHHOW NOUUIMHBI, MPEIYCMOTPEHHOM 3aKOHOJATENIBCTBOM Poccuiickon



@enepauuun o Haorax u cbObopax. (Yactb BBeneHa- dDenepanbHbll 3aKOH
ot 11.10.2010 Ne 271-®3; B penakiuu OeaepansHoro 3akona ot 29.11.2010 Ne 313-
D3)

3°. 3aperucTpupOBaHHBIE B MHOCTPAHHON BAIlFOTE O JHSA BCTYILUICHHUS B CHILY
Hacrosmero denepasbHOrO 3aKOHA MPEAEIbHBIE OTIYCKHBIE LEHBI MWHOCTPAHHBIX
IIPOU3BOIUTEIIEH HA JIEKAPCTBEHHBIE MTPENAPaThl, BKIOYEHHBIE B [IEPEYEHD )KU3HEHHO
HEOOXOIMMBIX M BAKHEUIINX JIEKAPCTBEHHBIX MPENApaToB, MOJIEKAT MEPECUETY B
pyomun mo kypcy LlenTpambHoro Oanka Poccuiickoit denepanuu Ha aary,
yctaHoBieHHyto IIpaButensctBomM Poccuiickoit ®deneparuu, 6e3 mpencTaBiIeHUs
3asBJICHUS] O TI€pecyYeTe IEHbl C BHECEHHEM COOTBETCTBYIOIIMX HW3MEHEHUW B
FOCYJIapCTBEHHBIM PEECTp MPEIETbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENCH Ha
JIEKapCTBEHHBIE IMpenaparbl, BKIOUYEHHbIE B MEPEUYCHb KU3HEHHO HEOOXOJMMBIX U

BAKHEHIINX JIeKapCTBEHHBIX mpemnapaToB. (YacTe BBeneHa - denepaiibHbI 3aKOH

ot 11.10.2010 Ne 271-D3)

3. BaperucTpupoBaHHble 70 JHA BCTYIUIEHMS B CHJIy HACTOSIIETO
denepanbHOrO 3aKOHA MPEICIbHBIC OTIYCKHBIC IICHBI POCCUHMCKHUX IPOU3BOIUTEIICH
Ha JICKapCTBEHHBIC IIPEIapaThl, BKIFOUCHHBIC B TICPEUCHB )KU3HEHHO HEOOXOUMBIX U
BOKHEHIINX JICKAPCTBEHHBIX TIPEIapaToB, IOJICKAT WHACKcAuu ¢ | HOSIOps
2010 roma wcxoass W3 MPOTHO3UPYEMOTO YPOBHS WHOISAINU, YCTaHOBJICHHOTO
®denepanpHbiM  3akOHOM OT 2 gekadps 2009 roma Ne 308-®3 "O denepanpHOM
oromkere Ha 2010 rox u Ha turanoBed mepuoa 2011 u 2012 rogos" wa 2011 rog.
(Yactb BBeneHa - @enepanbhblii 3axkon oT 11.10.2010 Ne 271-D3)

37. Tlocne 1 mapra 2011 roma He HOMYCKAalOTCS MPOU3BOJACTBO M BBO3 B
Poccuiickyto @enepaliyio JIeKapCTBEHHBIX IIPenapaToB B yIaKOBKaX ¢ MapKUPOBKOM,
KoTOopasi ObUIa HaHECEHa JO JHS BCTYIUIEHUs] B cwily Hactosimero denepaabHOro
3akoHa. [1o ucTeueHnn yka3aHHOTO CpOKa JaHHBIE JIEKAPCTBEHHbBIE ITpenapaThl MOTYT
OTITYCKaThCs, PEAIM30BBIBATHCS, MEPEAABAThCS M MPUMEHSATHCA 10 HCTCUCHUS UX
cpoka rogaoctd. (YacTts BBeaeHa - Deaepanbabiii 3akoH oT 11.10.2010 Ne 271-D3; B
penakiuu denepanbHbix 3akoHOB 0T 29.11.2010 Ne 313-®3; ot 06.12.2011 No 409-
®3)

4.Co pHs BCTymuIeHHs B cuiy Hacrosimero denepalbHOro 3akoHa M IO

30 anpenss 2011 roga BKJIIOUMTENBHO JOMYyCKAaeTcs MPOBEACHHE SKCIEPTHU3BI



JICKAPCTBCHHLIX CPCACTB JKCIICPTAMU SKCIICPTHOIO YUPCKIACHUA N0 IPOXOKIACHUS
HMH aTTeCTallui B TIOPAAKEC, YCTAHOBJICHHOM YIOJIHOMOYCHHBIM @CHGP&J’ILHHM

Oopranom HUCITOJIHUTEIbHOM BJIACTH.

5.Co nmHA BCTyIUIEHHS B CWy HacTosmero deaepaipbHOr0 3aKkoHa M TIO
31 nexabps 2013 roma BKIIOUUTEIBHO OCYIIECTBISETCS MEPEXO0Jl K MPOU3BOICTBY
JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C IPABWIIAMHU OPTaHU3ALMH IPOU3BOJICTBA U
KOHTpPOJISl KayecTBa JIEKAPCTBEHHBIX CPEACTB, yKa3aHHbIMU B 4yacTu | cratbu 45
HacTosiero denepaqbHOrO 3akoHAa, B NOJHOM o0beme. Cpoku mnepexoja
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HMX MPOU3BOACTBY B COOTBETCTBUU C
KOHKPETHBIMH TpeOOBaHUSMU JaHHBIX TIPABWJI, BKIIOYAs CPOKU aTTECTAI[UU
YIOJHOMOYEHHBIX JIMI[, YKa3aHHbIX B 4acTaX 6 m 7 cratbu 45 HACTOSLIETO
denepaibHOTO  3aKOHA,  ycraHaBiuBarorcs  [IpaButensctBoM  Poccumiickoit

denepauuu.

6. JIutieH3un Ha TPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB, BBIJIAHHBIC 0
1 auBaps 2014 roxa, aeiictBytoT nocie 1 suBaps 2014 romga 10 UCTEUEHHs CPOKA UX
JNEUCTBUSI MPU YCIOBUM COOTBETCTBUS JIMIICH3MATa IIpaBUjaM OpraHu3aluu
MPOU3BOJCTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEACTB, YKAa3aHHBIM B 4acTH 1

cratbu 45 HacTosiero deepanbHOr0 3aKOHA.

7. ®opMUpOBaHUE TOCYNAPCTBEHHOTO 3aJaHUs Ha TMPOBEJACHHE SKCIEPTU3BI
JICKapCTBEHHBIX  CPEACTB  (efepadbHOMY TOCYAapCTBEHHOMY  OIOKETHOMY
YUPEXKACHHUIO TI0 MPOBEACHUIO YKCIIEPTU3HI JICKAPCTBEHHBIX CPEJICTB U (DPMHAHCOBOE
oOecrieueHUEe BBITIONHEHUSI ATOTO 3aJaHUSl  OCYIIECTBISIOTCA B  TMOPSKE,
yctaHoBiieHHOM ®enepanbubiM  3akoHOM  OT 12 ssuBaps 1996 roma  Ne 7-®3

"O HekoMMepueckux opraHmzanusax". (Yacte BBeneHa - DenepanbHbIl  3aKOH
ot 29.11.2010 Ne 313-D3)

[Ipesunent Poccuniickont denepanun J.Mensenes

Mocksa, Kpemiib

12 anpens 2010 rona
Ne 61-D3
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